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Executive Summary

The Company 

CareX Diagnostics LLC is a California company that will develop, manufacture, and market a line of point-of-care (POC) diagnostic devices for the global Human Medical Test (HMT) & Veterinary Test (VT) markets.
We will establish a Beta product engineering team in US & a subsidiary in China in FY1 with an initial capital infusion of $1.75-2.0M.  For subsequent production key components and sub-assemblies are to be sourced, built, and tested in our China facility, whereas final quality control will be carried out in US.
CareX’s products leverage an IP portfolio originally developed by Careside Inc., a US company traded on AMEX between 1999-2002 after its spun off from the SmithKline Beecham Clinical Labs. We negotiated with Careside Medical (current owner of Careside assets) and secured global contractual rights, including exclusive rights to the Greater China Market, for its entire IP portfolio & a future cross-licensing agreement, for a new generation of blood chemistry analyzers.  
CareX’s underling business proposal is to significantly enhance an advanced and proven analyzer that was previously approved by the FDA and successfully sold into the US HMT market with a total investment of $70M. Through value-added re-design & engineering work we will drastically lower the product COGS and improve its field service reliability, which had been the key factor for the former Careside company failure.  The modernized analyzer will first be marketed to new and growing developing countries, then return to compete most effectively in the developed county markets including US.
CareX’s first product is a portable dry-chemistry blood analyzer targeting the rapidly growing China VT market.  It offers one of the most comprehensive blood analyses in an easy to operate and maintain package.  By targeting this market initially, it affords us to re-engineer the original platform, rectify some design deficiencies, aggressively drive the cost down, and shorten time to market as this segment has no CSFDA regulatory approval requirements.  
Since the underlying technology is applicable for VT & HMT markets alike, with the later having a significantly larger addressable market ($15+B globally), we will pursue aggressively early HMT distribution opportunities in certain developing markets such as Africa, which do not require regulatory approvals.  After the first 3 years this analyzer will be sold to the global VT market including North America.  It is to be followed by a comprehensive HMT analyzer for the China market in FY3 and the global market the following year.  
We benchmark initially against the US VT market leaders Abaxis and Idexx Laboratories.  Our goal is to become in 6 years a VT market leader in China, combined with a substantial HMT business by also entering the much larger local human market segment; further achieve in 6 years a global revenue base of $50+M & a 60% gross margin.
The Product

The CareX Analyzer is a portable POC blood-testing instrument in one compact package weighing about 25lbs.  It uses patented one-time-use disposable test cartridges.  It currently provides 41 individual results for clinical-chemistry, electro-chemistry, and coagulation blood tests.  Our rapid test results differentiate the CareX analyzer from the traditional testing method of sending blood samples to a main hospital or commercial laboratory, and waiting between 4 and 24 hours for results.  

By employing proprietary cartridge designs that make use of three different detection technologies in one single unit, we enable the POC testing site to reduce the number of instruments it needs to purchase.  The three basic measurements are reflectance (chemistry tests), electrochemical (electrolyte tests) and spectral transmittance (coagulation tests).  This approach is unique among the POC testing devices on the market.  
Our analyzer and cartridge designs are protected by 8 US patents. The FDA has cleared or exempted the Analyzer for 41 different blood tests.  These tests cover a majority of the routine out-patient based blood tests ordered by healthcare professionals.  In addition, the FDA has cleared the analyzer as a “point-of-care” device, meaning the analyzer may be operated in any near-patient setting with properly trained personnel, eliminating the need for a lab specialist to oversee each test.  
Our analyzer tests up to 6 cartridges at the same time, for a maximum of eight test items in a single test cycle within 15 minutes from the time blood is drawn from a patient.  Only a minuscule amount of blood in the tens of micro-liters is required per test.  A clinician has the option to test just a single or a few combined panels for one or more patients at the same time.  This option is especially advantageous in the developing markets, where sensitivity to total test cost is high and the pre-determined, full panel tests by some of our competitors inevitably include extra items that are not medically necessary.  Our product presents clinicians a revenue generating mechanism by bringing in-house many of the common tests currently only carried out by off-site laboratories.
Functional original analyzers are available as demo units. 
The Market and Competition

The global in-vitro blood testing market (dry- & wet-chemistry based instruments and consumables) is a fragmented multi-Billion dollar market.  
In the dry-chemistry based China HMT segment, Johnson & Johnson takes the market lead with their Vitros series analyzers, primarily used for emergency tests in large public hospitals as they are still more expensive to compete directly with large volume, wet-chemistry based analyzers from the likes of Abbott Lab, Beckman Coulter, Hitachi, and Sysmex.  The Vitros underlying technologies have however remained scarcely changed over the past 20 years.  Our goal is to become the low cost, primary test analyzer of choice for the smaller public and private hospitals, city neighborhood clinics, retirement centers, schools, and military units which in aggregate number in the hundreds of tens of thousands.  This approach is in concert with the on-going $125B Chinese healthcare reform where more routine tests are being pushed toward a vast network of near patient care facilities.  We believe this reform will generate a significant new market ($1B+) for us.
On the other hand, Mainland China sees no clear VT dry-chemistry leaders.  Idexx Lab is currently the only known player having a visible presence there.  One of its main barriers to having a more significant market presence in China, is due to the fact that the local VT market is still in its early stage of rapid growth, where bringing in their pets for blood tests is still a relatively new notion for many owners.  We believe this market will mirror that of Taiwan, and see significant growth over the next 10 years as the local economic expansion drives its professional veterinary industry.
We are aware of a Japanese competitor ARKRAY in the dry-chemistry POC segment.  Its Spotchem chemistry analyzer uses similar Fiji DriChem film based consumables as ours.  We compete favorably on a wider range of test menus (Arkray offers 22 items, no electrolytes).  Arkray has a good presence in the Taiwan VT market, where there are now over 1,000 vet clinics serving a human population of 23 million.  

