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About Cytyc

Cytyc Corporation develops, manufactures, and markets products for medical
diagnostic applications primarily focused on women’s health. Cytyc’s ThinPrep®
System is widely used for cervical cancer screening and serves as a platform

for the Company’s expansion into breast cancer risk assessment with the
FirstCyte™ Ductal Lavage. The ThinPrep System consists of the ThinPrep® 2000
Processor, ThinPrep® 3000 Processor, and related reagents, filtess, and other
supplies. Cytyc is traded on The Nasdaq Stock Market under the symbol CYTC
and is a part of the S&P Midcap 400 Index and The Nasdaq-100 I

Worldwide Revenues U.S. Market Share

(in miflions)

$221

2301 Highlights

56 percent increase 58 percent increase
in revenues in 2001 in market share in 2001

Earnings Per Share* Cash Flow*
(Pro forma, fully taxed, fully diluted) (in millions)

$0.45**

oo o1 |

*Earnings per share reflect a two-for-one *Net cash provided by operating
stock split effective January 28, 2000, activities less purchases of property
and a three-for-one stock split effective and equipment
March 2, 2001.

**Pro forma fully taxed, fully diluted EPS for 2001 excludes a one-time charge of $56 million
for in process research and development related to Pro-Duct Health acquisition and $3.1
millien gain on litigation settlement.




Selected Financial Data

(Dollars in thousands, except per share data)

Year Ended December 31,

Statement of Operations Data 2001 2000 1989 1998 1997
Sales ... ... ... L $220,993 $142,065 £81,100 $ 44,264 $ 26,347
Gross profit . ... L 180,825 117,500 65,285 33,053 18,341
QOperating expenses™ ... ... ..... 151,123 83,205 64,154 52,123 45,555
Operating income (loss) ... .... .. 29,702 34,295 1,131 (19,070} (27.214)
Interest and other income** . .. .. 8,006 4,721 4,639 7.341 5,142
Provision for income taxes ..... .. 25,073 853 130 — —
Net income (loss) . ... .......... $ 12,635 $ 38,163 $ 5,640 $(11,729) $(22,072)
Basic net income (loss) per share . . $ 0.1 $ 0.34 $ 0.05 $ O § (0.22)
Diluted net income (loss) per share . $ 0.10 $ 032 $ 0.05 $ ©11 $ (0.22)

Balance Sheet Data

Cash, cash equivalents

and short term investments ... ... $153,242 $ 88,845 $70,368 $ 69,908 $ 85,402
Property and equipment, net ... .. 26,662 21,363 10,660 8,825 5,851
Total assets .. ................ 386,760 170,886 112,328 97,737 108,377
Total liabilities .. .............. 36,452 23,840 17,337 11,930 12,190
Stockholders’ equity . ......... . $350,308 $147,046 $94,991 $ 85,807 $ 96,187

* For 2001 includes a one-time charge of $56 million for in process research and development related to Pro-Duct Health acquisition.
** For 2001 includes $3.1 million gain on litigation settlement.

Forward-looking statements in this report are made pursuant to the provisions of Section 21E of the Securities Exchange Act of 1934. Investors are cautioned
that statements in this report which are not strictly historical statements, including, without limitation, statements regarding management's expectations for
future growth and operations, constitute forward-looking statements which involve risks and uncertainties which could cause actual results to differ, including,
without limitation, risks associated with the Company’s dependence on a single product, uncertainty of product development efforts, risks associated with the
FDA regulatory approval process, uncertainty of market acceptance and additional cost, dependence on proprietary technology, dependence on timely and ade-
quate levels of third-party reimbursement, dependence on key personnel, management of growth, risks associated with the consummation and integration of
the Digene acquisition and the integration and commercialization of the Pro-Duct Health ductal lavage business, limited marketing and sales experience, and
limited number of customers and lengthy sales cycle, as well as risks of downturns in economic conditions generally, and in the healthcare industry specifically,
risks associated with competition and competitive pricing pressures, potential liabilities and costs associated with litigation, and other risks detailed in the
Company’s filings with the Securities and Exchange Commission, included in its 2001 Form 10-K filed with the Commission.




To Our Shareholders
Building on our success in women's health

We are extremely pleased with the performance of the
Company for the past year and at the same time excited
about our future prospects. The year 2001 was a period
of strong growth for the Company, as revenues increased
56 percent to $221 million and pro forma net income
increased to $54 million. We finished the year with $153
million in cash and investments and no debt, providing

a solid foundation to fund additional growth initiatives.

Our estimated U.S. market share in the last quarter of
2001 was approximately 57 percent of all cervical cancer
screening tests; up from 36 percent at the end of 2000,
representing a one-year gain of 21 percentage points. We
continued to make progress during the year in three main
areas of our marketing focus: the laboratory, physician

usage, and health insurance coverage.

We also achieved a number of significant milestones

in 2001. In August 2001, the U.S. Food and Drug
Administration (FDA) approved our Premarket Approval
(PMA) Supplement allowing inclusion of data describing
the detection of High-Grade Squamous Intraepithelial
Lesions (HSIL) with the ThinPrep® Pap Test™ Package
Insert. The data, from a 30,000-patient, multi-site clinical
outcomes trial, demonstrated a 59 percent increase in the
detection of high-grade lesions. In September, the U.S.
Army awarded us a sole source contract implementing
the ThinPrep Pap Test as the standard of care for its

cervical cancer screening centers worldwide.

The PMA supplement to allow testing for Chlamydia
trachomatis (CT) and Neisseria gonorrbea (NG) was
submitted to the FDA at the beginning of December,
and we expect approval in the first half of this year.
The PMA application for the ThinPrep® Imaging
System™ was submitted to the FDA at the beginning




of January 2002, and we expect the product to be
available commercially in the U.S. later this year and

internationally in the third quarter.

As a result of our domestic success, we are increasing

our marketing and sales efforts in Europe. Approximately
60 million Pap tests are performed outside the U.S., and
Cytyc has recently focused sales and marketing efforts

in Europe, where approximately 36 million tests are

performed each year.

Another major milestone this year was our acquisition

of Pro-Duct Health, Inc., a privately held company that
has developed an innovative, FDA-approved ductal
lavage device designed to enhance the evaluation of risk
for breast cancer. We have made significant progress inte-
grating this exciting new product into our organization
and have initiated efforts to commercialize FirstCyte

Ductal Lavage for breast cancer risk assessment.

In November 2001, the results of the pivotal trial of
ductal lavage in 507 high-risk patients conducted at

19 centers were published in the Journal of the National
Cancer Institute. These results demonstrated the ability
of the ductal lavage procedure to significantly improve
the clinician’s ability to collect and evaluate epithelial
cells from the lining of breast milk ducts, where virtually
all breast cancers originate. These data provide dramatic
evidence that the ductal lavage procedure will play a
pivotal role in the ongoing assessment of risk for the
more than 5 million women in the U.S. who are at high
risk for breast cancer. In addition, a key article by some
of the leading breast cancer risk management authorities
was published in the journal Cancer in January 2002.
The article describes appropriate treatment choices and

follow-up of ductal lavage results in high-risk patients.

By early January of this year, the Cytyc 20-person ductal
lavage sales force was trained and began calling on breast
surgeons and radiologists to promote the use of ductal
lavage as a key element in the risk assessment process.
We believe one critical challenge we face in expanding
the use of the ductal lavage procedure is insurance reim-
bursement. In this regard, we were pleased to announce
that Empire Blue Cross, Blue Shield, the largest provider
of health insurance in the State of New York, announced
that it will provide reimbursement for ductal lavage for

its high-risk breast cancer subscribers.

On February 19, 2002, we signed a definitive agreement
to acquire Digene Corporation in a stock and cash
exchange offer. We believe this is a strong strategic fit
for both companies, each leaders in our respective fields.
We believe Cytyc’s ThinPrep Pap Test is becoming the
standard for cervical cancer screening and Digene’s
Hybrid Capture® 2 HPV Test is the clear standard for
the detection of human papillomavirus (HPV), which

is the cause of greater than 99 percent of cervical cancer

cases. In addition, we believe the combined platform

of Hybrid Capture 2 technology based on Digene’s

substantial portfolio of intellectual property, together
with the ThinPrep Pap Test sample collection process,
provides additional opportunities for molecular testing
of a variety of sexually transmitted diseases. We believe
the transaction furthers Cytyc’s mission to become the
leading developer and manufacturer of products for the

diagnosis of women’s cancers and infectious diseases.

In summary, we believe our exciting growth initiatives,
combined with the organization we have in place,
position Cytyc Corporation to maintain our formidable
record of consistent growth and to fulfill our mission

to significantly improve women’s health.

o Oﬁﬂm

Patrick J. Sullivan
Vice Chairman, Chairman-Elect, and Chief Executive Officer




At the Laboratory

Dispersion

The vial is placed into
the ThinPrep 2000 or
ThinPrep 3000 Processor.
The TransCyt® Filter
rotates within the cell
suspension, gently sepa-
rating cells from blood,
mucus, and inflammation
without affecting cell
morphology.

Cell Collection

A vacuum is then
applied to the TransCyt
Filter, which collects
cells onto the exterior
surface of the filter
membrane. The
ThinPrep Processor
automatically calculates
the number of cells
collected.

ThinPrep-processed
slides are uniform.

Results

ThinPrep Pap Test

= ~

.«

(40x magnification)

Conventional Pap Smear Slide

Blood, mucus, and inflammation
can obscure cervical cells, making
a diagnosis difficult.

ThinPrep Pap Test

Through processing, obscuring
elements are removed. The
result significantly improves
diagnostic review.

Slide Preparation Ve T
i
The ThinPrep Processor [N _

inverts the filter against
a microscope slide and
reverses the air pressure,
distributing a thin layer
of cells in a defined
circular area. If needed,
additional slides can

be produced from the
original sample.

At the laboratory, the collection
vial containing the patient's
sample is placed into the
ThinPrep Processor.

FirstCyte Ductal Lavage

Ductal lavage displaying
mild atypia.

Ductal lavage displaying
marked atypia.

(60x magnification)




The ThinPrep® System: How it Works

Approved by the FDA in 1996, the ThinPrep System is
the only replacement to the conventional Pap test that
has received FDA clearance stating that the product is
significantly more effective than the conventional Pap test
for the detection of Low-Grade Squamous Intraepithelial
(LSIL) and more severe lesions in a variety of patient
populations. Data from a recent clinical outcomes trial,
where ThinPrep specimens were collected prospectively

and compared against an historical control cohort,

At the Physician’s Office

ThinPrep® Pap Test™

Pron)

indicated a 59.7 percent increase in the detection of
High-Grade Squamous Intraepithelial (HSIL) and more

severe lesions.

The ThinPrep System is the foundation for the ThinPrep
Pap Test and the FirstCyte Ductal Lavage. After cell
collection for the ThinPrep Pap Test and the FirstCyte
Ductal Lavage, test samples are sent to the laboratory

for processing using the ThinPrep System.

