Edgar Filing: CARESIDE INC - Form 10-K/A

CARESIDE INC
Form 10-K/A
July 27, 2001

SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

FORM 10-K/A
Amendment No. 1
[X]ANNUAL REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE
ACT OF 1934

For the fiscal year ended: December 31, 2000

Commission file number: 001-15051

Careside, Inc.
(Exact name of registrant as specified in its charter)

Delaware 23-2863507
(State or other Jjurisdiction of (IRS Employer Identification No.)
incorporation or organization)
6100 Bristol Parkway, Culver City, CA 90230
(Address of principal executive offices) (Zip Code)
Registrant's telephone number, including area code: (310) 338-6767
Securities registered pursuant to Section 12 (b) of the Act:

Common Stock, par value $.01 per share

And

Redeemable Common Stock Purchase Warrants
(Title of Class)
Securities registered pursuant to Section 12(g) of the Act:

None

Indicate by check mark whether the Registrant (1) has filed all reports
required to be filed by Section 13 or 15(d) of the Securities Exchange Act of



Edgar Filing: CARESIDE INC - Form 10-K/A

1934 during the preceding 12 months (or for such shorter period that the
Registrant was required to file such reports), and (2) has been subject to
such filing requirements for the past 90 days. YES [X] No [_]

Indicate by check mark if disclosure of delinquent filers pursuant to Item
405 of Regulation S-K 1is not contained herein and will not be contained, to
the best of registrant's knowledge, in definitive proxy or information
statements incorporated by reference in Part III of this Form 10--K/A or any
amendment to this Form 10--K/A. [_]

On March 19, 2001, the aggregate market value of the Registrant's Common
Equity, par value $.01 per share, held by non-affiliates of the Registrant was
approximately $17 million, based upon the closing sale price reported for such
date on the American Stock Exchange. For purposes of this disclosure, shares
of Common Stock held by persons who hold more than 5% of the outstanding
shares of Common Stock and shares held by officers and directors of the
registrant have been excluded because such persons may be deemed to be
affiliates. This determination of affiliate status is not necessarily
conclusive for other purposes.

On March 19, 2001, 11,262,352 shares of the Registrant's Common Stock, par
value $.01 per share, were outstanding.

DOCUMENTS INCORPORATED BY REFERENCE

Portions of the Registrant's Proxy Statement to be filed with the
Commission in connection with the Annual Meeting of Shareholders scheduled to
be held on May 24, 2001 are incorporated by reference into Part III of this
Form 10--K/A.

EXPLANATORY NOTE

This Form 10--K/A (Amendment No. 1) is being filed to amend the annual
Report on Form 10-K for the fiscal year ended December 31, 2000 (the "Original
Form 10-K") which was filed on March 29, 2001.

PART I

The Company's forward-looking statements in this Annual Report on Form 10-
K/A and those that may be made in the future by or on behalf of Careside,
Inc., including statements about the market and opportunity for the Company's
products, revenue growth and profitability potential, regulatory approvals,
competition, the ability to control expenses and international expansion, are
based on assumptions about many important factors. Several important factors
may cause the Company's actual results to differ materially from those
contemplated by these forward-looking statements. These factors include the
Company's limited operating history, and lack of profitability, its need for
additional financing, the acceptance of the Company's products by the medical
community, product development risks, the level of third party reimbursement
for medical tests, reliance on third party manufacturers, suppliers and
distributors, retention of key personnel, competitive risks, protection of the
Company's proprietary technology, and government regulation.
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ITEM 1. BUSINESS

We have developed and sell a proprietary blood testing system. It is
designed to decentralize laboratory operations. The system provides cost-
effective, accurate test results within 10 to 15 minutes at the point-of-care,
for a comprehensive menu of routine blood tests. Because it provides rapid
test results, the Careside system can also perform blood tests required for
critical care testing. The Careside system performs chemistry,
electrochemistry, coagulation and hematology tests. We plan to offer
immunochemistry tests for the Careside system later in 2001. Tests in these
five different test categories comprise the vast majority of blood tests
ordered. No other point-of-care product currently in the market offers as
broad a menu of tests or combines these five test categories. Our goal is to
make the Careside system the standard for routine and critical care blood
testing. If we are successful, diagnostic information will travel more rapidly
and healthcare costs for physicians, providers and payers will be reduced.

The Careside system consists of the Careside Analyzer and disposable test
cartridges, the H-2000 and the Careside Connect. The Careside Analyzer is easy
to use and can be operated by a non-technical person with appropriate training
in connection with use of the device. Its software will enable the user to
capture all data required to comply with the Clinical Laboratory Improvement
Amendments of 1988. This law, commonly called CLIA, governs quality assurance
and quality control processes and reporting for healthcare providers. The
H-2000 is our hematology testing device. The Careside Connect is a data
interface, which will link the Analyzer with the H-2000 and any other testing
device. It also enables the electronic transmission of blood test results to
our customers' information systems. We released the Careside Connect for sale
in 2000.

The FDA has granted pre-market clearance for the Careside Analyzer and the
H-2000, and pre-market clearance or exemption for 41 blood tests performed by
the Analyzer and a 1l8-parameter hematology test for the H-2000, including
tests for professional laboratory use. We have received FDA approval for
point-of-care testing for the Careside Analyzer, thereby enabling non-
technical personnel with appropriate training to use it. Similar approvals
will be sought for the H-2000 in 2001.

Our concept and technology originated with SmithKline Beecham Clinical
Laboratories, Inc. (SBCL). In 1993, SBCL conducted extensive surveys of the
point-of-care market. As a result, in 1994, SBCL started our predecessor
business to develop the technology we use today. In November 1996, we acquired
the assets and contracts used in the predecessor business, including
intellectual property, equipment and other assets, to continue the development
of point-of-care diagnostic technology and to create a commercial product.
Several senior members of our management team worked on this point-of-care
project at SBCL, including W. Vickery Stoughton, our Chief Executive Officer,
and Thomas H. Grove, Executive Vice President--Chief Technology Officer. Quest
Diagnostics Incorporated later acquired SBCL.

