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the closing price of the common stock as quoted on the Nasdag National Market on
that date.

As of March 12, 2001 there were 6,454,841 shares of the registrant's common
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PART T
ITEM 1. BUSINESS

Boston Biomedica, Inc. and its wholly-owned subsidiaries (together, "the
Company"), provide products and services for the detection and treatment of

infectious diseases such as AIDS and Viral Hepatitis. As of March 1, 2001, the
Company had three business units, which are comparable to operating segments

(the terms "business units" and "operating segments" are used herein
interchangeably) :
(1) BBI Diagnostics, an ISO 9001 certified manufacturer of quality control

and other diagnostic products used to increase the accuracy of in
vitro diagnostic tests;

(2) BBI Biotech Research Laboratories, the research and development arm
of the Company which supplements its support for the other BBI
business units with research contracts and repository services
primarily for agencies of the United States government; and

(3) BBI Source Scientific, an ISO 9001 and EN 46001 certified
manufacturer of laboratory and medical instruments.

In addition, the Company is conducting research and development in the area

of Pressure Cycling Technology ("PCT") with the goals of introducing new
solutions for a number of healthcare issues, including: inactivation of
pathogens in human plasma, extraction of nucleic acids, food safety, and
genomics.

In late 2000, the Company elected to exit the clinical laboratory segment
of the Dbusiness and accordingly, in February 2001, the Company sold certain
assets of BBI Clinical Laboratories, a wholly-owned subsidiary, to a third
party. The Company intends to complete its' exit from this segment of the
business by the end of 2001.

The Company was organized in Massachusetts 1in 1978, and commenced
significant operations in 1986.

In July 1999, the Company announced a major reorganization and the
formation of a corporate function. Pursuant to this reorganization a Senior Vice
President and General Manager was appointed for each business unit, reporting to
the President & Chief Operating Officer. The responsibility of the General
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Manager i1s to achieve the agreed upon goals and plan of the business unit. The
primary focus of corporate 1is to oversee the Dbusiness units and guide them
according to the strategic direction of the Company.

In September 1999, the Company moved its research and development
activities in PCT from leased laboratory space in Woburn, Massachusetts to its
BBI Biotech facility in Gaithersburg, Maryland. This was done to allow the
scientific team working on PCT to have easy and open access to the molecular and
cellular Dbiology capabilities at BBI Biotech, as well as to reduce operating
costs and promote efficiencies.

In October 1999, the Company formed a new, wholly-owned subsidiary, Panacos
Pharmaceuticals, Inc., ("Panacos"), a Delaware corporation. All of the Company's
technology related to its drug discovery and vaccine programs, consisting
primarily of patents and related sponsored research agreements, were transferred
to Panacos effective January 2000. In accordance with its strategic plans,
Panacos obtained additional equity financing from third party investors in
November 2000 in order to obtain the substantial amount of capital required to
progress to more advanced stages of drug development including human clinical
trials. As of December 31, 2000, the Company owns approximately 30.5% of the
equity of Panacos via nonvoting shares.

The Company's strategy 1s to leverage its scientific capabilities in

microbiology, immunology, virology, and molecular biology to (1) capitalize on
both the emerging end-user market for quality control products, molecular
testing market, (2) develop new products and services, (3) enhance technical
leadership, (4) capitalize on complementary business operations, and (5) pursue

strategic acquisitions and alliances.

Industry Overview

Infectious Disease Test Kits and Testing Methods. Test kits contain in one
compact package all of the materials necessary to run a test for an infectious
disease. These materials include disposable diagnostic components, instructions,
and reaction mixing vessels (generally 96-well plates or test tubes) that are
coated with the relevant infectious disease antigens, antibodies or other
materials. To perform the test, typically either a technician or a specially
designed instrument mixes the solutions from the test kit with human blood
specimens in a specific sequence according to the test kit instructions. The
mixture must then "incubate" for up to 18 hours, during which time a series of
biochemical reactions trigger signals (including color, 1light or radioactive
count), that indicate the presence or absence and amount of specific markers of
the particular disease in the specimen.