Sample Collection

Cervical cells are rinsed from the collection
device into a vial filled with PreservCyt®

Solution, then sent to a laboratory
eguipped with a ThinPrep 2000 or
ThinPrep 3000 Processor.
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Ducts with fluid are lavaged
with a patented microcatheter.
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Ducts containing nipple aspirate
fluid are identified.

Sample is placed in a proprietary
solution and sent to the laboratory.




Vision, Commitment, Success

Cytyc Corporation has long been committed to the improvement of
women’s health and that commitment is expanding as we widen our
scope with new products. Cytyc’s flagship product, the ThinPrep Pap
Test, continues to gain acceptance. Additionally, the Company is mov-
ing towards a new vision of computerized cytology imaging with the
development of the ThinPrep Imaging System, an interactive computer
system that is expected to assist cytotechnologists in the primary
screening and diagnosis of ThinPrep Pap Test slides.

The success of the ThinPrep Pap Test forms the platform for Cytyc’s
expansion into breast cancer risk assessment with the FDA-approved
FirstCyte Ductal Lavage, which is designed to enhance the evaluation
of risk for breast cancer. Ductal lavage is currently used for women
who are at high risk for breast cancer and is expected to enable the
detection of atypical changes in cells lining the milk ducts, where an
estimated 95 percent of all breast cancers originate, With further
opportunities for growth, including testing of human papillomavirus
(HPV), chlamydia, and gonorrhea from the ThinPrep Pap Test vial,

_Cytyc intends to continue its success and to establish the Company

=as the world leader in women’s health and cancer diagnostics.

' Deaths in the U.S. from Cervical & Breast Cancer
—— S— = Breast Cancer in the U.S.

o Breast cancer afflicts 1 out
of 8 women.

o The American Cancer Society
estimates that 203,500 new
cases of breast cancer will be
diagnosed in 2002.

o Breast cancer is the second

Rate per 100,000 female populations

leading cause of cancer death
for U.S. women.

Market Opportunity®

o ThinPrep Pap Test worldwide
market opportunity is $1.0 billion.

1 I I
1950 1960 1970

Source: American Cancer Society, Surveillance Research, 2001 ﬁS $ﬂ .5"$4.® bﬁﬂ“@n.

19Igo 19}90 e FirstCyte Ductal Lavage
U.S. market opportunity

The Pap test has helped to significantly reduce the incidence and mortality from * Company estimates
cervical cancer. With Cytyc’s expansion into breast cancer risk assessment, the
Company hopes to have an impact on breast cancer, which is a leading cancer

cause of death among women in the United States.
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PART I
Ttem 1. Business

The Company

Cytyc Corporation (the “Company”) designs, develops, manufactures and markets a sample preparation system
for medical diagnostic applications. The Company’s ThinPrep® System allows for the automated preparation of
cervical cell specimens on microscope slides for use in cervical cancer screening, as well as for the automated
preparation of other cell specimens on microscope slides for use in non-gynecological testing applications. On May
20, 1996, the Company received premarket approval (“PMA”) from the United States Food and Drug Administration
(“FDA”) 1o market the ThinPrep System for cervical cancer screening as a replacement for the conventional Pap
smear method. On November 6, 1996, the FDA cleared expanded product labeling for the ThinPrep System to
include the claim that the ThinPrep System is significantly more effective in detecting Low Grade Squamous
Intraepithelial Lesions (“LGSIL”) and more severe lesions than the conventional Pap smear method in a variety of
patient populations. The expanded labeling also indicates that the specimen quality using the ThinPrep System is
significantly improved over that of the conventional Pap smear method. The Company believes that the ThinPrep
System improves accuracy in the detection of cervical cancer and precancerous lesions by making the slide more
representative of the patient’s clinical condition, improving preservation of the sample, standardizing the presentation
of cells on the slide, and reducing the presence of mucus, blood and other obscuring debris. On February 25, 1997,
the FDA approved the Company’s supplemental PMA application for use of a combination of an endocervical brush
and spatula sampling devices, a commonly used method of collecting samples for conventional Pap smears.

On September 4, 1997, the FDA approved the Company’s supplemental PMA application for the testing for the
human papillomavirus (“HPV”) directly from a single vial of patient specimen collected in ThinPrep solution using
Digene Corporation’s (“Digene”) Hybrid Capture® HPV DNA Assay. In March 1999, the FDA approved the use of
Digene’s Hybrid Capture® 11 HPV DNA Assay from a single vial of patient specimen collected in ThinPrep solution.

The Company commenced the full-scale commercial launch of the ThinPrep System for cervical cancer
screening in the United States in 1997 and in selected international markets in 1998. In May 2000, the FDA approved
the ThinPrep® 3000 Processor, the Company’s next-generation processor for automated sample preparation. In
August 2001, the FDA approved the Company’s PMA Supplement Application for the inclusion of data describing
the detection of High-Grade Squamus Intraepithelial Lesions (HSIL.) with the ThinPrep Pap Test. In December 2001,
the Company submitted a supplemental PMA application to the FDA to allow for testing for Chlamydia Trachomatis
(CT) and Neisseria Gonorrhea (NG) directly from the ThinPrep Pap Test vial using Roche Diagnostics Corporation
(“RDC”) COBAS Amplicor™ automated system. In January 2002, the Company submitted a PMA Application to the
FDA for the ThinPrep® Imaging System™ to aid in cervical cancer screening.

Recent Acquisitions

In October 2001, the Company announced that it had entered into a definitive merger agreement to acquire all of
the outstanding securities of Pro Duct Health, Inc. (“Pro Duct”), a privately held company that has developed a ductal
lavage device to enhance the evaluation of risk for breast cancer. In November 2001, the Company completed its
acquisition of Pro Duct by means of a merger of Pro Duct with and into Cytyc Health Corporation, a wholly-owned
subsidiary of Cytyc Corporation. The Company intends to market the ductal lavage device as the ThinPrep Breast
Test™, subject to required regulatory approvals.

On February 19, 2002, the Company announced that it had signed a definitive merger agreement to acquire all
of the outstanding securities of Digene in an exchange offer transaction. The closing of the exchange offer is subject
to the tender of over 50 percent of Digene’s outstanding securities, regulatory approval and other customary closing
conditions. Although the Company expects that its acquisition of Digene will close during the second quarter of
2002, the Company may not be able to complete the acquisition during the second quarter, or at all.
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Cervical Cancer

Cervical cancer is one of the most common cancers among women throughout the world. Cervical cancer is
preceded by curable precancerous lesions that progress without symptoms over a period of years until they
become invasive, penetrating the cervical epithelium (cellular covering) and entering the bloodstream or lymph
system. In order to detect these precancerous lesions, gynecologists in the United States typically recommend
annual screening examinations. If detected in the precancerous stage, virtually all cervical cancer cases are
preventable. The treatment of cervical cancer after it reaches the invasive stage may require surgery, including a
hysterectomy, and chemotherapy or radiation treatment, which are difficult, expensive and may not be
successful.

The factors associated with the development of cervical cancer are believed to include early sexual activity,
multiple sexual partners, cigarette smoking and immunosuppression. In addition, a number of recent studies have
concluded that cervical cancer is strongly correlated to the presence of certain types of HPV. According to these
studies, HPV DNA is present in most cases of precancerous lesions and in more than 90% of cases of
intraepithelial and invasive cancer. Cervical lesions that are HPV-negative or lacking certain types of HPV are
less likely to progress to cervical cancer.

The Pap Smear

Cervical cancer screening has been conducted since the late 1940s using the Pap smear, a test developed by
Dr. George Papanicolaou. In the United States, widespread and regular use of the Pap smear as a screening test
has contributed to a greater than 70% decrease in mortality from cervical cancer in the past. The Pap smear is
currently the most widely used screening test for the early detection of cancer in the United States.

The Pap Smear Process

The Pap smear process involves the science of cytology, which is the microscopic interpretation of
precancerous, malignant and other changes in cells. The conventional Pap smear process begins with the
collection of a cervical specimen during a gynecological examination. To obtain a cervical cell sample, a
sampling device, such as either a brush and spatula or a “broom-like” device, is used to scrape cells from the
surface of the cervix. The sample is then manually smeared onto a clean microscope slide by the physician who
must then spray the slide within a few seconds with a fixative agent to prevent damage to the cell specimen from
air drying. The slide is then submitted to a clinical laboratory for manual microscopic examination.

At the laboratory, a cytotechnologist, a medical professional with special training in the examination and
interpretation of human cells, conducts a microscopic review of a prepared slide to determine the adequacy of the
sample and the presence of abnormal cells. In determining slide adequacy, cytotechnologists classify each slide
in one of three categories: (i) satisfactory for evaluation, (ii) satisfactory but limited by (“SBLB”) certain
characteristics, or (iii) unsatisfactory for evaluation. The percentage of unsatisfactory and SBLB slides varies
widely from laboratory to laboratory. In a 1991 study of 600 laboratories, it was reported that up to 20% of slides
were classified as unsatisfactory and up to 40% were classified as SBLB. Frequent reasons for unsatisfactory or
SBLB classifications include excess blood or mucus that impair viewing or too few cells per slide.

After determining the adequacy of the slide, the cytotechnologist manually screens each Pap smear slide
with a microscope to differentiate diseased or abnormal cells from healthy cells based on size, shape and
structural details of the cells and nuclei. Typically, each Pap smear slide is then classified in accordance with the
Bethesda System for Reporting Cervical/Vaginal Cytologic Diagnoses (“Bethesda System”) into one of the
following categories: (i) Negative; (ii) Atypical Squamous Cells of Undetermined Significance/Atypical
Glandular Cells of Undetermined Significance (“ASCUS/AGUS”); (iii)) Low Grade Squamous Intraepithelial
Lesions (“LGSIL”); (iv) High Grade Squamous Intraepithelial Lesion (“HGSIL™); and (v) Carcinoma. Any slide
classified as other than negative is considered abnormal and may be precancerous or cancerous. All abnormal
slides are referred to a senior cytotechnologist and pathologist for further review and final diagnosis.
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Notwithstanding the classifications imposed by the Bethesda System, the subjective nature of the
classification of Pap smear specimens results in diagnoses that vary widely among cytotechnologists,
pathologists and laboratories. In 1988, to address accuracy and quality control concerns, Congress adopted the
Clinical Laboratory Improvement Amendments of 1988 (“CLIA”). CLIA requires cytology laboratories to
perform proficiency testing and quality control by testing cytotechnologists in order to assure a minimum level of
competence and expertise. In addition, the CLIA regulations currently limit the number of slides screened per
day by a cytotechnologist to 100. Certain states have also adopted regulations further limiting the number of
slides which can be manually examined per day by a cytotechnologist. As a further quality control measure, the
CLIA regulations require that laboratories manually rescreen at least 10% of the slides that are initially classified
as negative.