Careside's Strategy

Our goal is to make point-of-care testing with the Careside system the
standard of care for routine and critical care blood testing. If we are
successful, diagnostic information will travel more rapidly and reduce
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rhealthcare costs for physicians, providers and payers. Most point-of-care
companies have focused solely on the critical care testing market with a
limited number of tests. In contrast, we have developed the Careside system to
replace large analyzers and decentralize testing to the point-of-care,
reducing reliance on centralized testing services.

Careside's Technology and Products

We designed the Careside system as a platform for solving the limitations
of central blood testing laboratories and a means for healthcare providers not
currently conducting blood tests to start providing this service. The
advantages of our system can be summarized as follows:

Cost-Effective Results—--The Careside system is designed to provide test
results that are cost competitive with commercial laboratories.

Rapid Test Results—-The Careside system furnishes test results within
10-15 minutes from the time blood is drawn from the patient. The
Careside system can test from one to six cartridges in this time period.
By comparison, 24 hours or more may elapse before a healthcare provider
has in hand the results of blood tests performed at commercial
laboratories, and four to five hours may elapse before results are in
the provider's hands for a blood test performed at a hospital
laboratory.

Comprehensive Test Menu--The Careside system offers a broad menu of the
most commonly ordered blood tests, including critical care tests. The
Careside system is designed to perform hematology, chemistry,
electrochemistry, coagulation and immunochemistry tests. Our Careside
system has clearance or approval for 59 tests, including 18 hematology
tests. This, we believe, substantially exceeds the capabilities of any
point-of-care system currently on the market.

Ease of Use--The Careside system can be easily operated and maintained
by non-technical personnel with appropriate training in connection with
use of the device. The test process does not require separate
centrifuging or sample splitting, and automatically doses and mixes the
patient's blood sample with reagents within the cartridges or with the
reagents in the H-2000. Data transfer is easily accomplished using the
Careside Connect product to connect data into local area networks or
through the Internet.

Industry Standard Technology--The Careside system uses many test methods
that are the same as those used in hospital and commercial laboratories.
The Careside system's technology is a miniaturization of the state-of-
the—-art technology in larger testing devices utilized by centralized
laboratories.
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Embedded Quality Assurance and Quality Control--The Careside Analyzer
and the H-2000 have operating software designed to assist in meeting the
quality assurance and quality control documentation requirements of the
Clinical Laboratory Improvement Amendments of 1988.

Ability for Practice Enhancement-- The Careside system's rapid test
results enable a provider to make clinical decisions more quickly, see
more patients, eliminate time spent reviewing records and making follow-—
up telephone calls, and improve patient satisfaction and quality of
care. Healthcare providers can also increase their revenue by performing
and billing for tests themselves. Currently it is the laboratory, not
the physician, which gets paid for performing blood tests.

The disadvantages of our system stem from the fact that it is a new way of
providing laboratory testing services, so we cannot predict with certainty how
fast or whether the market will adopt it. As with any new technology, it
involves an expenditure of cash and some learning time by physicians and other
healthcare providers. Our system does not perform all in vitro tests. More
complex tests that are not supported by our decentralized testing system, such
as microbiology, genetic and other less common tests will still be referred to
commercial laboratories or to a core laboratory supporting multiple hospitals.
Centralized laboratories that continue to provide such complex testing should,
with routine tests handled elsewhere, be able to streamline procedures. We
think this will lower the cost of complex testing. With lower costs of
centralized testing and the Careside system for decentralized testing, we
expect that the entire testing process will become more efficient and cost
effective.

Product Development and Regulatory Status

Product Regulatory/Development Status
Careside Analyzer Cleared under Section 510(k) of the Food, Drug
and Cosmetic Act for use in licensed
laboratories and for Point-of Care (POC). The

Analyzer is offered for sale to customers.

Disposable Test Cartridges Chemistry, electrochemistry and coagulation
cartridges have been developed an are offered
for sale to customers. The immunochemistry test
cartridge is in development.

Cleared/Exempt for Planned 2001-2
Test Category Laboratory and POC Use Submissions
Chemistry Glucose Lactate
BUN (Urea Nitrogen) Direct LDL-cholesterol
Creatinine Direct HDL-cholesterol
BUN/Creatinine Ratio
Albumin

A/G Ratio (calc.)

Technology
Partner/Supplie

UMM Electronics,

Battelle

Fuji Photo Film Co.



Electrochemistry

Coagulation

Immunochemistry
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Globulin
Creatine Kinase

(calc.)

Creatine Kinase MB

% CKMB (calc.)

Total Cholesterol

HDL-Cholesterol™

LDL-Cholesterol (calc.)

Cholesterol/HDL Chol

Ratio

GGT

ALT

Cholinesterase*

Total Bilirubin

Phosphorus

Total Protein

Total Calcium

Uric Acid

Triglycerides

LDH

Bilirubin, Direct

Bilirubin, Indirect

(calc.)

Ammonia*

Carbon Dioxide, Total

Anion Gap (CO2+Echem)

Magnesium

Osmolality

Hemoglobin*

Hematocrit (calc.)

Alkaline Phosphatase

AST

ALT/AST Ratio

Amylase

Chloride Ionized Calcium

Potassium

Sodium

PT* APTT
Fibrinogen

Thrombin Time

Theophylline
Phenytoin
Digoxin
Phenobarbital
T4

T3 Uptake
Carbamazepine

Requires separate clearance or exemption for point-of-care.

3

Product Development and Regulatory Status

Fuji Photo Film Co.

