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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549
FORM 10-Q
(Mark One)
b Quarterly Report Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934

For the quarterly period ended September 30, 2004
OR
0 Transition Report Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934
Commission File Number 0-21872
GEN-PROBE INCORPORATED

(Exact Name of Registrant as Specified in Its Charter)

Delaware 33-0044608
(State or other jurisdiction of (I.R.S. Employer
incorporation or organization) Identification
Number)

10210 Genetic Center Drive
San Diego, CA 92121
(Address of Principal Executive Offices) (Zip Code)
(858) 410-8000
(Registrant s Telephone Number, Including Area Code)

Indicate by check mark whether the registrant (1) has filed all reports required to be filed by Section 13 or 15(d) of
the Securities Exchange Act of 1934 during the preceding 12 months (or for such shorter period that the registrant was
required to file such reports), and (2) has been subject to such filing requirements for the past 90 days. Yes p No o

Indicate by check mark whether the registrant is an accelerated filer (as defined in Rule 12b-2 of the Exchange
Act). Yes b No o

As of October 31, 2004, there were 49,823,569 shares of the registrant s common stock, par value $0.0001 per
share, outstanding.

GEN-PROBE INCORPORATED
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Item 1. Financial Statements
GEN-PROBE INCORPORATED
CONSOLIDATED BALANCE SHEETS

(In thousands, except share and per share data)

September
30,
2004
(unaudited)
Current assets:
Cash and cash equivalents $ 19,346
Short-term investments 160,737
Trade accounts receivable, net of allowance for doubtful accounts of $713 and
$717 at September 30, 2004 and December 31, 2003, respectively 18,690
Accounts receivable other 10,836
Inventories 29,390
Deferred income taxes 8,789
Prepaid expenses and other current assets 15,840
Total current assets 263,628
Property, plant and equipment, net 70,147
Capitalized software, net 24,094
Goodwill 18,621
Intangible and other assets 23,238
Total assets $ 399,728
Current liabilities:
Accounts payable 13,950
Accrued salaries and employee benefits 12,646
Other accrued expenses 6,403
Income taxes payable 2,760
Deferred revenue 9,649
Total current liabilities 45,408
Deferred income taxes 7,425
Deferred revenue 5,167
Deferred rent 313
Minority interest 1,702

Commitments and contingencies

Stockholders equity:

Preferred stock, $.0001 par value per share; 20,000,000 shares authorized,

none issued and outstanding

Common stock, $.0001 par value per share; 200,000,000 shares authorized, 5
49,778,731 and 48,721,560 shares issued and outstanding at September 30,

Table of Contents

December
31,
2003

$ 35,973
120,333

15,158

2,555
13,676
10,979
10,203

208,877
65,478
24,872
18,621

6,893

$ 324,741

9,250
11,670
6,085
6,191
6,681

39,877
6,850
5,667

323
1,649
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2004 and December 31, 2003, respectively

Additional paid-in capital 239,751 212,586
Deferred compensation (1,194) (538)
Accumulated other comprehensive income 573 343
Retained earnings 100,578 57,979
Total stockholders equity 339,713 270,375
Total liabilities and stockholders equity $ 399,728 $ 324,741

See accompanying notes to consolidated financial statements.
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Revenues:

Product sales

Collaborative research revenue
Royalty and license revenue

Total revenues

Operating expenses:

Cost of product sales
Research and development
Marketing and sales
General and administrative

Total operating expenses
Income from operations
Other income (expense):
Minority interest

Interest income

Interest expense

Other income (expense), net

Total other income (expense)

Income before income taxes
Income tax expense

Net income

Net income per share(!):
Basic

Diluted

Edgar Filing: GEN PROBE INC - Form 10-Q

GEN-PROBE INCORPORATED

CONSOLIDATED STATEMENTS OF INCOME

(In thousands, except per share data)

Weighted average shares outstanding(!:

Basic

Diluted

Table of Contents

Three Months Ended
September 30,
2004 2003

$ 56,447 $ 47,927

5,532 3,737
1,508 617
63,487 52,281
15,272 10,828
15,646 16,921
6,568 5,943
9,058 5,740
46,544 39,432
16,943 12,849
(103)
855 564
(20) (14)
37 55
769 605
17,712 13,454
6,602 4,604