Test kits generally employ one of three methods for infectious disease
testing: microbiology, immunology or molecular biology. Traditional microbiology
tests use a growth medium that enables an organism, if present, to replicate and
be detected visually. Immunology tests detect the antigen or antibody, which is
an indicator (marker) of the pathogen (e.g., virus, bacterium, fungus or
parasite). Molecular diagnostic methods, such as the polymerase chain reaction
("PCR"), test for the presence of nucleic acids (DNA or RNA) that are specific
to a particular pathogen.

Most infectious disease tests currently use microbiological or
immunological methods. However, molecular diagnostic methods are increasingly
being used in research and clinical laboratories worldwide. The Company believes
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that the advent of molecular diagnostic methods will complement rather than
diminish the need to test by microbiological and immunological procedures,
because different test methods reveal different information about a disease
state. The Company anticipates that as new test methods become more widespread,
they will account for a larger portion of the Company's business.

Quality Control for In Vitro Diagnostic Test Kits. Customers employ quality
control products 1in order to develop and use test kits (both infectious and

non—-infectious). Quality control products help ensure that test kits detect the
correct analyte ("specificity"), detect it the same way every time
("reproducibility" or ‘"precision"), and detect it at the appropriate levels
("sensitivity"). The major element of this quality control process 1is the

continuous evaluation of test kits by the testing of carefully characterized
samples that resemble the donor or patient samples routinely used with the test.
Quality control is used in both the infectious and non-infectious disease
markets, although currently it is not as prevalent among end-users of infectious
disease test kits.

The market for quality control products consists of three main customer
groups: (1) manufacturers of test kits, (ii) regulatory agencies that oversee
the manufacture and use of test kits, and (iii) end-users of test kits, such as
hospitals, clinical reference laboratories and blood banks.

Company Products and Services

Overview

Through its business unit BBI Diagnostics, the Company offers a broad array
of "Diagnostic Products," for in vitro diagnostic use, consisting of Quality
Control Panels, Accurun(R) Run Controls and Diagnostic Components, all used in
connection with infectious disease testing. Diagnostic Products are wused
throughout the entire test kit 1life cycle, from initial research and
development, through the regulatory approval process and test kit production, to
training, troubleshooting and routine use by end-users. The Company's Quality
Control Panels, which combine human Dblood specimens with comprehensive
quantitative data useful for comparative analysis, help ensure that test kits
are as specific, reproducible, and sensitive as possible. The Company's
Accurun (R) Run Controls enable end-users of test kits to confirm the wvalidity of
results by monitoring test performance, thereby minimizing false negative test
results and improving error detection. In addition, the Company provides
Diagnostic Components, which are custom processed human plasma and serum
products, to test kit manufacturers.

Through its wholly-owned subsidiary, BBI Source Scientific, 1Inc., ("BBI
Source"), the Company designs, manufactures and markets "Laboratory
Instruments", consisting of readers and washers and other small medical devices.
These instruments are wused in hospitals and clinics, and in research,
environmental and food testing laboratories. Utilizing a common hardware
technology platform, these instruments are wused 1in connection with the
performance of an in-vitro diagnostics test, including reading the test result.

BBI Biotech Research Laboratories, Inc., ("BBI Biotech"), another
wholly-owned subsidiary, is the R&D "arm" of the Company, helping to develop new
products and services for the other business units. BBI Biotech seeks to obtain

government grants and other research support wherever possible to help fund the
cost of this R&D. In addition, BBI Biotech provides repository services for the
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United States government, and other commercial services for laboratories and
test kit manufacturers.

During each of the last three fiscal years, each of the Company's operating
segments contributed at least 15% of the Company's consolidated revenue, with
the exception of BBI Source in fiscal 2000 and 1999 and the "Other" segment in
fiscal 2000, 1999 and 1998. The Company's Consolidated Financial Statements set
forth in Item 8 of this report provide financial information relating to each of
the Company's operating segments.