Other methods of rescreening are currently available, including computer imaging technologies that select
certain negative slides or portions of negative slides for reexamination by the cytotechnologist. These computer-
imaging technologies are intended to provide an additional quality control measure to help identify false negative
diagnoses.

Follow-Up Treatment of Abnormal Pap Smears

Women with abnormal Pap smears may have to return to their physician’s office for a repeat Pap smear or
to undergo costly colposcopy and biopsy procedures. A colposcopy involves the physician using a device to
visually examine the surface of the cervix, and if necessary, performing a biopsy. Treatment of early-stage non-
invasive cervical cancer may be accomplished by procedures to remove the abnormal cells. Once the cancer
reaches the invasive stage, the patient’s chances for recovery are diminished and more radical treatment is
typically required, such as a hysterectomy and chemotherapy or radiation therapy. These procedures may expose
the patient to risk and cost and result in significant physical and psychological stress.

Problems with the Conventional Pap Smear

In spite of the success of the Pap smear in reducing deaths due to cervical cancer, the test has significant
limitations, including inadequacies in sample collection and slide preparation, slide interpretation errors and the
inability to use the specimen for additional diagnostic tests. These limitations result in a substantial number of
inaccurate test results, including false negative diagnoses.

False Negative Diagnoses

The limitations of the conventional Pap smear method in sample collection, slide preparation and
interpretation result in a substantial number of inaccurate test results in the form of false negative diagnoses. A
false negative diagnosis may allow the disease to progress to a later-stage of development before being detected,
thereby requiring a more expensive and invasive course of treatment and diminishing the likelihood of successful
treatment. Reports of the false negative rate of the Pap test vary widely, between 5% and 55%. Past studies have
suggested that approximately 50% of false negative diagnoses are attributable to inadequacies in sample
collection and slide preparation and approximately 50% are attributable to slide interpretation errors. The most
comprehensive literature survey to date was recently published by the Agency for Health Care Policy and
Research (AHCPR), a division of the U.S. Department of Health and Human Services. The “Evaluation of
Cervical Cytology” evidence report concluded that the false negative rate for the conventional Pap smear is
approximately 49% and that about two-thirds of false negatives are due to sampling error and the remaining one-
third due to detection error.

Inadequacies in Sample Collection and Slide Preparation

There are a variety of difficulties with current methods of cell collection, cell transfer and slide preparation.
These difficulties include cell loss, improper fixation of the cells (typically, from air-drying), thick and uneven
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smearing of cells on the slide, and excess blood, mucus and other obscuring debris on the slide. A study
published in the American Journal of Clinical Pathology in February 1994 reported that as much as 80% of the
sample taken from a patient using the conventional Pap smear method is not transferred to the microscope slide
and remains on the discarded collection device. This discarded portion of the sample may contain the abnormal
cells necessary for an accurate diagnosis. In addition to the problem of cell transfer, the conventional Pap smear
method produces inconsistent and non-uniform slides with extreme variability in quality, making examination
difficult. The Company believes that these limitations are responsible for a large percentage of slides being
classified as SBLB. These slides are more difficult to interpret and increase the uncertainty of an accurate
diagnosis. Consequently, patients are often subjected to the inconvenience and expense of return office visits for
repeat testing and to the anxiety resulting from the inconclusive nature of the initial test. The Company believes
that these repeat visits and examinations also result in significant costs to the healthcare system.

Slide Interpretation Errors

The process of screening and interpreting a manually prepared Pap smear is complex and tedious. This
process requires constant vigilance, as approximately 90% to 95% of all Pap smear diagnoses in the United
States are negative. In addition, the process is prone to error as a result of the complexity of properly evaluating
and categorizing subtle and minute changes in cellular or nuclear detail. The screening process requires intense
visual review through a microscope of a large volume of slides, each of which typically contains 50,000 to
300,000 cervical cells. The small percentage of Pap smears that contain any abnormality may, in turn, contain
only a small number of abnormal cells among the vast number of normal cells. Cytotechnologists generally
review each slide for approximately five to ten minutes and may review up to 100 slides per day. All of these
factors contribute to the incidence of false negative diagnoses.

Lack of Additional Testing Capability

The conventional Pap smear method does not permit additional or adjunct testing from the original patient
sample. The ability to produce multiple slides from a single sample could be used by clinical laboratories for
follow-up testing, quality control or proficiency testing. Further, the conventional Pap smear method requires the
patient to be called back to the physician’s office to provide a second sample if additional testing, such as HPV
testing, is desired. The Company believes that the ability to test for HPV directly from the ThinPrep collection
vial has the potential for substantial healthcare cost savings through reduced costly management of borderline
cervical abnormalities.

The ThinPrep System

The Company believes that the ThinPrep System offers a number of benefits which address limitations of
the conventional Pap smear method, including improved accuracy in the detection of cervical cancer and
precancerous lesions, standardization and simplification of the sample preparation process, the ability to permit
multiple tests to be conducted from a single sample and improved productivity in screening by reducing
cytotechnologist fatigue and the time required to examine each slide. In August 1997, Obstetrics & Gynecology,
a preeminent, widely read, peer-reviewed journal on women’s healthcare issues, published a major study
describing the effectiveness of the ThinPrep® Pap Test™ in screening for cervical cancer.

The ThinPrep System, which was cleared for marketing as a replacement for the conventional Pap smear
method for cervical cancer screening by the FDA on May 20, 1996, consists of the ThinPrep® Processor and
related disposable reagents, filters and other supplies. The ThinPrep System is designed to reduce the incidence
of false negative diagnoses, improve slide quality, reduce inconclusive SBLBs and enable a single sample to be
used for additional diagnostic testing. On November 6, 1996, the FDA cleared expanded product labeling for the
ThinPrep System to include the claim that the ThinPrep System is significantly more effective in detecting
LGSIL and more severe lesions than the conventional Pap smear method in a variety of patient populations. This
expanded labeling also indicates that the specimen quality using the ThinPrep System is significantly improved
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over that of the conventional Pap smear method. In February 1997, the Company received FDA approval of the
Company’s supplemental PMA application for the use of a combination of an endocervical brush and spatula
sampling devices, a commonly used method of collecting samples for conventional Pap smears. In September
1997, the FDA approved the Company’s supplemental PMA application for the testing for HPV directly from a
single vial of patient specimen collected in a ThinPrep solution using the Hybrid Capture HPV DNA Assay of
Digene. In March 1999, the FDA approved the use of Digene’s Hybrid Capture I1 HPV DNA Assay from a
single vial of patient specimen collected in ThinPrep solution. The Company commenced the full-scale
commercial launch of the ThinPrep System for cervical cancer screening in the United States in 1997 and in
selected international markets in 1998. In May 2000, the FDA approved the ThinPrep 3000 Processor, the
Company’s next-generation processor for automated sample preparation. In August 2001, the FDA approved the
Company’s PMA Supplement Application for the inclusion of data describing the detection of High-Grade
Squamus Intraepithelial Lesions (HSIL) with the ThinPrep Pap Test. In December 2001, the Company submitted
a supplemental PMA application to the FDA to allow for testing for Chlamydia Trachomatis (CT) and Neisseria
Gonorrhea (NG) directly from the ThinPrep Pap Test vial using RDC’s COBAS Amplicor™ automated system.
In January 2002, the Company submitted a PMA Application to the FDA for the ThinPrep Imaging System to aid
in cervical cancer screening.

The ThinPrep process begins with the patient’s cervical sample being taken by the physician using a
cervical sampling device which, rather than being smeared on a microscope slide, is rinsed in a vial filled with
the Company’s proprietary PreservCyt® Solution. This enables virtually all of the patient’s cell sample to be
preserved before the cells can be damaged by air drying. The ThinPrep specimen vial is then labeled and sent to a
laboratory equipped with a ThinPrep Processor for slide preparation and screening.

At the laboratory, the ThinPrep specimen vial is inserted into a ThinPrep Processor, a proprietary sample
preparation device which automates the process of preparing cervical specimens. Once the vial is inserted into
the ThinPrep Processor, a gentle dispersion step breaks up blood, mucus, non-diagnostic debris and large sheets
of cells and homogenizes the cell population. The cells are then automatically collected on the Company’s
proprietary TransCyt® Filter, which incorporates an eight micron membrane specifically designed to collect
abnormal and cancerous cells. The ThinPrep Processor constantly monitors the rate of flow through the TransCyt
Filter during the collection process in order to prevent the cellular presentation from being too scant or too dense.
A thin layer of cells is then transferred to a glass slide in a 20 mm-diameter circle and the slide is automatically
deposited into a preservative solution.

The Company’s proprietary reagents and supplies include PreservCyt Solution to collect and transport
cervical samples to the laboratory for optimal cell preservation and TransCyt Filters to collect cells and remove
non-diagnostic debris and mucus. The Company also sells ThinPrep® Microscope Slides, high-quality
microscope slides manufactured to the Company’s specifications, which improve cell adhesion to the slide.

Clinical Trial Results

In October 1995, the Company completed the clinical trial used to support its PMA application, which was a
blinded, split-sample study performed at six clinical sites in the United States, including three screening centers
and three hospital sites. A total of 6,747 patients were included. The study compared the effectiveness of the
ThinPrep System to the conventional Pap smear method for the detection of precancerous lesions of the cervix.
Specimen adequacy was also compared.

The results from the three screening centers indicated a 65% improvement in the detection of disease, while
in the three hospital sites in which patients had historically exhibited high prevalence rates of cervical
abnormalities, the ThinPrep method demonstrated a 6% improvement. In May 1996, based on the clinical trial
results, the FDA approved the ThinPrep 2000 System as a replacement for the conventional Pap smear method in
screening for the presence of atypical cells, cervical cancer, and its precursor lesions. After further analysis of the
clinical trial data, in November 1996, the FDA cleared expanded product labeling to include that the ThinPrep
System is significantly more effective in detecting LGSIL and more severe lesions than the conventional Pap
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smear method in a variety of patient populations. The FDA also cleared expanded product labeling to include that
the specimen quality using the ThinPrep System is significantly improved over that of the conventional Pap
smear method. In May 2000, the FDA approved the ThinPrep 3000 Processor, the Company’s next generation
processor for automated sample preparation. In August 2001, the FDA approved a PMA Supplement allowing
inclusion of data describing the detection of High-Grade Squamous Intraepithelial Lesions (HSIL) with the
ThinPrep Pap Test. The data, from a multi-site clinical outcomes trial, is now included in the Company’s
Package Insert that accompanies the ThinPrep System.