Third Party Supplie

Third Party Supplie

Technology
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Hematology Status of Development Partner/Supplier
Careside H-2000 FDA Cleared; offered for sale to customers Third Party Manufacturer
18 parameter, 3 part

differential

Hematology Tests
WBC All hematology tests have been FDA Aqua Solutions
RBC cleared under Section 510 (k)
Platelet count
Lymphocyte
% Lymphocyte
Monocyte
% Monocyte
Granulocytes
% Granulocytes
Hematocrit
Hemoglobin
MCV
MCH
MCHC
RDW
MPV
PCT**
PDW* *

** For diagnostic use outside U.S., for quality control use within U.S.

Communication Product Status of Development Technology Partner

Careside Connect Offered for sale to customers Third Party Manufacturer
provides an electronic

link between the

Careside Analyzer and

the Careside H-2000

testing device

The Careside System

The Careside system currently consists of two desktop testing instruments,
called the Careside Analyzer and the Careside H-2000, and patented disposable
test cartridges. The Careside Analyzer combines chemistry, electrochemistry,
coagulation and, in the future, immunochemistry testing in a single testing
instrument. Careside's H-2000 is a hematology testing device. We are not aware
of any point-of-care blood testing system on the market that has this combined
capability. We have also developed a data interface, called the Careside
Connect, which allows the electronic transmission of blood test results in a
standard data format.

The Careside Analyzer

The Careside Analyzer is approximately 14 inches tall by 12 inches wide and
11 inches deep and weighs about 24 pounds. The exterior is made of high impact
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resin plastic. The top of the Careside Analyzer consists primarily of a touch
screen, on an ergonometric angle, on which the user inputs patient, physician
and billing information, the tests to be conducted and any desired commentary.
We believe that the Careside Analyzer's user interface software is a
significant strategic advantage. For example, its quality assurance and
quality control capabilities are equal to those required of central
laboratories. The quality assurance and quality control software stores and
interprets the quality control data generated using the embedded electronic
quality control system in the Careside Analyzer as well as the traditional wet
testing quality control approach for test cartridges. After testing, quality
control data is flagged when out of limits and plotted on graphs for easy
review. A set of five re-

usable and proprietary quality control test cartridges will be provided with
each instrument which allow the user to perform automated, electronic quality
control for all electrochemistry, chemistry and coagulation tests. These
reusable quality control test cartridges will replace traditional quality
control which involved running multiple levels of commercial plasma specimens
for all the tests on the system. The software utilized by the Careside
Analyzer 1is designed to govern testing of one patient at a time, perform
quality assurance and quality control documentation and conduct the test
ordering processes. It also contains a security system that is compliant with
the Clinical Laboratory Improvement Amendments of 1988. The user interface
system can be customized for each particular customer.

The Careside system can be operated by non-technical personnel with
appropriate training in connection with the use of the device. The operator
will first select one or more test cartridges from inventory depending on the
tests ordered by the attending healthcare provider. Most cartridges will
contain one test, but some cartridges will contain two or three tests. Up to
six cartridges of a single patient's blood can be tested at the same time. The
Careside system is currently capable of conducting a maximum of eight tests
per patient in a single 10 to 15 minute test cycle. To prepare a cartridge,
the operator will place a small amount of the patient's drawn blood into the
test cartridge with a pipette or other standard transfer device. The operator
will then simply load the test cartridges into the instrument. Any combination
of cartridges can be loaded in any order, thus enabling the operator
flexibility to perform individual tests or customized panels. This flexibility
is designed to minimize waste by allowing the operator to run only the tests
ordered by the provider rather than traditional pre-set panels that may
contain unnecessary tests. This feature is particularly responsive to the
current and expected future requirements of third-party payers.

After the operator inputs patient information and test orders, the
instrument will automatically perform the tests and record and display or
print the results. To perform the tests, the Careside Analyzer undertakes
cycles for heating, centrifuging and several types of reading. The cycle time
from the moment the cartridge is dosed with whole blood and placed into the
Careside Analyzer to final test result is approximately 10 to 15 minutes for
chemistry, electrochemistry, immunochemistry or coagulation tests, or any
combination of these tests. A standard Chem 7 panel, comprised of sodium,
potassium, chloride, carbon dioxide, glucose, creatinine and urea nitrogen
tests, can be performed in approximately ten minutes and will utilize five
cartridges. Sodium, potassium and chloride tests are on one cartridge as they
are always ordered in combination. At the conclusion of the test, the Careside
Analyzer ejects the cartridges into a waste container for later disposal in
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appropriate biohazard vessels.

The Careside Analyzer provides test results to the healthcare professional
in several ways. A self-adhesive label can be printed with test results for
direct transfer to the patient's chart. Each Careside Analyzer also
incorporates a floppy disk drive so that information can be downloaded from
the instrument for analysis. An additional electronic output method is through
use of the rs-232 port on the rear of the machine. Our data interface, called
the Careside Connect, allows the electronic transmission of blood test results
in a standard data format.

The Analyzer's Disposable Test Cartridges

Each test cartridge is designed to perform one test and may only be used
once. Each test cartridge is designed to facilitate the flow of the blood,
serum or plasma specimen onto chemicals packaged in the cartridge. These
chemicals, which are called reagents, react with the specimen and change. The
changes are then read by the Careside Analyzer to yield the test result. Its
various channels and pools assure proper reagent and specimen temperature
equilibration, sample separation, sample metering, sample dispensing, test
incubation and facilitate result detection. Each cartridge contains all
reagents necessary to perform a reagent measurement on a serum, plasma or
whole blood sample for a particular test. The proprietary cartridges are each
approximately 2.5 inches long and 1.5 inches wide and are comprised of layers
of molded plastic with channels for application of the sample to the reagent.
When stored in refrigerators, the cartridges are expected to have a 9 to 18
month shelf life. The cartridges are placed in the Careside Analyzer directly
from the refrigerator after sample dosing. The first four minutes of the test
cycle warms the test cartridges to the appropriate test temperature. If
necessary, the

Careside Analyzer then spins the cartridges using centrifugal force to push
the sample through small channels, separating it into serum or plasma. Excess
sample is deposited in an overflow well. A measured amount of sample remains
in the metering passage and is dispensed onto the reagent film or mixed with
wet reagent pushed from an interior pouch. Each test cartridge is designed to
be airtight to prevent ventilation spoilage of the specimen sample.