Diagnostic Products

The Company manufactures 1its Diagnostic Products from human plasma and
serum that are obtained from nonprofit and commercial blood centers, primarily
in the United States. The Company has acquired and developed an inventory of
approximately 20,000 individual blood units and specimens (with volumes ranging
from 1 ml to 800 ml) which provides most of the raw material for its products.
Within the Diagnostic Products class are two groups: Quality Control Products,
consisting of Quality Control Panels and Accurun(R) Run Controls, and Diagnostic
Components.

Quality Control Panels

Quality Control Panels consist of blood products characterized Dby the
presence or absence of specific disease markers and a data sheet containing
comprehensive quantitative data useful for comparative analysis. These Quality
Control Panels are designed for measuring overall test kit performance and
laboratory proficiency, as well as for training laboratory professionals. The
Company's data sheets, which contain comprehensive quantitative data useful for
comparative analysis, are an integral part of its Quality Control Panels. These
data sheets are created as the result of extensive testing of proposed panel
components in both the Company's laboratories and at major testing laboratories
on behalf of the Company in the United States and Europe, including national
public health 1laboratories, research and clinical laboratories and regulatory
agencies. These laboratories are selected based on their expertise in performing
the appropriate tests on a large scale in an actual clinical laboratory setting;
this testing process provides the Company's customers with the benefit that the
Quality Control Panels they purchase from the Company have undergone rigorous
testing in actual clinical laboratory settings. In addition, the Company
provides information on its data sheets on the reactivity of panel components in
all FDA licensed test kits and all leading European test kits for the target
pathogen, as well as for all other appropriate markers of this pathogen. For
example, the Company's HIV panel data sheets include anti-HIV by IFA, ELISA and
western blot; HIV antigen by ELISA; and HIV RNA by several molecular diagnostic
procedures. The Company's data sheets require significant time and scientific
expertise to prepare. The following table describes the types of Quality Control
Panel products currently offered by the Company:

4
Quality Control Panels
Product Line Description Use
Seroconversion Panels Plasma samples collected from a Compare the clinical
single individual over a specific sensitivity of competing

5
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Performance Panels

Sensitivity Panels

Qualification Panels

Verification Panels

The Company first

introduced Quality

time period showing conversion from
negative to positive for markers of
an infectious disease.

A set of 10 to 50 serum and plasma
samples collected from many different
individuals and characterized for the
presence or absence of a particular
disease marker.

Precise dilutions of human plasma or
serum human plasma or serum
containing a known amount of an
infectious disease marker as
calibrated against international
standards.

Dilutions of human plasma or serum
manifesting a full range of
reactivities in test kits for a
specific marker.

Custom-designed Qualification Panels
for regulators and test kit
manufacturers for distribution to
customers or for internal use.

Verification Panels contain naturally
occurring undiluted samples at
varying titers.

manufacturers' test kits,
enabling the user to assess
the sensitivity of a test in
detecting a developing
antigen/antibody.

Determine test kit performance
against all expected levels of
reactivities in the evaluation
of new, modified and improved
test methods.

Evaluate the low-end
analytical sensitivity of a
test kit.

Demonstrate the consistent
lot-to-lot performance of test
kits, troubleshoot problems,
evaluate proficiency, and
train laboratory technicians.

Train laboratory personnel on
new test kits or equipment.

Verify accuracy and ensure
that reagents perform to
expectation: also used to
troubleshoot system problems
and to document problem
resolution.

Control Panels in 1987. The Company

currently offers a broad range of Quality Control Panels that address a variety
and regulators of test kits as well as blood banks,

of needs of manufacturers

hospitals,
quality control

$450 to $2,000 each,

clinical laboratories and other end-users.
seroconversion,

generally range from $100 to $200 per panel.

Seroconversion
plasma specimens

Prices for the Company's
performance and sensitivity panels range from
and its qualification, OEM, and verification panels

and performance panels are comprised of unique and rare
obtained from individuals during the short period of time when

the markers for a particular disease are converting from negative to positive.