Following initial FDA approval of the ThinPrep System in May 1996, the Company conducted a multi-site
direct-to-vial clinical study to evaluate the ThinPrep 2000 System versus the conventional Pap smear for the
detection of High-Grade Squamous Intraepithelial and more severe lesions (HSIL+). Two types of patient groups
were enrolled in the trial from ten leading academic hospitals in major metropolitan areas throughout the United
States. From each site, one group consisted of patients representative of a routine screening population and the
other group was made up of patients representative of a referral population enrolled at the time of colposcopic
examination. The ThinPrep specimens were collected prospectively and compared against a historical control
cohort. The historical cohort consisted of data collected from the same clinics and clinicians (if available) used to
collect the ThinPrep specimens. These data were collected sequentially from patients seen immediately prior to
the initiation of the study. The results from this study showed a detection rate of 511/20,917 for the conventional
Pap smear versus 399/10,226 for the ThinPrep slides. For these clinical sites and these study populations, this
indicates a 59.7 percent (p(less than)0.001) increase in detection of HSIL+ lesions for the ThinPrep System.

In July 1999, the Company announced that it had successfully completed feasibility studies of the ThinPrep
Imaging System to aid in cervical cancer screening and in December 2000 began clinical trials. In January 2002,
the Company submitted a PMA Application to the FDA for the ThinPrep Imaging System. This PMA
Application is supported by a prospective, multi-center clinical study that evaluated the performance of the
ThinPrep Imaging System in direct comparison to a manual review method. More than 9,500 patients from both
low-risk and high-risk populations were included in the study. The ThinPrep Imaging System is an interactive
computer system that the Company believes will assist cytotechnologists in the primary screening and diagnosis
of ThinPrep Pap Test slides. The system combines imaging technology to identify diagnostic fields of interest
with automated microscope stage movements to facilitate locating these fields. The system is expected to
increase a cytology laboratory’s screening productivity while leveraging the increased sensitivity of the ThinPrep
Pap Test.

In December 2001, the Company submitted a supplemental PMA application to the FDA to allow for testing
for CT/NG directly from the ThinPrep Pap Test vial using RDC’s COBAS Amplicor™ automated system.

There can be no assurance that the Company will obtain necessary regulatory approvals for the ThinPrep
Imaging System, RDC’s CT/NG test from the ThinPrep vial, or any other new products or applications.

Since FDA approval of the ThinPrep System in May of 1996, a number of studies have been published or
presented that evaluate the ThinPrep Pap Test. To date, more than 30 major studies evaluating the performance of
the ThinPrep Pap Test compared to the conventional Pap smear have been published in peer-reviewed journals.
The studies have included more than 300,000 patients in the ThinPrep Pap Test cohort and have been conducted
in every region of the United States, as well as Europe, Asia, Central America and Australia. In total, more than
70 studies have been published demonstrating a wide range of benefits including increased disease detection,
reduction of equivocal diagnoses, improved specimen adequacy, adjunctive molecular testing, morphology
assessment, and cost effectiveness.

Nen-Gynecological Cytalogy

In May 1991, the Company began commercial shipments of the ThinPrep® Processor to cytology
laboratories in the United States for use in non-gynecological testing applications. Non-gynecological specimens
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include sputum; voided and catheterized urine; body fluids such as peritoneal fluid, ascites fluid, or cerebrospinal
fluid; brushing of respiratory or gastrointestinal tracts; and fine needle aspiration specimens obtained from a
variety of sources such as the breast, thyroid, lung or liver. These samples are evaluated in patients in whom
malignancy is strongly suspected or as follow-up information in patients previously diagnosed and treated for
cancer.

Marketing and Sales

The Company’s marketing and sales strategy is to achieve broad market acceptance of the ThinPrep System
for cervical cancer screening. A critical element of its strategy is to utilize the results of the Company’s 1995
clinical trial and expanded FDA labeling to demonstrate the safety and efficacy of the ThinPrep System to
healthcare providers, third-party payors and clinical laboratories. The Company believes that coordination of the
activity of these three market segments is necessary to achieve the desired level of market penetration of the
ThinPrep System. In 1997, the Company implemented a full-scale commercial launch of the ThinPrep System in
the United States with its direct marketing and sales force organization, complemented by the initiation of
strategic marketing relationships with third parties.

The Company continues to expand its direct marketing and sales organization in the United States,
supported by customer and technical service representatives. The Company’s direct marketing and sales
organization focuses on the clinical and economic benefits of the ThinPrep System for healthcare providers,
third-party payors and clinical laboratories. The Company designs its marketing programs to establish and
reinforce the recognition of its corporate and product names through investments in medical advertising, direct
mail, focused medical educational symposia, trade shows and other promotional activities. The Company has
also initiated an education and training program which will be offered to accredited cytology schools across the
United States.

In January 2000, the Company entered into a supply and co-marketing agreement with Quest Diagnostics
Incorporated (“Quest”) to market the Company’s ThinPrep Pap Test as Quest’s exclusive liquid-based cervical
cancer screening methodology.

In Cctober 2000, the Company entered into an agreement with RDC, exclusive in the United States and
Puerto Rico, to co-promote the benefits of testing for chlamydia and gonorrhea using RDC's COBAS®
AMPLICOR® CT/NG Test directly from the ThinPrep collection vial. The companies also intend to explore the
potential for collaborating on a portfolio of additional screening and diagnostic tests based on the companies’
respective technologies.

In January 2001, the Company entered into an agreement with Digene, exclusive in the United States and
Puerto Rico, to co-promote the benefits of testing for human papillomavirus (HPV) using Digene’s Hybrid
Capture® II HPV DNA Assay directly from the ThinPrep coliection vial. The co-promotion program has focused
on promoting Digene’s HPV DNA test, using the residual material in ThinPrep collection vials, as the optimal
patient management strategy for borderline cytology results.

Following the initial market launch of the ThinPrep product in the United States, the Company has more
recently initiated its marketing and sales efforts in Europe and Asia Pacific. The Company established
subsidiaries in Switzerland and Australia in 1997, in France and Italy in 1998, in Canada and the United
Kingdom in 1999 and in Germany in 2001 to handle sales, service, training and distribution to clinical
laboratories. The Company’s strategy is to establish a worldwide selling channel appropriate for developing an
international customer-base, taking into consideration factors such as government regulations, screening cycles
and clinical practices of the particular country or region. The Company is also evaluating the use of direct and
indirect international sales channels, including contract sales organizations, distributors and marketing partners.

The Company believes that both domestic and international sales efforts will continue to involve a lengthy
process, requiring the Company to educate healthcare providers, clinical laboratories, and third-party payors
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regarding the clinical benefits and cost-effectiveness of the ThinPrep System and any other new products and
applications, such as the ductal lavage device obtained by the Company in its acquisition of Pro Duct. The
Company’s success and growth will depend to a large extent on market acceptance of the ThinPrep System and
any such other products and applications among healthcare providers, third-party payors and clinical laboratories.
The Company will continue to sell ThinPrep Processors to customers and charge separately for related disposable
reagent filters and supplies. In the past, the Company has offered discounts to stimulate demand for the ThinPrep
System and may elect to do so in the future, which discounts could have a material adverse effect on the
Company’s business, financial condition and results of operations.

In order to effectively market the ThinPrep System for cervical cancer screening and any other new products
and applications, such as the ductal lavage device, the Company will need to continue to increase its marketing
and sales capabilities. No assurance can be given that the Company’s direct sales force or strategic marketing
relationships will succeed in promoting the ThinPrep System or any other new products or applications to
healthcare providers, third-party payors or clinical laboratories, or that additional marketing and sales channels
will be successfully established. While the Company is currently evaluating marketing and sales channels abroad,
including contract sales organizations, distributors and marketing partners, the Company has established very
limited foreign sales channels. There can be no assurance that the Company will be able to recruit and retain
skilled marketing, sales, service or support personnel or foreign distributors, or that the Company’s marketing
and sales efforts will be successful. The Company’s marketing success in the United States and abroad will
depend on whether it can obtain required regulatory approvals, successfully demonstrate the cost-effectiveness of
the ThinPrep System and any such other new products and applications, further develop its direct sales capability
and establish arrangements with contract sales organizations, distributors and marketing partners. Failure to
successfully expand its marketing and sales capabilities in the United States or establish its international
marketing and sales organization would have a material adverse effect on the Company’s business, financial
condition and results of operations.

Third-Party Reimbursement

The Company intends to focus on obtaining coverage and reimbursement from major national and regional
managed care organizations and insurance carriers throughout the United States. Most of the third-party payor
organizations independently evaluate new diagnostic procedures by reviewing the published literature and the
Medicare coverage and reimbursement policy on the specific diagnostic procedure. To assist the third-party
payors in their respective evaluations of the ThinPrep System, the Company provides scientific and clinical data
to support its claims of the safety and efficacy of the ThinPrep System. The Company believes that the ThinPrep
System will allow for earlier detection of LGSIL and more severe lesions and result in less aggressive and costly
treatment procedures. In addition, the Company expects that the ThinPrep System will significantly improve
specimen adequacy, thereby reducing repeat office visits and test procedures and thus overall healthcare
management costs. The Company will focus on earlier disease detection and cost savings benefits in establishing
reimbursement for the ThinPrep method for cervical cancer screening.

The cost per ThinPrep Pap Test, plus a laboratory mark-up, is billed by laboratories to third-party payors or
patients and typically results in a higher cost than the current charge for conventional Pap tests. Although a
number of managed care organizations have added the ThinPrep Pap Test to their coverage, there can be no
assurance that third-party payors will provide or continue to provide such coverage, that reimbursement levels
will be adequate or that healthcare providers or clinical laboratories will use the ThinPrep System for cervical
cancer screening in lieu of the conventional Pap smear method. In addition, the Company will be required to
secure adequate third-party reimbursement for any new products it develops or obtains, including the ductal
lavage device obtained in the Company’s acquisition of Pro Duct in November 2001.

There is significant uncertainty concerning third-party reimbursement for the use of any medical device
incorporating new technology. Reimbursement by a third-party payor depends on a number of factors, including
the level of demand by healthcare providers and the payor’s determination that the use of the product represents a
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clinical advance compared to current technology and is safe and effective, medically necessary, appropriate for
specific patient populations and cost-effective. Since reimbursement approval is required from each payor
individually, seeking such approvals is a time-consuming and costly process, which requires the Company to
provide scientific and clinical data to support the use of its products to each payor separately. There can be no
assurance that third-party reimbursement will be or remain available for the ThinPrep System, the Pro Duct
ductal lavage device, or any other products that may be obtained or developed by the Company, or that such
third-party reimbursement will be adequate.

Since January 1, 1998, the Company’s laboratory customers have been able to request reimbursement for
the ThinPrep Pap Test from health insurance companies and the Center for Medicare and Medicaid Services
(“CMS"”) using a newly assigned Common Procedure Technology (“CPT”) code specifically for liquid-based
monolayer cervical cell specimen preparation. CPT codes are assigned, maintained and revised by the CPT
Editorial Board, which is administered by the American Medical Association, and are used in the submission of
claims to third-party payors for reimbursement for medical services. CMS has established a national fee of $28
for the CPT codes describing the ThinPrep Pap Test. This reimbursement level is nearly double the level of
reimbursement for the conventional Pap smear.