The three basic types of measurements that will be made are spectral
transmittance, reflectance and electrochemical. Chemistry tests are used to
assess general health status as well as to diagnose and monitor diseases of
the major organ systems such as the heart, liver, kidney, blood, pancreas,
endocrine and bone. The film chemistry cartridges contain dry chemistry
reagents which are stacked as required for the test. The Careside Analyzer's
platter spins the cartridge containing the dry film, which will turn color
from reaction with the blood element, over LED/photodiode pairs. The LED
lights reflect the colors of the reagent. Multiple reflectance measurements
are performed to yield a result. In the case of coagulation and
immunochemistry tests, the cartridge is spun over the same LED/photodiode
pairs which shine through a small rectangular hollowed prism, called a
prismatic cuvette, built into the cartridge. The light transmission is then
read by the Careside Analyzer.
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Electrochemistry Tests. Like chemistry tests, electrochemistry tests are
used to assess general health status and to diagnose and monitor diseases of
the major organ systems such as the heart, liver, kidney, blood, pancreas,
endocrine and bone. The electrochemistry cartridge contains an ion specific
electrode slide. When the slide reacts with the sample, which in this case is
whole blood, it generates values that correlate to the concentration of
sodium, potassium and chloride in the sample. The test compares an
electrochemical signal generated from a reference solution to a similar signal
generated from the patient's blood. The reference solution is a liquid
contained in a pre-filled pouch embedded in the cartridge. One side of an ion
specific electrode slide is exposed to a reference solution during the testing
sequence and the other side is exposed to the patient's whole blood. The
Careside Analyzer reads the difference between the two, thereby generating the
test result.

Coagulation Tests. Coagulation testing assesses the ability of a patient's
blood to coagulate. Coagulation is the series of events that leads to the
formation of a blood clot. Tests of prothrombin time, or PT, and activated
partial thromboplastin time, or aPTT, are the primary coagulation tests used
by both physicians and hospitals. Reagents from the coagulation test cartridge
are contained inside a small hollowed prism, called a prismatic cuvette, and
in a pouch. Plasma is delivered to the cuvette by pressurization of the
membrane on the cartridge. A second reagent, such as a buffer or calcium
chloride, is added via the pouch. Light is then transmitted through the
cuvette. The coagulation reaction causes a change in the cloudiness, or
turbidity, of the plasma that is detected optically by the Careside Analyzer.
The time it takes for this optical change to occur is reported out as the
coagulation time.

Immunochemistry Tests. Immunochemistry tests are used for the diagnosis of
drug effectiveness for heart, thyroid analysis and for other purposes. To
date, immunochemistry systems have had limited penetration in the point-of-
care market. Generally, they are difficult to use, involve expense
instrumentation and costly reagents and have long assay times. We are in the
process of developing an immunochemistry test cartridge.

The immunochemistry test cartridge is identical in form and function to the
coagulation test cartridge except that a much smaller sample size is delivered
to the prismatic cuvette. The reagents in the cuvette and pouch are different
for each immunochemistry test. The Careside Analyzer measures a rate of change
or endpoint in cloudiness depending on the test. The rate of change or
endpoint is converted from calibration information coded in the Analyzer and
on the test cartridge, generating a test result.

The disposable test cartridges have a number of key features that we
believe contribute to the Careside system's reliability, speed, low cost and
accuracy of analysis:

Unique Cartridge Design. Specimen preparation, calibration and test
performance are incorporated in an inexpensive plastic cartridge. Where
necessary, the cartridge stores and measures delivery of reagents and
electrolytes for mixing with the patient's sample prior to analysis.
Cartridges are loaded into the instrument manually and are designed so
that they can be inserted in only one direction to avoid error.

10
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FEase of Sampling. Sampling is automatic and requires small volumes using
approximately 75 to 150 microliters (1) of whole blood, as compared to
current approaches requiring much larger amounts. The dosing process
requires the tester to fill the cartridge well to a point indicated on
the cartridge. No precise measurement of the blood sample is required by
the tester, as the cartridges' channels measure how much sample 1is
applied to the reagent.

Built-in Centrifuge. Separation of plasma from whole blood, as required
for many tests, is accomplished in the cartridge after placement in the
Careside Analyzer, so that a separate centrifugation step is unnecessary.

Flexibility in Testing. One, two or three tests may be contained in each
cartridge. Single test cartridges and a three test cartridge have been
designed, manufactured and used in testing. Two test cartridges have been
designed, but have not yet been manufactured or used in testing. The
added cost and complications of using test panels containing unnecessary
tests is avoided.

Quality Assurance and Quality Control Features. All test cartridges are
bar-coded for test identification. The bar codes identify the type of
test contained in cartridge, as well as a lot number, expiration date and
self-calibration information, which are all CLIA requirements. The data
from the cartridge's bar code is read and stored in the Careside
Analyzer. As each test is completed, it becomes part of the CLIA
documentation. Because each cartridge contains an identifying bar code
which is read by the instrument, the order in which the cartridges are
loaded is immaterial. The Careside system will check that the ordered
tests and the cartridges entered in the device match.