As a result, the quantity of any such panel is limited,
replace these panels as they sell out with another panel
from a different

specimens

individual,

so that the Company must

comprised of different
equally unique and rare.
believes that its inventory and relationships with blood centers
competitive advantage

The Company
affords it a

acquiring such plasma for replacement panels and
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developing new products to meet market demand. However, the Company cannot be
certain that it will be able to continue to obtain such specimens.

Quality Control Panels currently span the immunologic markers for AIDS
(i.e., HIV), Hepatitis (A, B and C), Lyme Disease and ToRCH (Toxoplasma,
rubella, cytomegalovirus and herpes simplex virus).

Accurun (R) Run Controls

End-users of test kits use run controls to monitor test performance, and
minimizing false negative test results and improving error detection. Run
controls consist of one or more specimens of known reactivity that are tested
with donor or patient samples in an assay to determine whether the assay is
performing within the manufacturer's specifications. <Clinical laboratories
generally process their patient specimens in a batch processing mode, and
typically include 25 to 100 specimens to be tested in each Dbatch (a "run").
Large laboratories may perform several runs per day, while smaller laboratories
may perform only a single run each day, or sometimes only several runs per week.
A clinical laboratory using a run control will place the run control product in
a testing well or test tube, normally used for a specimen, and will test it in
the same manner that it tests the donor or patient specimens. It will then
compare the results generated to an acceptable range for the run control,
determined by the user, to measure whether the other, unknown specimens are
being accurately tested. The run control result must be within the acceptable
range to be considered valid. This is often tracked visually using what is known
as a Levey-Jennings chart. Depending upon a particular laboratory's quality
control practices, it may use several Run Controls on each run or it may simply
use a run control in a single run at the beginning and end of the day.

The Company's AccuChart (TM) tracking and charting software, used as part of
a laboratory's quality assurance program, runs on a personal computer and is
designed to provide the data tracking capability needed to document laboratory
performance.

The Company's Accurun(R) family of products is targeted at the emerging
market of end-users of infectious disease test kits. The Company believes that
it offers the most comprehensive line of run controls in the industry, and that
its Accurun(R) products, in combination with its Quality Control Panel products,
provide an extensive 1line of products for quality assurance in infectious
disease testing. The Company intends to continue to expand its line of
Accurun (R) products, thereby providing its customers with the convenience and
cost effectiveness of a single supplier for independent run controls.

The Company introduced its first four Accurun(R) Run Control products in
the fourth quarter of 1993 and has since developed and released for sale an

additional 50 Accurun(R) products. Five products have been discontinued, for a
total of 49 Run Controls available as of December 31, 2000. The majority of
these products are available for diagnostic purposes; the others currently are

limited to research use. Current Accurun(R) Run Control products generally range
in price from $5 to $60 per milliliter. All of the Company's Accurun (R) Run
Controls for diagnostic use require either FDA premarket clearance (a 510(k)) or
validation studies (if the products are exempt from FDA submission requirements
under the FDA Modernization Act of 1997), prior to being marketed for diagnostic
use. As of March 1, 2001, a total of 14 products in the Accurun 1(R) line and 27
single analyte Accurun(R) controls have either received 510 (k) clearance or have
been validated.
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Diagnostic Components

Diagnostic Components are the individual materials supplied to infectious
disease test kit manufacturers and combined (often after further processing by
the manufacturer) with other materials to become the various fluid components of
the manufacturer's test kit. The Company supplies Diagnostic Components in four
product lines: Normal Human Plasma and Serum, Basematrix, and Characterized
Disease State Serum and Plasma. Normal Human Plasma and Serum are both the clear
liquid portion of blood which contains proteins, antibodies, hormones and other
substances, except that the Serum product has had the clotting factors removed.
Basematrix, the Company's proprietary processed serum product that has been
chemically converted from plasma, is designed to be a highly-stable, lower cost
substitute for most normal human serum and plasma applications. Characterized
Disease State Serum and Plasma are collected from specific blood donors
pre-selected Dbecause of the presence or absence of a particular disease marker.
The Company often customizes its Diagnostic Components by further processing the
raw material to meet the specifications of the test kit manufacturer. The
Company's Diagnostic Components range in price from $0.25 to $60 per milliliter,
with the majority selling between $0.50 and $5 per milliliter.