The Company’s direct sales force is actively working with current laboratory customers and health
insurance companies to facilitate implementation and reimbursement under the CPT code. As of December 31,
2001, based on information provided to the Company, the Company believes that substantially all of the 367
health insurance companies which announced coverage of the ThinPrep Pap Test have implemented the new CPT
code and have established a reimbursement amount. There are approximately six hundred managed care
organizations and other third-party payors in the United States. There can be no assurance, however, that the new
CPT code will be successfully implemented by additional third-party payors, that any reimbursement delays will
be successfully reduced, or that reimbursement levels under the new CPT code will be or remain adequate.

The Company has limited experience in obtaining reimbursement for its products in the United States or
other countries. In addition, third-party payors are routinely limiting reimbursement and coverage for medical
devices and in many instances are exerting significant pressure on medical suppliers to lower their prices. Lack
of or inadequate reimbursement by government and other third-party payors for the Company’s products would
have a material adverse effect on the Company’s business, financial condition and results of operations. Further,
outside of the United States, healthcare reimbursement systems vary from country to country, and there can be no
assurance that third-party reimbursement will be made available at an adequate level, if at all, for the Company’s
products under any other reimbursement system.

Manufacturing

In January 2000, the Company acquired Acu-Pak, Inc. (“Acu-Pak™), a contract packager in Londonderry,
New Hampshire that was, prior to the acquisition, manufacturing, filling and distributing vials containing the
Company’s solutions for all of its ThinPrep line of products. The Company currently leases approximately
97,000 square feet of commercial space in Boxborough, MA and believes that its existing facility, along with the
Acu-Pak production facility consisting of approximately 45,000 square feet of commercial space, are adequate to
meet the existing production requirements for the ThinPrep System. In November 2001, as part of its acquisition
of Pro Duct, a manufacturer of medical devices in Menlo Park, California, the Company entered into a lease for a
facility consisting of approximately 35,000 square feet. The lease of this facility terminates on April 30, 2003.
The Company has subleased approximately 17,000 square feet of office space in Menlo Park, California to a
third party for eighteen months ending April 30, 2003. In connection with the acquisition, the Company has
committed to a plan to abandon the leased facilities. The Company has accrued approximately $787,000 for the
abandonment of the leased facility, representing the present value of future minimum lease payments less
estimated sub-lease receipts. The Company believes that its facilities in Massachusetts and New Hampshire will
satisfy its operational requirements for the foreseeable future.
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The Company has expanded its manufacturing capacity by adding approximately $4.1 million of additional
automated equipment, which was installed in late 2001. Of this amount, approximately $3.8 million was paid in
2000 and approximately $0.3 million was paid in 2001.

The Company’s manufacturing process is subject to pervasive and continuing regulation by the FDA,
including the FDA’s Quality System Regulation (“QSR”). Failure to comply with such regulations would
materially impair the Company’s ability to achieve or maintain commercial-scale production. Further, any failure
of the Company’s equipment to perform to the Company’s specifications could impair the Company’s ability to
produce adequate quantities of ThinPrep supplies. As a result, the Company may be subject to total or partial
suspension of production, withdrawal of approval, and recall or seizure of products by the FDA in the event of
product malfunction or failure.

In October 1997, the Company obtained ISO 9001 registration, an international quality standard. The
Company has also met the applicable requirements to use the “CE” mark for its ThinPrep System. There can be
no assurance that the Company will be able to maintain compliance with ISO or CE mark requirements. Failure
to maintain compliance with the applicable manufacturing requirements of various regulatory agencies would
have a material adverse effect on the Company’s business, financial condition and results of operations.

Certain key components of the Company’s ThinPrep System are currently provided to the Company by
single sources. In the event that the Company is unable to obtain sufficient quantities of such components on
commercially reasonable terms, or in a timely manner, the Company would not be able to manufacture its
products on a timely and cost-competitive basis, which would have a material adverse effect on the Company’s
business, financial condition and results of operations.

Research and Development

The Company’s core research and development strategy is to continue to develop innovative medical
diagnostic applications of the ThinPrep technology and to continue to enhance the ThinPrep System. The
Company has established a program to further enhance and automate the ThinPrep Processor. The Company’s
next generation instrument, the ThinPrep 3000 Processor, was designed to provide batch processing and walk-
away capability by increasing capacity to 80 sample vials and more fully automating the slide preparation
process. In May 2000, the FDA approved the ThinPrep 3000 Processor, which is now commercially available.

The Company is also evaluating additional diagnostic applications of its ThinPrep technology in testing for
the presence of other types of cancers and sexually transmitted diseases. The clinical laboratory companies have
worked with the Company on marketing and sales programs, which generally involve joint marketing geared
toward promoting the Company’s products to physicians and third-party payors.

In January 2000, the Company entered into a supply and co-marketing agreement with Quest to market the
ThinPrep Pap Test as Quest’s exclusive liquid-based cervical cancer screening methodology.

In October 2000, the Company entered into an agreement with RDC, exclusive in the United States and
Puerto Rico, to co-promote the benefits of testing for chlamydia and gonorrhea using RDC’s COBAS®
AMPLICOR® CT/NG Test directly from the ThinPrep collection vial. The companies also intend to explore the
potential for collaborating on a portfolio of additional screening and diagnostic tests based on the companies’
respective technologies. In December 2001, the Company submitted a supplemental PMA application to the FDA
to allow for testing for CT/NG directly from the ThinPrep Pap Test vial using RDC’s COBAS Amplicor™
automated system.

In January 2001, the Company entered into an agreement with Digene, exclusive in the United States and
Puerto Rico, to co-promote the benefits of testing for human papillomavirus (HPV) using Digene’s Hybrid
Capture® II HPV DNA Assay directly from the ThinPrep collection vial. The co-promotion program is initially
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focusing on promoting Digene’s HPV DNA test and using the residual material in ThinPrep collection vials as
the optimal patient management strategy for borderline cytology results.

The Company has not yet determined additional applications, if any, it will seek to develop and
commercialize. There can be no assurance that the Company will be successful in developing or marketing
additional applications. Furthermore, any additional applications may require submission of a PMA application
or PMA supplement prior to the marketing of such applications. There can be no assurance that the FDA would
approve such submissions on a timely basis, if at all.

In January 2002, the Company submitted a PMA Application to the FDA for the ThinPrep Imaging System
to aid in cervical cancer screening. There can be no assurance that the Company will obtain necessary regulatory
approvals.

The Company’s expenditures for research and development (which includes clinical trials, regulatory affairs
and engineering) were approximately $13.4 million, $14.2 million, and $19.0 million for the years ended
December 31, 1999, 2000 and 2001, respectively. Research and development for the 2001 period excludes a one-
time charge of $56.0 million for in-process research and development related to the Pro Duct acquisition.

Government Regulation

The manufacture and sale of medical diagnostic devices intended for commercial use are subject to
extensive governmental regulation in the United States and in other countries. The Company’s existing products,
including the ThinPrep System and the Pro Duct ductal lavage device, are regulated in the United States as
medical devices by the FDA under the Federal Food, Drug, and Cosmetic Act (“FDC Act”) and generally require
premarket approval through the filing of a PMA prior to commercial distribution. In addition, certain material
changes or modifications to medical devices also are subject to the FDA review and approval. Pursuant to the
FDC Act, the FDA regulates the research, testing, manufacture, safety, labeling, storage, record keeping,
advertising, distribution and production of medical devices in the United States. Non-compliance with applicable
requirements of the FDC Act can result in the failure of the government to grant premarket approval for devices,
withdrawal of clearances or approvals, total or partial suspension of production, fines, injunctions, civil penalties,
recall or seizure of products, and criminal prosecution.

The regulatory approval process can be expensive, lengthy and uncertain. There can be no assurance that the
Company will be able to obtain necessary regulatory approvals for any proposed future products or modifications
of existing products. The failure to obtain approvals, loss of previously received approvals, or failure to comply
with existing or future regulatory requirements, would have a material adverse effect on the Company’s business,
financial condition and results of operations.

The FDA’s regulations require agency approval of a PMA supplement for certain changes if they affect the
safety and effectiveness of the device, including, but not limited to, new indications for use; labeling changes; the
use of a different facility or establishment to manufacture, process, or package the device; changes in
manufacturing facilities, methods, or quality control systems; and changes in performance or design
specifications.

The ThinPrep System for cervical cancer screening received PMA approval in May 1696. In May 2000, the
FDA approved the ThinPrep 3000 Processor, the Company’s next generation processor for automated sample
preparation.

In December 2001, the Company submitted a supplemental PMA application to the FDA to allow for testing
for Chlamydia Trachomatis (CT) and Neisseria Gonorrhea (NG) directly from the ThinPrep Pap Test vial using
RDC’s COBAS Amplicor™ automated system. In January 2002, the Company submitted a PMA Application to
the FDA for the ThinPrep Imaging System. These applications have not received regulatory approval to date.
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There can be no assurance that such approvals will be obtained on a timely basis, or at all. The Company
anticipates that any other proposed uses for the ThinPrep System may require approval of a PMA supplement or
a new PMA application.

On February 19, 2002, the Company announced that it had signed a definitive merger agreement to acquire
all of the outstanding securities of Digene in an exchange offer transaction. If the merger is consummated,
Digene will be a wholly owned subsidiary of the Company or will be merged with and into the Company. The
Company has been advised that Digene filed a PMA Supplement with the FDA in October 2001 for approval to
use Digene’s Hybrid Capture 2 HPV DNA Test in conjunction with the Pap smear as a primary screen for
cervical cancer and its precursors in women age 30 and older. The FDA panel hearing on Digene’s PMA
supplement is scheduled to be held in March 2002. The Company does not know whether the FDA will approve
Digene’s PMA Supplement. If the PMA Supplement is not approved or if such approval is substantially delayed,
Digene’s business, financial condition, and results of operations could be materially and adversely affected.

In July 1997, several petitions were filed requesting that the FDA review the PMA approval granted to the
ThinPrep System. The petitions were filed pursuant to a provision of the FDC Act permitting any interested party
to initiate a process by which the FDA may review an approval order and may issue an order affirming, reversing
or modifying the approval. The Company responded to the petitions by submitting comments in December 1997
arguing that the FDA should deny them.

In April 1999, the FDA ruled on the petitions objecting to the approval of the ThinPrep Pap Test. In a letter
addressed to petitioners, and copied to Cytyc, the FDA concluded: “It would serve no useful purpose to convene
an advisory committee of experts to consider the objections raised in the petitions.” The FDA addressed each of
the 10 objections raised by the seven petitioners. In each instance, the agency concluded that there was no
justification for review.