$ 11,110 $ 8,850

$ 022 $ 0.18

$ 022 $ 0.18

49,654 47,987
51,516 49,974

Nine Months Ended
September 30,
2004 2003

$164,077 $ 137,846
19,270 9,474
17,851 1,811

201,198 149,131

42,300 34,802
49,961 44,576
19,958 16,490
23,817 15,757
136,036 111,625
65,162 37,506
(282)
1,881 1,447
(33) (57)
(99) 121
1,467 1,511
66,629 39,017
24,030 13,364

$ 42,599 $ 25,653

$ 0.86 $ 0.54

$ 0.83 $ 0.53
49,284 47,745
51,302 48,697
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() All share and per share amounts reflect the 2-for-1 stock split implemented as a 100% stock dividend in
September 2003.
See accompanying notes to consolidated financial statements.
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GEN-PROBE INCORPORATED
CONSOLIDATED STATEMENTS OF CASH FLOWS

(In thousands)

Nine Months Ended
September 30,

2004 2003
Operating activities
Net income $ 42,599 $ 25,653
Adjustments to reconcile net income to net cash provided by operating activities:
Depreciation and amortization 12,988 11,780
Stock compensation charges 1,051
Loss on disposal of property and equipment 58 75
Deferred rent (10) (1)
Stock option income tax benefits 9,639
Deferred revenue 2,468 481
Deferred income taxes 2,755 148
Minority interest 227
Changes in assets and liabilities:
Accounts receivable (5,775) (2,151)
Inventories (15,710) 132
Prepaid expenses and other current assets (5,637) (5,411)
Accounts payable 4,694 (448)
Accrued salaries and employee benefits 976 959
Other accrued expenses (291) (1,261)
Income taxes payable (3,393) 2,290
Net cash provided by operating activities 46,385 32,246
Investing activities
Proceeds from sales and maturities of short-term investments 148,444 30,456
Purchases of short-term investments (188,644) (64,033)
Purchases of property, plant and equipment (15,572) (8,363)
Cash paid for acquisition of Molecular Light Technology shares, net of cash acquired (376) (5,941
Cash paid for Vysis license fee (22,500)
Capitalization of software development costs (270) (1,553)
Capitalization of patent costs 410) (466)
Other assets (182) (115)
Net cash used in investing activities (79,510) (50,015)
Financing activities
Proceeds from issuance of common stock 15,819 12,348
Net cash provided by financing activities 15,819 12,348
Effect of exchange rate changes on cash 679
Net increase (decrease) in cash and cash equivalents (16,627) (5,421)
Cash and cash equivalents at the beginning of the period 35,973 43,118
Cash and cash equivalents at the end of the period 19,346 37,697
Supplemental disclosure of cash flow information:
Cash paid (received) for:
Table of Contents 8
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Interest $ 33 $ 44
Income taxes $ 15,692 $ 10,983

See accompanying notes to consolidated financial statements.
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Notes to the Consolidated Financial Statements (unaudited)
Note 1  Basis of presentation

The accompanying interim consolidated financial statements of Gen-Probe Incorporated ( Gen-Probe or the

Company ) at September 30, 2004, and for the three and nine month periods ended September 30, 2004 and 2003, are
unaudited and have been prepared in accordance with accounting principles generally accepted in the United States for
interim financial information. Accordingly, they do not include all of the information and footnotes required by
generally accepted accounting principles for complete financial statements. In management s opinion, the unaudited
financial statements include all adjustments, consisting only of normal recurring accruals, necessary to state fairly the
financial information therein, in accordance with generally accepted accounting principles. Interim results are not
necessarily indicative of the results which may be reported for any other interim period or for the year ending
December 31, 2004.

These unaudited consolidated financial statements and footnotes thereto should be read in conjunction with the
audited financial statements and footnotes thereto contained in the Company s Annual Report on Form 10-K for the
year ended December 31, 2003.

Note 2 Reporting periods

The Company operates and reports on fiscal periods ending on the Friday closest to the end of the month except for
year-end, which closes December 31. For ease of presentation, the quarterly reporting periods are deemed to end on
March 31, June 30 and September 30. The three months ended March 31, 2004 and nine months ended September 30,
2004 included three more business days compared to the same periods in the prior year.