The number of city/urban pet dogs alone in Mainland China number 30+million & it now has 2,500-3,000 pet hospital/clinics nationwide serving a population of 1.4 billion, about half of which are in the urban/city settings.  We see a fast growing Mainland VT segment with 10+ million pet dogs residing in the top 2 dozen most economically developed cities & growing at a CGAR of 15+%, double the rate of its local economic expansion.  While still relatively small with an estimated addressable market of about $50M, the Mainland VT market offers CareX an opportunity to get in relatively early, grow with this market and become a leader in 5-6 years.  In addition, with more than a hundred Mainland cities each with a population exceeding one million, our next tier of combined VT & HMT markets will support a significant and sustainable business growth.
We as yet we face few direct competitions in the area of dry-chemistry based blood test segment from Chinese companies.  Mindray, a leading Chinese medical device company listed on NYSE, has strong in-vitro diagnostic products including Hematology and Chemistry analyzers. They are all wet-chemistry based generating $150M annually in that segment.  By offering a line of dry-chemistry analyzers complimentary to that of Mindray, we see a potential exit strategy in China, where Mindray currently has a 6X market cap/trailing revenue ratio on the NYSE.  
Our benchmark competitors’ analyzer sells in the $10,000-$14,000 range in China with each test cartridge averaging $1.25-$1.75.  So the ability to develop a cost effective test platform is key to our business viability.  We will approach this from both the analyzer and consumable cartridge fronts.  All basic and most key components localization, machine-user interface simplification, and test cartridge miniaturization are three of our prime targets.  We are confident in our engineering and operational competence, bolstered by the expansive and complimentary expertise in our founding members, who bring with them from diverse high-tech US industries top-tier knowledge and practices in developing and manufacturing electronics, optics, mechanics, and associated system integration.  Our team also has extensive experience working with and leading China based teams.

Our sustaining business model is akin to ‘razor and blade’ or ‘printer and ink cartridge’: the analyzer is sold with proprietary and consumable test cartridges.  We will employ a variation of this model and adapt to the developing market conditions where consumer sensitivity to the consumables cost is high compared to the more developed ones. We may initially bundle our analyzer with a free one-year supply of cartridges to gain market share, and as our installed analyzer base grows and we have achieved further scale of economy in reducing our cost base, we may then start selling our analyzers at a lower price and achieve higher profit from the consumables.  Co-branding/marketing to developing countries with large and well respected international animal health companies and distribution agreement with US based NGOs are the other strategies we are actively engaged in.
We will primarily use a direct sales force complimented by a network of local distributors for the China market entrance, where a typical distributor mark-up can be 100% from an OEM.  By achieving a higher analyzer ASP from a motivated but relatively inexpensive direct sales team, we can offset some of the cost inferred by offering free cartridges.
As we enter from FY4 into the global market we anticipate a higher weighted cartridge ASP than that from selling exclusively in China. This estimate is to be sustained with our additional planned tests including the higher margin immuno-chemistry panels.

A major challenge to our business lies in our execution in establishing an effective sales and marketing mechanism, also a roadmap to further scaling for cost-effectiveness, to counter potential new market grab strategy through price wars by the much larger and financially stronger competitors.  We also anticipate more ferocious competition in the global HMT markets, where product success is often complicated by lengthy and costly market to market regulatory approval processes.  We are therefore more guarded in our revenue projection in that segment, despite a 10X larger addressable market size when compared with the VT market.
Major Business Plan Milestones

· FY0/1
Series A working capital of $1.75-2.0M.
· FY0/1
Establish business infrastructure in Mainland China, & engineering team in US, ready Beta version of the analyzer.
· FY2
Series B capital infusion for manufacturing, sales and marketing expansion.
· FY2
Entrance to China VT market and concurrent entrance to developing country HMT market where lengthy regulatory approval is not a requirement.
· FY3
Entrance to China HMT market upon regulatory approval.
· FY4 
Entrance to Global VT market, achieve net operating profitability.
· FY5 
Become a VT market leader in China with a substantial local HMT market; Entrance to global HMT market, achieve $25-30M total annual revenue.
· FY6
Achieve revenue $50+M, 60% gross margins, & 20% net operating income.