The ThinPrep System is, and any other products manufactured or distributed by the Company pursuant to an
approved PMA application or supplements will be, subject to pervasive and continuing regulation by the FDA,
including record-keeping requirements, reporting of adverse experience with the use of the device, postmarket
surveillance, postmarket registration and other actions as deemed necessary by the FDA. The Company is also
subject to FDA inspection for compliance with regulatory requirements. Product labeling and promotional
activities are also subject to scrutiny by the FDA and, in certain instances, by the Federal Trade Commission.
Products may only be promoted by the Company and any of its distributors for their approved indications. No
assurance can be given that modifications to the labeling which may be required by the FDA in the future will
not adversely affect the Company’s ability to market or sell the ThinPrep System, the Pro Duct ductal lavage
device, or any other products developed or obtained by the Company.

The Company also is subject to numerous federal, state and local laws relating to such matters as safe
working conditions, manufacturing practices, environmental protection, fire hazard control and disposal of
hazardous or potentially hazardous substances. There can be no assurance that the Company will not be required
to incur significant costs to comply with such laws and regulations in the future, or that such laws or regulations
will not have a material adverse effect upon the Company’s business, financial condition and results of
operations.

Sales of medical devices outside of the United States are subject to foreign regulatory requirements that vary
widely from country to country. The time required to obtain approval to market and sell the ThinPrep System
from a foreign country may be longer or shorter than that required for FDA approval and the requirements may
differ. No assurance can be given that such foreign regulatory approvals will be granted on a timely basis, or at
all. In addition, there can be no assurance that the Company will meet the FDA’s export requirements or receive
FDA export approval when such approval is necessary, or that countries to which the devices are to be exported
will approve the devices for import. Failure of the Company to meet the FDA’s export requirements or obtain
FDA export approval when required to do so, or to obtain approval for import, could have a material adverse
effect on the Company’s business, financial condition and results of operations.
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The laboratories that would purchase the ThinPrep System are subject to extensive regulation under CLIA,
which requires laboratories to meet specified standards in the areas of personnel qualifications, administration,
participation in proficiency testing, patient test management, quality control, quality assurance and inspections.
The Company believes that the ThinPrep device operates in a manner that will allow laboratories purchasing the
device to comply with CLIA requirements. However, there can be no assurance that adverse interpretations of
current CLIA regulations or future changes in CLIA regulations would not have an adverse effect on sales of the
ThinPrep System.

Patents, Trademarks, Copyrights, Licenses and Proprietary Rights

The Company relies on a combination of patents, trademarks, trade secrets, copyrights and confidentiality
agreements to protect its proprietary technology, rights and know-how. The Company pursues patent protection
in the United States and files corresponding patent applications in certain foreign jurisdictions. The Company
holds seventeen issued United States patents, eleven pending United States patent applications, and
corresponding foreign patents or patent applications relating to various aspects of its ThinPrep technology. As
part of the Company’s acquisition of Pro Duct, the Company acquired an interest in certain United States patents
and patent applications, together with certain corresponding foreign counterparts, owned or licensed by Pro Duct,
relating to various aspects of the Pro Duct ductal lavage technology. There can be no assurance, however, that
pending patent applications will ultimately issue as patents or that the claims allowed in any of the Company’s
existing or future patents will provide competitive advantages for the Company’s products or will not be
successfully challenged or circumvented by competitors. Under current law, certain patent applications filed with
the United States Patent and Trademark Office before November 29, 2000 may be maintained in secrecy until a
patent is issued. Patent applications filed with the United States Patent and Trademark Office on or after
November 29, 2000, as well as patent applications filed in foreign countries, may be published some time after
filing but prior to issuance. The right to a patent in the United States is attributable to the first to invent, not the
first to file a patent application. The Company cannot be sure that its products or technologies do not infringe
patents that may be granted in the future pursuant to pending patent applications or that its products do not
infringe any patents or proprietary rights of third parties. In the event that any relevant claims of third-party
patents are upheld as valid and enforceable, the Company could be prevented from selling its products or could
be required to obtain licenses from the owners of such patents or be required to redesign its products to avoid
infringement. There can be no assurance that such licenses would be available or, if available, would be on terms
acceptable to the Company or that the Company would be successful in any attempts to redesign its products or
processes to avoid infringement. The Company’s failure to obtain these licenses or to redesign its products would
have a material adverse effect on the Company’s business, financial condition and results of operations.

On February 19, 2002, the Company announced that it had signed a definitive merger agreement to acquire
all of the outstanding securities of Digene in an exchange offer transaction. If the merger is consummated,
Digene will be a wholly owned subsidiary of the Company or will be merged with and into the Company. The
Company has been advised that Digene may not have rights under some patents or patent applications related to
its products or product candidates that are held by third parties, and may need to obtain such rights in order to
begin or continue selling a product. Digene may be unable to obtain such rights on commercially reasonable
terms or at all. Digene has in-licensed patents to a number of cancer-causing human papillomavirus types which,
together with the patents to cancer-causing human papillomavirus types that it owns, may provide it with a
competitive advantage. Digene may lose any such competitive advantage if these licenses terminate or if the
patents licensed thereunder expire or are declared invalid. In addition, Digene may infringe the intellectual
property rights of third parties, which could result in expensive intellectual property litigation and could prevent
the development or marketing of current or proposed products.

Digene has received inquiries regarding possible patent infringements relating to, among other things,
aspects of its Hybrid Capture technology. Based upon information provided by Digene, the Company believes
that the patents of others to which these inquiries relate are either not infringed by Digene’s Hybrid Capture
technology or are invalid. However, there can be no assurance that such claims will not be asserted and, if
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asserted, such claims may require Digene to enter into a royalty-bearing license or may prevent the development
and marketing of any current or proposed product of Digene. Digene also may be forced to initiate or respond to
expensive legal proceedings to protect Digene’s patent position or other proprietary rights.

There can be no assurance that the obligations of employees of the Company and third parties with whom
the Company has entered into confidentiality agreements to maintain the confidentiality of the Company’s trade
secrets and proprietary information, will effectively prevent disclosure of the Company’s confidential
information or provide meaningful protection for the Company’s confidential information if there is unauthorized
use or disclosure, or that technology similar to the Company’s will not be independently developed by the
Company’s competitors. In addition, the Company is the exclusive perpetual worldwide licensee of certain
patented technology from DEKA for use in the field of cytology related to the fluid pumping system used in the
ThinPrep System. The Company is obligated to pay royalties equal to 1% of net sales of the ThinPrep Processor,
filter cylinder disposable products which are used in the ThinPrep System, and improvements made by the
Company relating to such items. The license provides that it may only be terminated (i) by mutual written
consent of both parties or (ii) by DEKA on written notice to the Company in the event that the license is assigned
to other than a single acquiror without the consent of DEKA. Failure by the Company to maintain rights to such
technology could have a material adverse effect on the Company’s business, financial condition and results of
operations. The Company also holds unregistered copyrights on documentation and operating software developed
by it for the ThinPrep System. The Company presently has several trademarks, some of which have been
registered with the United States Patent and Trademark Office. There can be no assurance that any copyrights or
trademarks owned by the Company will provide competitive advantages for the Company’s products or will not
be challenged or circumvented by its competitors.

Litigation may be necessary to defend against claims of infringement, or to enforce patents, copyrights,
trademarks or trade secrets of the Company which could result in substantial cost to, and diversion of effort by,
the Company. (See “Legal Proceedings”.) In addition, the laws of some foreign countries do not protect the
Company’s proprietary rights to the same extent as do the laws of the United States.

Competition

The development, FDA approval and commercial marketing of competing systems for cervical cancer
screening could have a material adverse effect on the Company’s business, financial condition and results of
operations. The Company faces direct competition from a number of publicly-traded and privately-held
companies, including other manufacturers of thin layer slide preparation systems. Many of the Company’s
existing and potential competitors have substantially greater financial, marketing, sales, distribution and technical
resources than the Company, and more experience in research and development, clinical trials, regulatory
matters, manufacturing and marketing. In addition, many of these companies may have established third-party
reimbursement for their products. Several established medical device manufacturers produce thin layer slide
preparation systems for use in non-gynecological testing applications, at least one of which has achieved brand-
name recognition and significant penetration in the non-gynecological cytology market. In June 1999, AutoCyte,
Inc., a competitor of the Company, received FDA approval to market its slide preparation system. In September
1999, AutoCyte, Inc. effected a merger with NeoPath, Inc., another competitor of the Company and a company
that has received FDA approval for a computer imaging system for primary screening of Pap smears. The
combined company was renamed TriPath Imaging, Inc. In addition to direct competition, the Company faces
indirect competition from companies which currently market imaging systems to initially evaluate conventional
pap smears (primary screening method) or to reexamine or rescreen conventional Pap smears previously
diagnosed as negative. The Company believes that these systems, as currently sold, could not be used with the
ThinPrep System, and, therefore, if such systems are installed at or used by hospitals and reference laboratories,
the Company’s ability to market its products to such hospitals and laboratories could be materially adversely
affected.
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The medical device industry is characterized by rapid product development and technological advances. The
Company’s products could be rendered obsolete or uneconomical by the introduction and market acceptance of
competing products, by technological advances of the Company’s current or potential competitors or by other
approaches.

The Company competes on the basis of a number of factors, including manufacturing efficiency, marketing
and sales capabilities and customer service and support. There can be no assurance that the Company will be able
to compete successfully against current or future competitors or that competition, including the development and
commercialization of new products and technology, will not have a material adverse effect on the Company’s
business, financial condition or results of operations.

Employees

As of December 31, 2001, the Company employed 554 persons. The Company-is not subject to any
collective bargaining agreements, has never experienced a work stoppage and considers its relations with its
employees to be good.

[tem 2. Properties

The Company’s executive offices and manufacturing operations are located in Boxborough, Massachusetts
in a leased facility consisting of approximately 97,000 square feet. The lease of this facility has a term of seven
years beginning November 1997, with an option to extend the term for an additional five years. In January 2000,
as part of its acquisition of Acu-Pak, a contract packager in Londonderry, New Hampshire, the Company
acquired approximately 2.7 acres of land and facilities. In November 2001, as part of its acquisition of Pro Duct,
a manufacturer of medical devices in Menlo Park, California, the Company entered into a lease for a facility
consisting of approximately 35,000 square feet. The lease of this facility terminates on April 30, 2603. The
Company has subleased approximately 17,000 square feet of office space in Menlo Park, California to a third
party for eighteen months ending April 30, 2003. In connection with the acquisition, the Company has committed
to a plan to abandon the leased facilities. The Company has accrued approximately $787,000 for the
abandonment of the leased facility, representing the present value of future minimum lease payments less
estimated sub-lease receipts. The Company believes that its facilities in Massachusetts and New Hampshire will
satisfy its operational requirements for the foreseeable future.