Note 3 Summary of significant accounting policies
Recent Accounting Pronouncement

During March 2004, the Financial Accounting Standards Board ( FASB ) issued an exposure draft of a new standard
entitled Share Based Payment, which would amend Statement of Accounting Standards ( SFAS ) No. 123, Accounting
for Stock Based Compensation, and SFAS No. 95, Statement of Cash Flows . Among other items, the new standard
would require the expensing, in the financial statements, of stock options issued by the Company. The new standard,
as proposed, would be effective for periods beginning after June 15, 2005.

Throughout most of 2004, the FASB has continued to deliberate on different aspects of a new standard, and
currently expects to issue a final standard in the fourth quarter 2004. Although the Company has not yet completed an
analysis to quantify the exact impact the new standard will have on its future financial performance, the disclosures in
Note 4 provide detail as to the Company s financial performance as if the Company had applied the fair value based
method and recognition provisions of SFAS No. 123 to stock-based employee compensation to the current reporting
periods.

Principles of consolidation
The consolidated financial statements of the Company include the accounts of the Company and its subsidiaries,
Gen-Probe Sales and Services, Inc., Gen-Probe Canada, Inc., Gen-Probe UK Limited and Molecular Light

Technology Limited and its subsidiaries. All intercompany transactions and balances have been eliminated in
consolidation.

Table of Contents 10



Edgar Filing: GEN PROBE INC - Form 10-Q

In August 2004, the Company paid $376,000 plus accrued interest, in cash, to acquire an additional 3.42% of the
outstanding shares of Molecular Light Technology Limited ( MLT ), a privately held company located in Cardiff,
Wales, giving the Company a total ownership of 86% as of September 30, 2004.

6
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Use of estimates

The preparation of financial statements in conformity with accounting principles generally accepted in the United
States requires management to make estimates and assumptions that affect the amounts reported in the consolidated
financial statements. These estimates include assessing the collectibility of accounts receivable and the valuation of
inventories and long-lived assets. Actual results could differ from those estimates.

Foreign currency translation

The functional currency of the Company s majority owned subsidiary, MLT and its subsidiaries, is the British
pound. Accordingly, all balance sheet accounts of this subsidiary are translated into United States dollars using the
exchange rate in effect at the balance sheet date, and revenues and expenses are translated using the average exchange
rates in effect during the period. The gains and losses from foreign currency translation of this subsidiary s financial
statements are recorded directly as a separate component of stockholders equity under the caption Accumulated other
comprehensive income.

Reclassifications

Certain prior year amounts have been reclassified to conform with the current year presentation.

Note 4  Stock-based compensation

The Company has recorded an option-related third quarter non-cash compensation charge of $0.7 million related to
the departure of a former executive.

The Company measures compensation expense for its employee stock-based compensation using the intrinsic
value method and provides pro forma disclosures of net income and earnings per common share as if the fair value
methods had been applied in measuring compensation expense. Under the intrinsic value method, compensation cost
for employee stock awards is recognized as the excess, if any, of the deemed fair value for financial reporting
purposes of the Company s common stock on the date of grant over the amount an employee must pay to acquire the
stock.

Pro forma information regarding net income is required to be disclosed in interim financial statements by SFAS
No. 148, and has been determined as if the Company had accounted for its employee stock options and employee
stock purchase plan under the fair value method of SFAS No. 123. The fair value for employee stock options was
estimated at the dates of grant using the minimum value option pricing model from the stock option plan inception
date in 2000 through September 15, 2002 and the Black-Scholes pricing model for all option grants made subsequent
to that date. The following weighted average assumptions were used:

Three Months
Ended Nine Months Ended
September 30, September 30,
2004 2003 2004 2003
Risk free interest rate 3.15% 2.86% 3.17% 2.76%
Dividend yield 0% 0% 0% 0%
Volatility factor 62% 47% 63% 48%
Expected life (in years) 4 4 4 4
Resulting average fair value $18.28 $11.39 $18.82 $10.48

