Technology

Hardware

1. Operator’s and training manual is included in the package of materials.  Note: the Careside Analyzer has been approved for use by the FDA for non-technical personnel i.e. anyone with a high school diploma.

2. Mean time to failure - not known at this time.  Some units have been working with no issues over one year.  Other units that were placed last year were failing frequently.  This issue was the primary reason that Careside decided to switch manufacturers.  Careside is moving the manufacturing from UMM Electronics to Peak Industries.  Peak will have operational units to Careside this month and be in full production at the end of July.  The contractual expectation that influenced the warranty coverage was that not more than 5% of the instruments would be returned every two years.  Once Peak is in full production we will keep records on mean time to failure.  For the units being sold since Jan 1, 2002 the mean time is growing and based on no reported device failures.

3. Chart on replacements attached for years 2000, 2001, and 2002.

4. Careside H-2000 has been withdrawn from the market for upgrades.  Careside has no obligations for any of the past units that it sold.  The H-2000 requires significant maintenance to keep it running.  The platelets counts were not consistent.  Careside withdrew the instrument to and began to upgrade it.  Careside developed new digital boards and a new reagent set.  Both of these have been tested and have corrected the platelets issues.  The contract manufacturer for the H-2000 has sent Careside two prototypes with new valves using current technology, which will reduce the maintenance on the H-2000 and improve the fluidics in the device.  All that is remaining is to complete the firmware with the new values and then maximize the new reagents with this upgraded device.  Careside has estimated that the cost of completion is no more than $200,000 and in all likelihood much less.  This is on hold until Careside has obtained funding to support sales of the Careside Analyzer.

5. No other tests are in R&D until appropriate funding is obtained.  Careside has a large test menu, which provides more testing capability than other chemistry devices and does not need more tests to be competitive so further R&D has been put on hold.

6. Once submitted to the FDA test approval time has averaged 50 days.  Depending on the tests 2-3 months has been required for most of them but in the case of the first coagulation test 14 months was required with two people working on the test.  The second coagulation test took about four months.

7. Shelf life on the cartridges is on average 6 months longer than competitive products.  The cartridge manufacturing process prevents inventory obsolescence.

8. Cartridges are shipped in boxes, with 25 cartridges in a box.  The cartridges are packaged in a foil pack.  If the cartridges are refrigerated their shelf life is 18 months.  If housed in the foil pack out of the refrigerator the shelf life is 7 days.  Once they are removed from the foil pack they should be used within 45 minutes. In this case the tester is trained to only remove the cartridge at the time of testing so that the actual time is less than 10 minutes.

Software

1. The software code allows numerous foreign languages.  All that is required is a change to the text file as all text is in a single file.

2. Careside does its own software development.  Software had been developed by UMM and this was a real problem.  In Sept last year Careside took over all software development.  Since than the instrument software problems have disappeared.  The contract with Peak requires that Careside handle the software.

3. All software since Sept 01 has been documented by Careside and Careside has all documentation for software coded by UMM.

Manufacturing

1. Peak Industries is the manufacturer of the Careside Analyzer

2. Full cost of the unit is shown in the Peak contract attached.

3. Order quantities and volume breaks shown in the contract

4. Single sourced components – Fuji film chemistries (could acquire from J&J): certain electronic boards are built using tolling owned by Careside and come from a single source.  If the tooling is moved than other sources are available.

5. List price $18,000, Distributor price $11,750, average end user price is about $15,000- 17,000.  IF Careside sells direct than the end user price may be closer to $14,000

6. H-2000 list price is $13,000, Distributor price is $8500, cost of manufacturing is $4300, and average end user price is $11,000 - $12,000.  A French company manufactures the shell and valves for the H-2000.  Careside adds the boards and does the final calibration before release.  No patents on the H-2000 but a lot of know-how, custom software, and electronic board design. Set price from the French company is $3200, boards added by Careside is $700 and Careside labor about $400. Based on this arrangement there are no volume discounts but if we get into large numbers there is the opportunity to negotiate volume discount with this manufacturer or another source.

7. Cartridges – Breakdown on costs see attached file.

Financial

Material to be faxed

Marketing

1. Careside uses distributors, select trade shows, mailings and brochures, and word of mouth of customers. No other marketing at this time.

2. Reasons customers don’t buy:

A. Perception that cost exceeds opportunity to make money

B. Perception that insurance will not reimburse

C. Concern that Phlebotomies will need to be done without knowledge that there is separate reimbursement for them.

D. Concern about the difficulties with regulatory compliance

E. Perception that they do not have the people in office to perform the tests.

All of the above are incorrect perceptions.  For example Careside has been approved for use by the FDA by individuals with a high school diploma.  Careside has also built extensive software to record compliance data at the time the testing is being done to eliminate the regulatory hassle.

3.  Entire book on competition sent with comparisons between other products and the Careside Analyzer.

4. Careside Analyzer approved in US and Canada.  Discussions underway concerning China.

5. US only both through distributors and direct

6. H-2000 can be sold independently or in a package.

7. H-2000 has had success in foreign markets because of price.  Once reintroduced there is a big opportunity for this product. 

Operations

Careside has recently reduced staffing.  Currently there is a CEO. Reporting to the CEO is VP Sales, VP Manufacturing, a Controller and a Senior Chemist.  Total number of staff is 25.  Careside will only add staff as required to support sales of its current products.

Misc.

Careside is owned by about 400 shareholders.  All ownership is in the form of common stock.

Careside has no obligations that would prevent operational changes.  There is no relationship with Quest. GlaxoSmithKline (GSK) owns a small piece of Careside primarily through SR1 – its venture arm.  In addition to the common shares owned by SR1 and GSK SR! also has about $2.5million of convertible debt.