Item 4. Submission of Matters to a Vote of Security Holders

There were no matters submitted to a vote of security holders of the Company during the fourth quarter of
the year ended December 31, 2001.
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PART IX
Item 5. Market for Registrant’s Common Equity and Related Security Holder Matters

The Company’s Common Stock is traded on The Nasdaq Stock Market under the symbol “CYTC”. The
following table sets forth, for the calendar periods indicated, the range of high and low sale prices for the
Common Stock of the Company on The Nasdaq Stock Market, as adjusted to reflect both the two-for-one stock
split in the form of a stock dividend paid in January 2000 to holders of record of the Company’s Common Stock
on January 14, 2000 and the three-for-one stock split in the form of a stock dividend paid in March 2001 to
holders of record of the Company’s Common Stock on February 16, 2001. These prices do not include retail
mark-up, mark-down or commissions and may not represent actual transactions.

High Low

2600:

FArSt QUATTET . . oottt e e e e e e e e $19.25 $ 7.94

Second QUarter ... . i e 22.58 9.83

Third QUarter . ..ottt e 2348 11.25

Fourth QUarter . . ... ..ottt et et e e et e 2238 12.67
2001:

FIESt QUATTET . . oottt ettt e e e e e e $22.67 $13.63

Second QUAITET . ..ot e e e e 26.03 14.50

Third Quarter . ...........ciiiiiiin ittt il 2701 18.67

Fourth Quarter . ........................ T 3022 21.65
2002:

First Quarter (through February 15,2002) ...... ... ... ... $26.49 $19.24

On February 15, 2002, the last reported sales price of the Common Stock on the Nasdaq National Market
was $20.73 per share. As of February 15, 2002, there were approximately 533 holders of record of the Common
Stock.

The Company has never declared or paid cash dividends. The Company currently intends to retain any
earnings for use in its business and does not anticipate paying any cash dividends on its capital stock in the
foreseeable future.

In December 1999, the Company’s Board of Directors approved a two-for-one split of the Company’s
Common Stock. Payable in the form of a 100 percent stock dividend, all stockholders of record at the close of
business on January 14, 2000 received one additional share of Common Stock for each share owned. The
additional shares were distributed to stockholders on or about January 31, 2000. In January 2001, the Company’s
Board of Directors approved a three-for-one split of the Company’s Common Stock. Payable in the form of a 200
percent stock dividend, all stockholders of record at the close of business on February 16, 2001 received two
additional shares of Common Stock for each share owned. The additional shares were distributed to stockholders
on or about March 2, 2001. All share numbers contained in this report on Form 10-K and the computations of
basic and diluted net income (loss) per common share have been adjusted for all periods presented to reflect both
the two-for-one and three-for-one stock splits.

On January 1, 2000, the Company issued to Quest a warrant to purchase up to 900,000 shares of the
Company’s Common Stock at an exercise price equal to $10.14 per share. The warrant was issued in
consideration of entering into a multi-year joint-marketing agreement. No underwriter was involved in the
issuance of the warrant. On June 6, 2001, Quest exercised the warrant in full pursuant to the cashless exercise
feature and the Company issued Quest 494,400 shares of the Company’s Common Stock. Such issuance was
made by the Company in reliance upon an exemption from the registration provisions of the Securities Act of
1933 set forth in Section 4(2) thereof as a transaction by an issuer not involving a public offering.
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On November 30, 2001, the Company completed the acquisition of Pro Duct, a privately-held company that
has developed a proprietary ductal lavage device for the early detection of breast cancer. The Company acquired
all of the outstanding securities of Pro Duct by means of a forward triangular merger pursuant to which Pro Duct
was merged with and into Cytyc Health Corporation, a wholly-owned subsidiary of the Company, with Cytyc
Health Corporation surviving the merger and continuing in existence as a wholly-owned subsidiary of the
Company.

In connection with the Company’s acquisition of Pro Duct, the Company issued an aggregate of 5,000,000
shares of the Company’s common stock and $38.5 million in cash in exchange for all of the outstanding capital
stock and vested options and warrants of Pro Duct. The Company also assumed all outstanding options to acquire
Pro Duct common stock. No underwriters were involved in the Company’s issuance of common stock to the Pro
Duct securityholders, which was made by the Company in reliance upon an exemption from the registration
provisions of the Securities Act of 1933 set forth in Section 4(2) thereof as a transaction by an issuer not
involving a public offering.

Item 6. Selected Consclidated Fimancial Data

The selected consolidated financial data set forth below for each of the years ended December 31, 1999, 2000
and 2001 and at December 31, 2000 and 2001 are derived from consolidated financial statements of the Company
audited by Arthur Andersen LLP, independent public accountants, which are included elsewhere herein. The
consolidated selected financial data for the years ended December 31, 1997 and 1998 and at December 31, 1997,
1998 and 1999 are derived from consolidated financial statements of the Company audited by Arthur Andersen LLP
which are not included herein. The selected consolidated financial data set forth below should be read in
conjunction with the consolidated financial statements and related notes thereto and with “Management’s
Discussion and Analysis of Financial Condition and Results of Operations” included elsewhere in this report.

Year Ended December 31,
1997 1998 1999 2000 2001
(in thousands, except per share data)

Statements of Operations Data:

NEtSAIES ..\ttt et $ 26,347 $ 44264 $ 81,100 $142,065 $220,993
CoSt Of SAlES ..ottt e 8,006 11,211 15,815 24,565 40,168
Grossprofit . . ...vvverr e 18,341 33,053 65,285 117,500 180,825
Operating expenses:
Researchand development . .......................... 6,048 8,419 13,372 14,171 18,975
In-process research and development .. ................. — — — — 56,000
Sales and marketing . ........... .. ... 31,761 35,332 44,017 55,162 59,161
General and administrative . .......... ... .. ... .. .. 7,746 8,372 6,765 13,872 16,987
Total operating €Xpenses .................ooeeuun.. 45,555 52,123 64,154 83,205 151,123
Income (loss) fromoperations ............ oo, 27,214  (19,070) 1,131 34,295 29,702
Otherincome, NEt ... ..o vttt et 5,142 7,341 4,639 4,721 8,006
Income (loss) before provision for income taxes .............. (22,072)  (11,729) 5,770 39,016 37,708
Provision for income taxes . . ......... ... oo —_ — 130 853 25,073
Netincome (JOSS) ... otr it i e $(22,072) $(11,729) $ 5,640 $ 38,163 $ 12,635
Net income (loss) per common and potential common
share (1):
BaSIC . it e $ ©22 % O1H$ 005 3 034 $ 011
Diluted ..... ..o $ ©22) % @©I1) $ 005 $ 032 $§ 0.10
Weighted average common and potential common shares
outstanding (1):
Basic . e e 101,358 105,858 107,346 110,734 115,396
Diluted .......corii i e 101,358 105,858 112,530 117,960 120,776




Year Ended December 31,
1997 1998 1999 2000 2001
(in thousands)

Balance Sheet Data:

Cash, cash equivalents and short-term investments ............. $85402 $69908 $ 70,368 $ 88,845 $153,242
Total aSSetS ..\ v i e 108,377 97,737 112,328 170,886 386,760
Accumulated deficit ...... ... . e (69,179)  (80,908) (75,268) (37,105) (24,470)
Total stockholder'sequity . .. ...t 96,187 85,807 94,991 147,046 350,308

(1) See Note 2 in the notes to the consolidated financial statements for an explanation of the computation of
basic and diluted per share data.

Item 7. Management’s Discussion and Amnalysis of Financial Condition and Results of Operations

Overview

The Company designs, develops, manufactures and markets a sample preparation system for medical
diagnostic applications. The ThinPrep System consists of the Thin Prep Processor, and related disposable
reagents, filters and other supplies. The Company has marketed the ThinPrep System for use in non-
gynecological testing applications since 1991. On May 20, 1996, the Company received PMA approval from the
FDA to market the ThinPrep System for cervical cancer screening as a replacement for the conventional Pap
smear method. On November 6, 1996, the FDA cleared expanded product labeling for the ThinPrep System to
include the claim that the ThinPrep System is significantly more effective in detecting low grade and more severe
lesions than the conventional Pap smear method in a variety of patient populations. The expanded labeling also
indicates that the specimen quality using the ThinPrep System is significantly improved over that of the
conventional Pap smear method. On February 25, 1997, the FDA approved the Company’s supplemental PMA
application for use of a combination of an endocervical brush and spatula sampling devices, which is a
commonly used method of collecting samples for conventional Pap smears.

On September 4, 1997, the FDA approved the Company’s supplemental PMA application for the testing for
HPV directly from a single vial of patient specimen collected in ThinPrep solution using the Hybrid Capture
HPV DNA Assay of Digene. In March 1999, the FDA approved the use of Digene’s Hybrid Capture II HPV
DNA Assay from a single vial of patient specimen collected in ThinPrep solution.

The Company commenced the full-scale commercial launch of the ThinPrep System for cervical cancer
screening in the United States in 1997 and in selected international markets in 1998. In May 2000, the FDA
approved the ThinPrep® 3000 Processor, the Company’s next-generation processor for automated sample
preparation. In August 2001, the FDA approved the Company’s PMA Supplement Application for the inclusion
of data describing the detection of High-Grade Squamus Intraepithelial Lesions (HSIL) with the ThinPrep Pap
Test. In December 2001, the Company submitted a supplemental PMA application to the FDA to allow for
testing for Chlamydia Trachomatis (CT) and Neisseria Gonorrhea (NG) directly from the ThinPrep Pap Test vial
using RDC’s COBAS Amplicor™ automated system. In January 2002, the Company submitted a PMA
Application to the FDA for the ThinPrep Imaging System to aid in cervical cancer screening.

Prior to 2000, the Company incurred substantial losses, principally from expenses associated with obtaining
FDA approval of the Company’s ThinPrep System for cervical cancer screening, engineering and development
efforts related to the ThinPrep 2000 Processor, ThinPrep 3000 Processor, and ThinPrep Imaging System,
expansion of the Company’s manufacturing facilities, and the establishment of a marketing and sales
organization. The Company may experience losses in the future as it expands its domestic and international
marketing and sales activities and continues its product development efforts. The operating results of the
Company have fluctuated significantly in the past on an annual and a quarterly basis. The Company expects that
its operating results may fluctuate significantly from quarter to quarter in the future depending on a number of
factors, including the extent to which the Company’s products continue to gain market acceptance, the rate and
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size of expenditures incurred as the Company expands its domestic and establishes its international sales and
distribution networks, the timing and level of reimbursement for the Company’s products by third-party payors,
and other factors, many of which are outside the Company’s control.

The Company occupies a 97,000 square foot facility in Boxborough, Massachusetts. The Company has
installed automated customized equipment for the high-volume manufacture of disposable filters for use in
connection with the ThinPrep System. In January 2000, the Company acquired approximately 2.7 acres of land
and facilities of Acu-Pak, a contract packager in Londonderry, New Hampshire that was manufacturing, filling
vials containing and distributing the Company’s solutions for all of its ThinPrep line of products, for
approximately $6.0 million in cash. The Company accounted for the acquisition as a purchase.