Table of Contents 12
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The fair value of each purchase right issued under the Company s Employee Stock Purchase Plan ( ESPP ) for the
three and nine month periods ended September 30, 2004 and 2003 was estimated on the date of grant using the
Black-Scholes pricing model. The following weighted average assumptions were used:

7
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Three Months Nine Months
Ended Ended
September 30, September 30,
2004 2003 2004 2003

Risk free interest rate 1.0% 1.0% 1.0% 1.0%
Dividend yield 0% 0% 0% 0%
Volatility factor 66% 54% 59% 54%
Expected life (in years) .50 .20 .50 .20
Resulting average fair
value $ 6.33 $ 1.80 $5.46 $1.80

Had compensation expense for stock-based compensation plans been determined based on the fair value method
prescribed under SFAS No. 123, the Company s net income and net income per share would have been as follows (in
thousands, except per share data):

Three Months
Ended Nine Months Ended
September 30, September 30,
2004 2003 2004 2003
Net income:
As reported $11,110 $8,850 $42,599  $25,653

Stock-based employee

compensation expense

included in reported net

income, net of related tax

effects 491 547
Total stock based

employee compensation

expense determined under

fair value based method

for all awards, net of

related tax effects (2,870) (946) (7,151) (1,414)
Pro forma net income $ 8,731 $ 7,904 $35,995 $24,239

Net income per share:

As reported

Basic $ 022 $ 018 $ 08 $ 054

Diluted $ 022 $ 018 $ 083 $ 053

Pro forma

Basic $ 018 $ 016 $ 073 $ 051

Diluted $ 0.17 $ 016 $ 070 $ 0.0

The pro forma effects on net income for the three and nine month periods ended September 30, 2004 and 2003 are
not likely to be representative of the effects on reported net income in future years. In management s opinion, existing
stock option valuation models do not provide a reliable single measure of the fair value of employee stock options that
have vesting provisions and are not transferable. In addition, option valuation models require the input of highly
subjective assumptions, and changes in such subjective assumptions can materially affect the fair value estimate of
employee stock options.

Note 5 Net income per share

Table of Contents 14
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The Company computes net income per share in accordance with SFAS No. 128, Earnings Per Share, and SEC
Staff Accounting Bulletin ( SAB ) No. 98. Basic net income per share is computed based on the weighted average
number of common shares outstanding during the period. Diluted net income per share is computed based on the
weighted average number of shares of common stock and other dilutive securities outstanding during the period.
Under the provisions of SAB No. 98, common shares issued for nominal consideration, if any, would be included in
the per share calculations as if they were outstanding for all periods presented.

8
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The following table sets forth the computation of net income per share (in thousands, except per share amounts):

Three Months Ended Nine Months Ended
September 30, September 30,

2004 2003 2004 2003
Net income $11,110 $ 8,850 $42,599 $ 25,653
Weighted average shares outstanding
Basic 49,654 47,987 49,284 47,745
Effect of dilutive common stock options outstanding 1,862 1,987 2,018 952
Weighted average shares outstanding
Diluted 51,516 49,974 51,302 48,697
Net income per share:
Basic $ 022 $ 0.18 $ 0.86 $ 054
Diluted $ 022 $ 0.18 $ 083 $ 053

Dilutive securities include options to purchase common stock subject to vesting and unvested restricted stock.
Potentially dilutive securities totaling 262,755 and 1,481,758 for the three months ended September 30, 2004 and
2003, and 262,755 and 1,677,626 shares for the nine months ended September 30, 2004 and 2003, respectively, were
excluded from the calculation of diluted earnings per share because of their anti-dilutive effect.

Note 6

Comprehensive income

Comprehensive income is comprised of net income and other comprehensive income (loss), which includes certain

changes in stockholders

statements and unrealized gains and losses on our available for sale securities.