The H-2000 Hematology Testing Device

Hematology testing determines various attributes of a patient's blood, such
as how many platelets, monocytes or lymphocytes it has. In December 1999, we
acquired Texas International Laboratories (TIL) in an all-stock acquisition.
TIL had developed a new hematology analyzer, the Hematil-2000 which it
introduced in April 1999 as a high quality, low cost hematology analyzer that
was designed for both human and animal testing. When we acquired TIL, we
renamed the device the H-2000. Its hematology tests are equally applicable in
the veterinary and human markets.

The H-2000 weighs 37 lbs. and measures only slightly larger than a cubic
foot. It can provide 18 hematology diagnostic tests in approximately 2 minutes
from the time whole blood is drawn from a patient. The H-2000 uses fluid
reagents that can be purchased from us or other manufacturers. The
architecture is an open system that allows the H-2000 to operate with a number
of different reagent brands, giving it a high level of flexibility. The H-2000
is automatic and self-cleaning. It is designed to flag suspected abnormalities
in various cell populations.

The H-2000 is easy to operate. A few drops of blood are drawn into the H-
2000 through an aperture from either a normal test tube or a capillary tube

11
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used in a finger prick. The blood is automatically distributed into counting
chambers. Reagents are mixed or used in counting chambers in combination with
both optical and electronic counting methods which perform up to four cross-—
referenced measurements per sample, thereby ensuring accurate counts. The
reagents and cleaning fluids are flushed into a disposal bottle for standard
blood sample disposal.

The Careside Connect

We have partnered with Advanced Medical Information Technologies, Inc.,
also known as AdMIT, to develop a link between the Careside Analyzer and the
H-2000 and between the Careside system and other medical devices and
information systems. This cabled interface will enable users of the Careside
Analyzer to connect hematology devices (including the H-2000) and other
diagnostic test devices into the Careside Analyzer, thereby allowing the users
to further avail themselves of the Careside Analyzer's extensive ordering,
data storage, clinical records and quality assurance and quality control
capabilities. AdMIT is controlled by our Chief Information Officer, Dennis
Reiger. We will have exclusive rights to use the Careside Connect in the
point-of-care market for laboratory testing services.

In addition to linking the Careside Analyzer and the H-2000 or other
diagnostic testing devices, Careside Connect can be connected directly into
laboratory or clinical information systems, physician practice management
systems or other information systems, either directly through a local area
network or via the Internet.

The Laboratory Testing Market

General

The annual U.S. market for laboratory testing services is about $30 to $35
billion according to industry research. Clinical Laboratory Improvement
Amendments (CLIA) data and Washington G-2 reports, show that hospitals do 60—
65% of this testing, physician offices 7-8% and independent commercial labs
25-30%. The lab services market can be divided into three primary segments:
routine clinical testing (blood or urine testing), anatomic pathology (tissue)
and complex testing (DNA and genetic testing). All three comprise in vitro
testing, which means the testing is done on a sample outside the body. In vivo
testing is done in the body. Annual expenditures for routine in vitro testing
are over $25 billion in the U.S. and it is this segment that is served by the
Careside system. Routine in vitro tests are semi-automated on our system and
can be conducted by non-technical personnel. Therefore, our market opportunity
is virtually wherever blood is drawn from patients for standardized blood
tests. Based on industry data and estimates, we believe the worldwide market
for our blood tests is expected to be over $7 billion.

Most routine blood tests are sent to a central location, either a
commercial or hospital laboratory, for processing. Commercial laboratories
provide approximately 27% of all in vitro diagnostic testing services,
hospital laboratories provide approximately 63%, and the balance, about 10%,

12
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is currently provided in physicians' offices.

Commercial Laboratories. Commercial laboratories have been the low cost
provider of in vitro blood testing services due primarily to economies of
scale in testing multiple samples in large analyzers. Commercial laboratories'
testing expenditures relate predominantly to labor intensive functions such as
distribution, customer service, general administration, communication
technology and preparation of the blood sample. There are numerous steps
involved in obtaining test results from commercial laboratories. Blood samples
are collected throughout the day from a variety of sources including
hospitals, physicians' offices, nursing homes and home care agencies. The
samples are transported to the laboratory, usually with special care in
packaging to preserve sample integrity. After the samples arrive at the
laboratory, several administrative tasks are necessary as thousands of samples
are processed daily. Each sample is split into tubes that are then sorted for
testing in multiple large analyzers. The high throughput analyzers require the
attention of highly skilled technicians to prepare reagents, prime multiple
pumps, calibrate, prepare and load blood samples, conduct centrifuge
operations, process measurement data and report results. This complex process
must be tightly controlled at each step to ensure both administrative and
analytical accuracy. Tests are generally run overnight and results are sent
back to the healthcare provider the following day. This factory-like process
limits the ability to provide test results in less than 24 hours. If results
are required sooner, certain laboratory operations must be interrupted,
resulting in significantly increased costs.

Hospital Laboratories. The process in hospital laboratories is very
similar. Blood samples are typically collected in the early morning with tests
performed late morning and early afternoon. Results are generally returned
within four to five hours. However, in many instances, hospitals must respond
to critical patient conditions and conduct tests on an immediate basis in
order to support the healthcare provider when a patient's condition is life
threatening. A hospital must be able to process these critical care tests 24
hours a day. This requires the hospital laboratory to remain open whether or
not any tests are being conducted. With insufficient testing volume to absorb
laboratory operating expenses and capital costs, tests performed in hospital
laboratories are more expensive.

Physicians' Offices. Many physicians' offices currently outsource their
testing to commercial or hospital laboratories. This practice is largely the
result of the enactment of the Clinical Laboratory Improvement Amendments in
1988. CLIA was an attempt to ensure the quality and reliability of laboratory
test results by placing more stringent administrative and regulatory burdens
on testing conducted in the physician's office. Under CLIA, technicians
conducting complex tests must meet detailed proficiency requirements and must
have established well-defined quality assurance and quality control programs.
As a result, for most individual physicians, diagnostic testing became too
burdensome and costly to justify being done in the office.