Laboratory Instruments

BBI Source, the Laboratory Instrumentation operating segment, designs,
manufactures and markets laboratory instruments and other small medical devices
used in hospitals and clinics and in research, environmental and food testing
laboratories. These instruments are generally sold on a private-label or OEM
basis for other companies utilizing a common hardware technology platform. The
instruments manufactured by the Company use advanced optical detection methods
(luminescence, fluorescence, reflectance, photometry), robotics, fluidics, and
unique software, all of which are desired by customers reselling or supplying
state-of-the-art instrumentation systems to laboratories worldwide in various
applications.

Most of the Laboratory Instrumentation products currently being offered
have been commercialized since 1985 and were primarily developed in conjunction
with in vitro diagnostics test kit manufacturers. BBI Source hopes to attract
development partners for new prototype products. Management believes that these
products address important market segments in biomedical and clinical diagnostic
testing and in environmental monitoring and food testing research. The BBI
Source product line currently includes the following:

MicroChem (R) and MicroChemII (R) Photometers. A compact, low-cost,
photometer designed for immunoassay and general chemistry applications.

ChemStat (R) Automated Photometer. A high-speed, automated photometer with a
sample capacity of 95 tubes and a read rate of one sample per second. This
product is suited for high-volume processing.

EXECWASH (R) Washing System. An automated immunocassay washing system that
can be quickly configured Dby the wuser to wash different solid-phase assay
formats by a proprietary manifold design. The EXEC-WASH is fully compatible with
a variety of other Company products, such as the ChemStat and the E/LUMINA II
Luminescence Analyzer.

Protocol Design Software System. A development tool for researchers and
assay manufacturers, the program operates under Microsoft (R) Windows and serves
as the master programming center for EXEC-WASH systems to create fluid handling
protocols.
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Verif-EYE (R) A reflectance reader for rapid, reliable results for use in
research and development or process inspection and verification.

Services

The Company seeks to focus its specialty laboratory services in the
advanced Dbiomedical research area. The Company concentrates 1its services in
those areas of infectious disease testing which are complementary to its quality
control and diagnostic products businesses.

Contract Research and Services

The BBI Biotech operating segment offers a variety of research services in
molecular biology, cell Dbiology and immunology to governmental agencies,
diagnostic test kit manufacturers and biomedical researchers. Molecular biology
services include DNA extractions and sequencing, recombinant DNA support, probe

labeling, performing tests for researchers, and development of custom nucleic
acid amplification assays. Cell biology and immunology services include
sterility testing, virus infectivity assays, cultivations of virus or bacteria
from clinical specimens, preparation of viral or bacterial antigens and custom

western blot assays.

The Company currently provides contract research services under several
contracts and grants. These services are primarily related to infectious disease
diagnostics, 1in support of the products and services that the Company wishes to
develop. Current contracts 1include the following: clinical trials support for
candidate HIV vaccines, identification and DNA sequencing of human genes
involved in neurological disorders, development of PCR based assays for
Babesiosis and Transfusion Transmitted Virus, and microtiter plate assays for
HIV-1 genotyping. Additional assays under development include PCR based assays
for Parvovirus B19, Hepatitis B virus and Erhichiosis.