In November 2001, as part of its acquisition of Pro Duct, a manufacturer of medical devices in Menlo Park,
California, the Company entered into a lease for a facility consisting of approximately 35,000 square feet. The
lease of this facility terminates on April 30, 2003. The Company has subleased approximately 17,000 square feet
of office space in Menlo Park, California to a third party for eighteen months ending April 30, 2003. In
connection with the acquisition, the Company has committed to a plan to abandon the leased facilities. The
Company has accrued approximately $787,000 for the abandonment of the leased facility, representing the
present value of future minimum lease payments less estimated sub-lease receipts.

The cost per ThinPrep® Pap Test™, plus a laboratory mark-up, is generally billed by laboratories to third-
party payors and results in a higher amount for the ThinPrep Pap Test than the current billing for conventional
Pap tests. Successful sales of the ThinPrep System for cervical cancer screening in the United States and other
countries will depend on the availability of adequate reimbursement from third-party payors such as private
insurance plans, managed care organizations and Medicare and Medicaid. Although many health insurance
companies have added the ThinPrep Pap Test to their coverage, there can be no assurance that third-party payors
will provide or continue to provide such coverage, that reimbursement levels will be adequate or that health care
providers or clinical laboratories will use the ThinPrep System for cervical cancer screening in lieu of the
conventional Pap smear method.

Since January 1, 1998, the Company’s laboratory customers have been able to request reimbursement for
the ThinPrep Pap Test from health insurance companies and the Center for Medicare and Medicaid Services
(“CMS”) using a newly assigned Common Procedure Technology (“CPT”) code specifically for liquid-based
monolayer cervical cell specimen preparation. CPT codes are assigned, maintained and revised by the CPT
Editorial Board, which is administered by the American Medical Association, and are used in the submission of
claims to third-party payors for reimbursement for medical services. CMS has established a national fee of $28
for the CPT codes describing the ThinPrep Pap Test. This reimbursement level is nearly double the level of
reimbursement for the conventional Pap smear.

The Company’s direct sales force is actively working with current laboratory customers and health
insurance companies to facilitate reimbursement under the CPT code. As of December 31, 2001, based on
information provided to the Company, the Company believes that all of the 367 health insurance companies
which announced coverage of the ThinPrep Pap Test have implemented the new CPT code and have established
a reimbursement amount. There are approximately six hundred managed care organizations and other third party
payors in the United States. There can be no assurance, however, that reimbursement levels under the new CPT
code will be adequate.

The Company expects to continue its significant expenditures for sales and marketing activities of the
ThinPrep System for cervical cancer screening and the ductal lavage device acquired from Pro Duct in 2002.

In January 2000, the Company entered into a supply and co-marketing agreement with Quest to market the
ThinPrep Pap Test as Quest’s exclusive liquid-based cervical cancer screening methodology.
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In October 2000, the Company entered into an agreement with RDC, exclusive in the United States and
Puerto Rico, to co-promote the benefits of testing for chlamydia and gonorrhea using RDC’s COBAS®
AMPLICOR® CT/NG Test directly from the ThinPrep collection vial. The companies also intend to explore the
potential for collaborating on a portfolio of additional screening and diagnostic tests based on the companies’
respective technologies.

In January 2001, the Company entered into an agreement with Digene, exclusive in the United States and
Puerto Rico, to co-promote the benefits of testing for human papillomavirus (HPV) using Digene’s Hybrid
Capture® II HPV DNA Assay directly from the ThinPrep collection vial. The companies expect that the co-
promotion program will initially focus on promoting Digene’s HPV DNA test, using the residual material in
ThinPrep collection vials, as the optimal patient management strategy for borderline cytology results.

The Company expects to increase its expenditures in 2002 for research and development to fund
development of the ductal lavage device acquired from Pro Duct, as well as follow-on products and additional
applications of ThinPrep technology.

Recent Acquisitions

In October 2001, the Company announced that it had entered into a definitive merger agreement to acquire
all of the outstanding securities of Pro Duct, a privately held company that has developed a ductal lavage device
to enhance the evaluation of risk for breast cancer. In November 2001, the Company completed its acquisition of
Pro Duct by means of a merger of Pro Duct with and into Cytyc Health Corporation, a wholly-owned subsidiary
of Cytyc Corporation. The Company intends to market the ductal lavage device as the ThinPrep Breast Test™,
subject to required regulatory approvals.

On February 19, 2002, the Company announced that it had signed a definitive merger agreement to acquire
all of the outstanding securities of Digene in an exchange offer transaction. If the acquisition is consummated,
the Company will issue approximately 23 million shares of common stock and pay $76.9 million in cash for the
outstanding equity of Digene (calculated on a fully diluted basis using the treasury stock method). The Company
also will assume all options to acquire Digene common stock that are outstanding as of the closing of the merger
that follows the tender offer. The acquisition is structured as a tax-free reorganization.

The closing of the exchange offer is subject to the tender of over 50 percent of Digene’s outstanding
securities, regulatory approval, and other customary closing conditions. Although the Company expects that its
acquisition of Digene will close during the second quarter of 2002, the Company may not be able to complete the
acquisition during the second quarter, or at all.

In Process Research and Development

The Company incurred in-process research and development charges totaling approximately $56.0 million
in 2001. These charges related to the acquisition of Pro Duct. The Company determined these valuations giving
explicit consideration to the Securities and Exchange Commission’s views on purchased in-process research and
development as set forth in its September 9, 1998 letter to the American Institute of Certified Public Accountants
SEC Regulations Committee (the “AICPA Letter’). These valuations were further based upon appraisals
prepared by an independent appraiser experienced in evaluating in-process research and development. A
description of the valuation methodology and assumptions used in those valuations are set forth below.

Ag part of the purchase price allocation, all intangible assets that are a part of the merger were identified and
valued. It was determined that technology assets had value. As a result of this identification and valuation
process, the Company allocated approximately $56.0 million of the purchase price to in-process research and
development projects. This allocation represented the estimated fair value based on risk-adjusted cash flows
related to the incomplete research and development related primarily to three projects. At the date of acquisition,
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the development of these projects had not yet reached technology feasibility and the research and development in
progress had no alternative future uses. Accordingly, these costs were charged to expense as of the date of the
merger.

In making purchase price allocation, management considered present value calculations of income, an
analysis of project accomplishments and remaining outstanding items, an assessment of overall contributions, as
well as project risks. The value assigned to purchased in-process research and development was determined by
estimating the costs to develop the acquired technology into commercially viable products, estimating the
resulting net cash flows from the projects, and discounting the net cash flows to their present value. The revenue
projection used to value the in-process research and development was based on estimates of relevant market sizes
and growth factors, expected trends in technology, and the nature and expected timing of new product
introductions by the Company and its competitors. The resulting net cash flows from such projects are based on
management’s estimates of cost of sales, operating expenses, and income taxes from such projects.

Aggregate revenues for Pro Duct were estimated to grow at a compounded annual growth rate of
approximately 111% for the five years following the acquisition, assuming the successful completion and market
acceptance of the major research and development programs.

The rates utilized to discount the net cash flows to their present value were based on estimated weighted
average cost of capital calculations. Due to the nature of the forecast and the risks associated with the
development projects, a range of discount rates of 25% to 30% were used for the in-process research and
development. The discount rate utilized was higher than the Company’s weighted average cost of capital due to
the inherent uncertainties surrounding the successful development of the purchased in-process technology, the
useful life of such technology, the profitability levels of such technology, and the uncertainty of technological
advances that are unknown at this time.

Due to the very short lapse of time from the date of acquisition to December 31, 2001 the Company has not
revised any estimates or assumptions made above. However, the Company is constantly reviewing the allocation
of its research and development resources to respond to the ever changing market and technology developments,
as well as developments of internally developed and acquired evolving technology portfolio.

As of December 31, 2001 expenditures incurred and estimates to complete the acquired in-process projects
are consistent with the Company’s expectations. If the Company is not successful in implementing its projects, it
may be unable to realize the value assigned to this in-process technology. In addition, the value of the other
acquired intangible assets associated with this technology may also become impaired.

Critical Accounting Pelicies

In December 2001, the SEC requested that all registrants list their most “critical accounting policies” in
MD&A. The SEC indicated that a “critical accounting policy” is one which is both important to the portrayal of
the company’s financial condition and results and requires management’s most difficult, subjective or complex
judgments, often as a result of the need to make estimates about the effect of matters that are inherently
uncertain. Management believes that the following accounting policies fit this definition:

Revenue Recognition. The Company’s revenue recognition policy is significant because revenue is a key
component of the Company’s results of operations. The Company follows very specific and detailed guidelines
in measuring revenue; however, certain judgments affect the application of its revenue policy. For example,
revenue is not recognized from sales transactions unless the collection of the resulting receivable is reasonably
assured. The Company assesses collection based on a number of factors, including past transaction history with
the customer and the credit-worthiness of the customer. If it is determined that the collection of a fee is not
reasonably assured, the fee is deferred and revenue is recognized at the time collection becomes reasonably
assured, which is generally upon receipt of cash. Revenue results are difficult to predict, and any shortfall in
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revenue or delay in recognizing revenue could cause our operating results to vary significantly from quarter
to quarter.

Valuation of Long-Lived Assets and Deferred Taxes. The Company assesses the impairment of identifiable
intangibles, long-lived assets and goodwill whenever events or changes in circumstances indicate that the carrying
value may not be recoverable. If it is determined that the carrying value of intangible, long-lived assets and
goodwill might not be recoverable based upon the existence of one or more indicators of impairment, the
Company would measure any impairment based on a projected discounted cash flow method. No such impairment
charges have been recorded to date. In 2002, Statement of Financial Accounting Standards (“SFAS”) No. 142
“Goodwill and Other Intangible Assets” became effective and as a result, the Company will cease to amortize
goodwill. In lieu of amortization, the Company is required to perform an initial impairment of our goodwill in
2002 and an annual impairment review thereafter. The Company currently does not expect to record an
impairment charge upon completion of the initial impairment review. However, there can be no assurance that at
the time the review is completed a material impairment charge will not be recorded. Carrying value of the
Company’s net deferred tax assets assumes that the Company will be able to generate sufficient future taxable
income in certain tax jurisdictions, based on estimates and assumptions. If these estimates, and related
assumptions change in the future, the Company may be required to record additional valuation allowances against
its deferred tax assets resulting in additional income tax expense in the Company’s consolidated statement of
operations.

Accounts Receivable Reserve. The Company performs ongoing credit evaluations of its customers and
adjusts credit limits based upon payment history and the customer’s credit worthiness, as determined by its
review of their current credit information. The Company continuously monitors collections and payments from
its customers and maintains a provision for estimated credit losses based upon our historical experience and any
specific customer collection issues that have been identified. While such credit losses have historically been
within the Company’s expectations and the provisions established, it cannot guarantee that it will continue to
experience the same credit loss rates that it has in the past. ‘

The above list is not intended to be a comprehensive list of all of our accounting policies. In many cases, the
accounting treatment of a