Managed Care's Impact on Blood Testing

Managed care has put substantial pressure on healthcare providers to reduce
costs and to treat patients using clinical treatment protocols for many
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chronic and acute illnesses. These protocols frequently contain diagnostic
tests that are used to help avoid the occurrence of acute episodes of illness.
Diagnostic blood and urine testing are two of the major tools used in these
protocols for early detection and ongoing evaluation of treatment efficacy. On
the one hand, these pressures should increase testing volume. On the other
hand, managed care providers and other payers are becoming more stringent by
only reimbursing tests for which there is a clear medical need. Medicare and
other third party insurance reimbursement for diagnostic tests flow directly
to the laboratories performing the testing, not the healthcare professional
ordering the test, but the laboratories are responding with making only single
analyte and approved panel testing available to providers. We expect these
pressures to continue to cause healthcare providers to order individual
diagnostic tests instead of "panels," or pre-determined groups, of tests
performed at one time. Managed care providers and payers will reimburse all
tests in a panel only if there is a clear medical need for each. As managed
care pressures mount to perform only medically necessary tests, reimbursement
rates for individual tests have decreased, requiring the healthcare provider
and the testing laboratory to be even more cost-effective. Designed with these
phenomena in mind, the Careside system performs single reagent testing and
offers packages of tests that are based on third-party payer approved panels.

Many managed care entities dictate to their member physicians which
laboratories they must use for blood testing. Physicians have the opportunity
to utilize exceptions to these mandates to conduct in-office testing. The
Careside system enables physicians to offer laboratory testing services and
take advantage of these exceptions to the managed care organizations'
policies. We expect to facilitate this by working closely with the physicians
and the managed care organizations to demonstrate cost effectiveness and cost
reduction from use of our system.

Even with the focus on managed care, a very significant portion
(approximately 70%) of all testing is reimbursed on a fee for service basis.
Industry experts expect this number to increase further as commercial
laboratories renew managed care contracts. Previously, managed care companies
pushed for capitated testing services. Many commercial labs lost money on
these contracts, and, as the contracts come up for renewal, will push to
convert them to fee for service contracts, pay higher capitation amounts or
not renew them. We expect these factors to contribute significantly to making
the Careside system a desired alternative to central lab testing.

Marketing Strategy

Our marketing strategy is to position the Careside system as the blood
testing system of choice by demonstrating to hospitals the benefits of
decentralized blood testing, and by providing other healthcare providers with
a profitable and cost-effective alternative to central laboratory testing.

Our key targeted market segments are as follows:

Physicians and Physician Groups. There are over 400,000 physicians and more
than 27,000 physician groups in the United States. 21,000 of these groups have
three to ten doctors and over 3,500 have more than 35 physicians. Physicians
usually obtain their laboratory testing services from the hospital
laboratories with which the physicians are affiliated or from a commercial
laboratory. In either case, patient samples are collected from
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the physician's office and sent via courier to the applicable laboratory, with
results delivered to the physician, either electronically, by fax or by
telephone. For physician group practices, the Careside system will offer
improvements in daily office routine, greater convenience, enhanced patient
satisfaction and new revenue opportunities.

Hospitals. There are over 5,000 acute care hospitals in the United States.
Laboratory testing services required by hospitals are usually provided by a
central hospital laboratory, which services all of the hospital's testing
needs as well as the testing service needs of hospital physician groups.
Hospital laboratories are expensive to maintain because they have to be
maintained on a 24 hour basis, they require specially trained personnel to be
present at all times to operate high volume analyzers and they demand
significant amounts of capital to equip and maintain. Furthermore, hospitals
are often reimbursed by institutional payers for patient admissions based on
specific diagnoses reflecting the complexity of the care needed and a
predetermined payment for such care. While laboratory testing services are an
essential part of diagnosis and monitoring the beneficial results of
treatment, they also represent a cost to the hospital as it seeks to generate
a profit by completing the care and treatment of patients before their costs
exceed the level of reimbursement. The Careside system provides hospitals with
the opportunity to decentralize laboratory testing to the patient floors and
bedside, as routine and stat tests can be conducted at the time the patient is
being evaluated by providers. Consequently, the Careside system is expected to
enable some hospitals to eliminate their central laboratories or replace
certain costly analyzers and outsource non-routine testing not done on the
Careside Analyzer to a centralized laboratory.

Nursing Homes. There are approximately 15,000 nursing homes in the United
States comprising more than 1.6 million licensed beds. Occupancy rates average
over 90%. Common diagnostic tests ordered for nursing home patients are
complete blood counts, Chem 7 panels, electrolytes, blood glucose, prostate
specific antigen, therapeutic drug monitoring and urinalysis. Nursing homes
generally obtain their testing services from commercial laboratories and
encounter the same delays and reimbursement issues as physicians. The Careside
system provides a profit opportunity to the nursing home by allowing it to
conduct and bill for laboratory services, while simultaneously enhancing the
nursing home's ability to provide better care.

Home Care. In the 1990s, the number of home care agencies nearly doubled
and home care visits increased dramatically to over 300 million annually.
Industry experts expect the increase to continue. On average, 30% of home care
patients visited each week require laboratory testing. There are currently
over 20,000 home care agencies in the United States, with approximately 9,600
Medicare certified. Common laboratory tests ordered for home care include,
among others, Chem 7 panels, iron, blood glucose, magnesium, prothrombin time
and immunochemistry tests for monitoring phenobarbital, phenytoin and digoxin.
Patient samples are drawn from the patient, gathered from the home care
providers and delivered via courier to a commercial laboratory for testing.
Test results are made available the next day or on a premium price basis by
fax, telephone or written report delivered four or five hours later. The
Careside Analyzer is expected to enable the home healthcare provider to draw
the patient's sample, run the test and deliver the results without having the
sample delivered via courier to a commercial laboratory. Home care agencies
would benefit from increased revenue opportunities and client service by using
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the Careside system to conduct blood testing in their base offices.