Blood Processing and Repository Services

Since 1983, BBI Biotech has provided Dblood processing and repository
services for the National Cancer Institute ("NCI"), also a part of the National
Institutes of Health ("NIH"). The repository stores over 8,000,000 specimens and
processes or ships up to several thousand specimens per week in support of
various NIH cancer and virus research programs. In 1997, BBI Biotech was awarded
a five-year (including renewal options) NCI repository contract with aggregate
payments of up to $5.2 million. In 1998, BRI Biotech received a six-year $4.7
million repository contract (including five one-year extension options) with the
National Heart, Lung and Blood Institute of the NIH. In 1999, it received a
seven-year, $9.6 million repository contract with the National Institute of
Allergy and Infectious Disease. In 2000, BBI Biotech was awarded a one-year
$854,000 subcontract by New England Research Institutes, Inc. to provide
repository and related specimen processing and testing services for the
Hepatitis C Antiviral Long-term Treatment against Cirrhosis (HALT-C) Trial, a
clinical trial funded by the National Institutes of Diabetes and Digestive and
Kidney Diseases (NIDDK), an institute of the NIH. BBI Biotech is currently
focusing on developing a research and development program to extend the life and
maintain the quality of specimens that are stored at ultra-low temperatures as
well as expanding the Company's repository customer Dbase to include more
industry clients. To date all renewal options under these contracts have been
approved, although the Company cannot be certain that any subsequent options
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will be exercised.

Other Services

Clinical Trials. The Company from time to time conducts clinical trials for
domestic and foreign test kit and device manufacturers. Manufacturers must
collect data for submission to the United States FDA and other countries'
regulatory agencies, and these manufacturers contract with organizations such as
the Company to perform this work. By providing this service, the Company is able
to maintain close contact with test kit and device manufacturers and regulators,
and is able to evaluate new technologies in various stages of development. The
Company believes that the reputation of its laboratory and scientific staff, its
large number of Quality Control Panels, and its inventory of characterized serum
and plasma specimens assist the Company in marketing its clinical trial services
to its customers. The Company has performed clinical trials for a number of
United States and foreign test kit and device manufacturers seeking to obtain
FDA approval for their infectious disease test kits and medical devices.

Laboratory Instrumentation Services. BBI Source offers services to design,
develop, manufacture and distribute laboratory instruments to companies seeking
to market biomedical products manufactured under government-approved
manufacturing practices. These services range in complexity from consulting to
full system development and distribution.

After-sales Service. BBI Source also provides after-sales service.
Management Dbelieves that after-sales service is a major marketing advantage in
many of the Company's markets, since many of the Company's customers do not
maintain their own full service departments. Servi-Trak(R), a proprietary
software program, 1is a key element of this after-sales service. The Company's
service department 1is located at BBI Source's facility in Garden Grove,
California. The Company utilizes an independent third party contractor located
in Giessen, Germany, to provide a fully functional European service and support
center.

Research and Development

The Company's research and development effort subsequent to December 31,
2000 is focused on (i) the development of new and improved Quality Control
Products (Panels and Accurun (R)) for the emerging end-user market and the in
vitro diagnostics market, (ii) the design and development of new laboratory
instruments and mechanical and optical detection techniques, emphasizing its
Verif-EYE reflectance reader, and (iii) the development of pressure cycling
technology ("PCT") for nucleic acid purification and pathogen inactivation. The
Company has approximately 20 full or part-time employees involved 1in its
research and development effort associated with continuing operations as of
December 31, 2000. As announced 1in 1998, at the time of its acquisition of
BioSeq, Inc., the Company continues to invest significantly in research and
development Dboth in whole dollars and as a percentage of revenue in 2000, 1999
and 1998. See "Management's Discussion and Analysis of Financial Condition and
Results of Operations -- Results of Operations." The Company's research
scientists work closely with sales, marketing, manufacturing, regulatory and
finance personnel to identify and prioritize the development of new products and
services. Whenever it can, the Company seeks to fund its research and
development activities from grants provided by various agencies and departments
of the United States government. See also "Contract Research and Services."