Other Market Opportunities. Field military hospitals, ships, employee
health clinics, drop-in clinics, surgi-centers, dialysis units and other
alternate sites where blood is drawn and routine tests are ordered are all
potential customer opportunities for Careside.

Sales Strategy

Domestic

Careside has hired a small sales force to launch and train customers on its
products in the United States. We will supplement our domestic sales force
with distributors. Our sales force is compensated on a base plus commission
basis. The commission increases with volume sold. We sell to distributors at a
discounted purchase price. In 2001, we expect to have distribution partners in
the United States and in more than fifteen international countries for
distribution of the Careside system.

10

In the U.S., our focus is on selling decentralized lab operations and not
just testing devices. The Clinical Laboratory Improvement Amendments (CLIA)
require all providers who provide testing services to demonstrate quality
control (QC) and quality assurance (QA) processes that are standard to the
industry. Prior to CLIA, only commercial and hospital labs had demonstrated
these standards. CLIA added both cost and administrative difficulty to those
labs that did not meet these operating requirements. Our products are easy to
use and address the regulatory issues required by CLIA. They also greatly
lower the cost of QA/QC processes by automatically providing documentation
required by CLIA. We are selling a lab that can be operated at the point of
care and our sales force has been trained to prepare our customers to operate
a lab using our products. This means calibration of each test at the customer
site, initial documentation for QA/QC data files, and other preparation work
that is related to lab operations. We have trained our sales force with the
knowledge needed to sell and install cost-effective lab systems in our
customer sites. These sites include hospitals, large physician group
practices, managed care organizations, home care agencies and nursing homes,
either directly or through institutional pharmaceutical service organizations
which serve them.

We focused our domestic sales strategy at the end of 2000 on sales of
Analyzers and H-2000s in the human blood testing market. This represents a
shift away from international and veterinary sales for the H-2000.

International

International markets are not affected by the same regulatory requirements
as in the U.S. market. Because we have received FDA clearance and UL
certification for the Careside Analyzer, the Careside system is ready to be
sold in almost all international markets once the appropriate documentation
has been made available to country authorities. We are in discussions with
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potential distributors for a number of foreign territories. Our strategy is to
pick distributors that are selling products into the health care market, but
not competitive products. Further, we are in discussions with country specific
distributors as opposed to distributors that are more international. Fuji
Photo Film Co., Ltd. has a right of first refusal to be our Analyzer
distributor on an exclusive basis in Japan and a non-exclusive basis in other
Asian countries. The current agreement with Fuji expires in 2003 and permits
automatic annual renewals thereafter subject to cancellation by either party.
Discussions are currently underway for distribution agreements in certain
European countries and in the Middle East and South Africa. In addition, the
acquisition of TIL has brought distribution opportunities with companies in
China, Mexico, Turkey, and certain South America countries. We are analyzing
the possibility of adding the entire Careside system to these distribution
agreements.

Distribution Partners

We supplement our own sales force with distribution agreements. In 2000, we
had sales through distributors in three different countries. All distributor
sales were on a discounted purchase price basis with no price protections or
rights of return. Each of our distributors can sell only in its own country
and is responsible for compliance with all local or import regulations. These
distributors are also responsible for customer support.

In 1997, we entered into a distribution arrangement with Smith Kline
Beecham Clinical Laboratories, Inc. (SBCL) which gave SBCL an exclusive right
to use and domestically distribute the Careside Analyzer within the commercial
laboratory industry and the non-exclusive rights to sell the Careside Analyzer
to hospitals and healthcare systems, other health care providers, managed care
organizations and insurers. In June 2000, after Quest Diagnostics, Inc.
purchased SBCL, Quest terminated this agreement.

Except for Fuji's right to distribute Analyzers in Japan on an exclusive
basis, none of our distribution agreements represents an exclusive arrangement
and all are terminable by us or the distributor upon giving appropriate
notice. The cancellation or termination of any one distribution agreement
would not be material to our future operations because we could use other
distributors in each of the countries where we currently use distributors.

11

Sales

Careside Analyzers

In December 1999 through the beginning of 2000, we initiated a number of
Analyzer installations in pilot sites. These pilots involved assessing both
the economic opportunity provided to the customer from the use of the Careside
system, refining an instruction manual which is intended to provide customers
with the information they need to operate a lab using the Careside system,
reviewing user interface software and making changes, and working out bugs.
Careside also used this time to improve mechanical components and
manufacturing processes. One pilot was started at a small group practice that
had never run a lab. Another was with a larger group that has been operating a
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lab prior to becoming a pilot site. Other pilots were initiated in a hospital
emergency room and in larger health care systems.

At the beginning of the second quarter of 2000, Careside was experiencing
issues in both the software and hardware of the Careside Analyzer that made it
question the reliability of the device in the field. It also experienced
technical problems with electrochemistry tests. As a result, Careside pulled
back from the market and corrected the issues that gave rise to the
reliability concerns. Careside did not lose any customers and it did not have
to repurchase any devices as a result of these technical difficulties. Rather,
it worked with the customers to ensure the reliability of the test results
each customer received from its Analyzer. We completed the revisions to the
electrochemistry tests and modifications to the Analyzer by November 2000.
Devices in inventory were corrected before being placed in the field or
becoming demonstration units. As a result of these events, our backlog of
Analyzer orders was immaterial.

H-2000s

We acquired the H-2000 from Texas International Laboratories, Inc. in
December 1999. In 2000, all of our H-2000 sales were into the veterinary
market. Approximately, 81% of these sales were sales into foreign countries.
64% of our international sales were to distributors in China. We do not expect
our H-2000 sales into the veterinary market to continue at the same levels due
to our 2001 focus on the human market. By focusing on the human market, we
expect our sales efforts for Analyzers to benefit our H-2000 sales as well,
because each device will be marketable to the same customers. The backlog of
our H-2000 sales was not material. It was also not material at the end of
1999.