10
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Quality Control Products

In the area of Quality Control Products, the Company's product development
activities center on the identification and characterization of materials for
the manufacture of new products and the replacement of sold-out products. During
2000, the Company introduced 11 new Seroconversion, Performance, and Sensitivity
Panel products, and 4 new Accurun(R) Run Controls. The Company is developing new

Quality Control Products for wuse with Dboth immunological and molecular
diagnostic tests for subtypes and variants of HIV, HCV and HBV, and a variety of
controls targeted for leading instrument platforms. The Company has increased

the number of Quality Control Products it offers from approximately 20 products
in 1990 to more than 200 in 2000.

Laboratory Instruments

The Company's product development activities related to laboratory
instruments are centered on additional configurations of a "reflectance" reader
to produce objective results from rapid in vitro diagnostic tests as well as an
updated version of the MicroPhotometer (MicroChemII). In addition, the Company
continues to work on applications for existing products to Dbroaden their
utilization.

Pressure Cycling Technology

BBI BioSeq, a wholly-owned subsidiary of the Company, owns patent pending
technology based on PCT. PCT research is primarily focused in two areas: (1)
nucleic acid extraction and purification from target pathogens in connection
with sample preparation for PCR or other molecular testing; and (2) pathogen
inactivation of blood plasma intended for transfusion or for further
fractionation into transfusion products. See Note 2 to the Company's Notes to
Consolidated Financial Statements in Item 8 hereunder for further details
related to the 1998 acquisition of BioSeq, Inc.

Sales and Marketing

The Company's sales and marketing efforts are organized by business unit
consistent with the unit's Dbusiness objectives, and coordinated via frequent
planning with senior management. Overall, the Company employs approximately 24
people in sales, marketing, and customer service functions associated with
continuing operations as of December 31, 2000. The Company's overall marketing
strategy is to focus on the needs of its customers in two broad areas: (1) the
quality and accuracy of test results in the in vitro diagnostic industry, and
(ii) products and services in support of infectious disease researchers.

The strategy for Diagnostic Products is to focus on customer needs in the
infectious disease testing market throughout the entire test kit 1life-cycle,
from initial research and development, through the regulatory approval process
and test kit production, to training, troubleshooting and routine wuse by
end-users such as clinical laboratories, hospitals and blood banks. The end-user
portion of this market is promoted under the marketing platform, known as "Total
Quality System" ("TQS"). TQS is a package of Quality Control Products, including
the Company's Accurun(R) Run Controls and AccuChart Quality Control Software,
that is designed to provide test kit end-users with the products needed in an
overall quality assurance program. These products enable laboratories to
evaluate each of the key elements involved in the testing process: the test kit,
laboratory equipment, and laboratory personnel. The Company believes that TQS

11
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effectively addresses the need for end-users to ensure the accuracy of their
test results. The Company intends to continue to expand its sales and marketing
activities with respect to its Accurun(R) line of run control products. In
addition, the Company continues to expand the Accurun(R) product line to support
the high growth nucleic acid testing market, and to capitalize on the worldwide
implementation of new technology to improve the safety of blood products.

The Company's Diagnostic Products are currently sold through a combination
of telephone, mail, third party distributors and direct sales efforts.
Domestically, Diagnostic Products are sold through a direct sales force led by a
Director of Sales and Marketing. The sales force consists of two sales group
managers and 12 sales representatives. Internationally, the Company distributes
its Diagnostic Products both directly and through 22 independent distributors
located in Japan, Australia, South America, Southeast Asia, Israel and Europe.
The Company's international sales manager oversees the Company's foreign
distributors. The Company's Laboratory Instruments are sold through a direct
domestic and international sales force consisting of one director and one sales
representative.

The Company emphasizes high quality products and services, technical
knowledge, and responsiveness to customer needs in its marketing activities for
both products and services. The Company educates its distributors, customers and
prospective customers about its products through a series of detailed marketing
brochures, technical Dbulletins and pamphlets, press releases and direct mail
pieces. These materials are supplemented by occasional advertising in industry
publications, technical presentations, and exhibitions at local, national and
international trade shows and expositions. In 1999 the Company introduced a new
product information library on its web site (