Careside Connect

We had no sales of the Careside Connect in 2000 as it was under development
until early 2001.

Significant Customers

In 2000, the Company had sales to three customers that were individually
greater than 10 percent of net sales. Combined, these three customers amounted
to 38 percent of net sales and 25 percent of accounts receivable at December
31, 2000. The loss of any one of our customers would not be material to our
results of operations. We expect our future revenues to be derived
predominantly from the sale of Analyzers and cartridges in the U.S. markets.

Research and Development

In addition to our own research and development employees, we have entered
into a series of research and development agreements with third parties
relating to the Analyzer and its disposable test cartridges. As is customary
in the industry, these agreements are short term and provide for termination
for any reason by either party on relatively short notice. Battelle Memorial
Institute, a leader in developing industrial technology, has designed the
disposable testing cartridge according to specifications which we provided.
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All applicable patent rights under this contract have been assigned to us.

12

We continue to pursue development work with other contract partners,
including further development of cartridge design with Battelle, coagulation
reagent technology with International Technidyne Corporation and software
development services of AdAMIT for interfaces between the Careside Analyzer and
other medical devices and information systems.

Each of our ongoing development agreements provides for payment to our
development partners at market or below market rates. Each is terminable upon
notice to the other party and in the event of breach. We are not aware of any
intention of any of our contract partners to terminate their agreements with
us. In each case, we believe the cancellation of any one of our development
agreements would not be material to us.

Manufacturing and Supply
Analyzers

We have entered into an agreement with UMM Electronics, Inc. for the
manufacture of the Careside Analyzer at UMM Electronics' facility in
Indianapolis. The contract with UMM covers both development services and
manufacturing after development is completed. The development services
component of our UMM contract is almost complete. To date, UMM has
manufactured all of our Analyzers pursuant to this contract. The agreement
provides for pricing to be renegotiated annually, has a term of four years
from market introduction and is terminable by either party upon one year's
notice. We own or have the perpetual right to use all intellectual property
necessary to manufacture Analyzers in the event of termination of the UMM
contract.

Our inventories of Analyzers was sufficient in 2000 for internal validation
and sales to customers. In 2001, as sales are expected to increase, we expect
to start using software to track ordering and utilization patterns for
Analyzers and cartridges which will assist us in determining proper inventory
levels. Pending the data gathering, we are inventorying those Analyzers and
cartridges and components used to make cartridges which our management
estimates, based on their knowledge of the healthcare field, will be ordered
by providers.

Cartridges

We designed and outfitted a building in Culver City, California, of
approximately 16,000 square feet in December 1996 as our development facility
and offices. The building contains space for our automated assembly system
which Battelle Memorial Institute has designed. The assembly system will mount
the reagents in the test cartridges, and package and label the cartridges.
This facility has been set up to comply with all applicable state and federal
regulatory requirements, including registration with the state and federal
governments in accordance with applicable laws governing medical devices prior
to commercial distribution. The facility is subject to periodic FDA inspection
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to determine whether our manufacturing processes comply with federal GMP
regulations for medical devices.

We assemble and package at our Culver City facility all cartridges used by
the Analyzer. The cartridges are assembled in two main stages. Initially,
those components which are not sensitive to humidity, such as plastic parts,
are assembled in a normal humidity environment. The second stage of the
cartridge assembly process involves the mounting of dry film chemistry strips
or pouched reagents in the cartridges, which must be done in a low humidity
environment to preserve the film. This step will be performed in an automated
assembly line at our facility. We have purchased the equipment necessary for
this process. In addition, during the cartridge manufacturing process, our
equipment must test the pressure of the ultrasonic seal between the base plate
and the upper plates of the test cartridges. Our equipment allows for several
inspection steps during the assembly process. Battelle has assisted us in
developing the fully automated assembly line for the cartridges with these
steps built in. The production capacity of the pilot cartridge production line
for chemistry and immunochemistry is approximately 1,800 units per hour or
13,000 units per shift. Depending on the specific tests ordered, our current
facility, with additional equipment, will support between $40 and $60 million
of test cartridge sales annually. The automated production line utilizes
proprietary process technology, designed by Battelle and owned by us, that is
scalable to meet increasing demand.
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We outsource the manufacturing of the plastic components of our cartridges.
We use a third party to manufacture these components using injection molding
processes.

We have executed a long-term supply agreement with Fuji Photo Film Co.,
Ltd. for the use of its dry film chemistry reagent technology. Although in dry
form, the film uses the same technology as the wet reagent technology used in
high volume commercial analyzers. The agreement replaces an earlier agreement
with Fuji that was applicable only during the development stage of the
Careside system. The new agreement continues to provide us with an exclusive
supply of Fuji's dry film chemistry reagents for use in our point-of-care
system for more than 30 chemistry tests. We have agreed to purchase our dry
chemistry reagents exclusively from Fuji. Fuji is also developing additional
chemistry tests at its expense. Any additional tests that Fuji develops may be
available to us over the period of the existing agreement, which runs through
2003 and thereafter is automatically renewed on an annual basis.

We purchase other chemistry, electrochemistry, coagulation and
immunochemistry reagents from International Technidyne Corporation and
Diagnostic Reagents, Inc. We pay for these on a per order basis in accordance
with pricing which is periodically revised by the supplier.

Providers will order test cartridges based on the tests they expect to
require for patient care. This will vary with the type of provider. At
present, we maintain inventories based on management's estimate of the tests
that providers will order. In 2001, we expect to start using software which
will capture provider's utilization patterns by type of provider. Wi