Components of comprehensive income, net of income taxes, were as follows (in thousands):

Note 7

Three Months Ended
September 30,
2004 2003
Net income $ 11,110 $ 8,850
Foreign currency translation
adjustment (231)
Change in unrealized gain
(loss) on investments 330 (36)
Comprehensive income $ 11,209 $ 8,814

Intangible assets by asset class and related accumulated amortization

Table of Contents

Nine Months Ended
September 30,
2004 2003

$42,599 $25,653

273
(43) 170
$42,829 $25,823

equity such as foreign currency translation of our majority owned subsidiary s financial

16
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The Company s intangible assets and related accumulated amortization consisted of the following (in thousands):

September 30, 2004 December 31, 2003
Accumulated Accumulated
Gross Amortization Net Gross Amortization Net
Intangible assets subject to
amortization:
Capitalized software $25,142 $ 1,048 $24,094  $24.872 $ $24,872
Patents 15,174 13,806 1,368 14,764 13,073 1,691
Purchased intangibles 33,636 31,910 1,726 33,636 31,658 1,978
License fees 20,026 160 19,866 3,000 36 2,964
Total $93,978 $ 46,924 $47,054 $76,272 $ 44,767 $31,505
Intangible assets not subject to
amortization:
Goodwill $26,298 $ 7,677 $18,621 $26,298 $ 7,677 $ 18,621
9
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In September 2004, the Company entered into a Settlement Agreement and an Amendment to its Nonexclusive
License Agreement with Vysis under which the Company has withdrawn its patent litigation against Vysis Inc.
( Vysis ) and agreed to pay Vysis an aggregate of $22.5 million. This aggregate amount includes $20.5 million for a
fully paid up license to eliminate all future royalty obligations of the Company to Vysis under the Collins patent
covered by the license, and $2.0 million for a fully paid-up, royalty-free license in additional fields covered by the
Collins patent. Chiron Corporation ( Chiron ), the Company s blood screening partner, has reimbursed the Company
$5.5 million of this amount (in October 2004), commensurate with its obligation to reimburse the Company a portion
of the royalties paid by the Company to Vysis on blood screening products, resulting in a $17.0 million net intangible
asset, which will be amortized to cost of goods sold on a straight-line basis over 135 months.

Note 8 Inventories

Net inventories are comprised of the following (in thousands):

September December

30, 31,

2004 2003

Raw materials $ 6,604 $ 5,874
Work in progress 10,829 3,118
Finished goods 11,957 4,684

$ 29,390 $ 13,676
Note 9 Income taxes

The Company accounts for income taxes during interim periods in accordance with SFAS No. 109, Accounting for
Income Taxes, Accounting Principles Board, ( APB ) No. 28, Interim Financial Reporting, and FIN 18, Accounting fo
Income Taxes in Interim Periods, an interpretation of APB Opinion No. 28. For interim reporting purposes, these rules
require that a company determine the best estimate of its annual effective tax rate and then apply that rate in providing
for income taxes on a year-to-date basis.

On October 4, 2004, President Bush signed into Law the Working Families Tax Relief Act of 2004 which extended
the expiration date of the United States research tax credit retroactively from after June 30, 2004 through
December 31, 2005. Under paragraph 20 of APB 28, any immediate impact as a result of a change in tax law in this
case, reinstatement of the credit should be recognized in the interim period in which the law change is enacted.
Accordingly, because the credit was reinstated after September 30, 2004, any catch-up adjustment will be recognized
when the annual estimated tax rate is remeasured during the Company s fourth quarter. Because the Company has not
been permitted to claim a benefit for twelve months of its research and development credit in its full-year estimated
tax rate for purposes of calculating its third quarter tax provision, the Company s effective tax rate of approximately
37% during the three months ended September 30, 2004 would have been approximately 36% if the credit had been
reinstated earlier.

Tax benefits of $9.6 million in the nine month period ended September 30, 2004 related to employee stock options
and stock purchase plans were credited to stockholders equity. The Company did not record any tax benefits in the
same period of the prior year.

Note 10  Stockholders equity

Number of authorized shares of common stock

Table of Contents 18
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On September 5, 2003, the Company s Board of Directors authorized a two-for-one stock split implemented as a
100% stock dividend, effective September 30, 2003 for holders of record as of September 16, 2003 (the Stock Split ).
As a result of the Stock Split by stock dividend, the number of outstanding shares of the Company s common stock and
the number of shares of the Company s common stock reserved under its equity compensation plans was doubled. On
May 28, 2004, the Company s stockholders approved an increase in the authorized number of shares of common stock
under the Company s Certificate of Incorporation from 100,000,000 to 200,000,000 shares.

10
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Common stock

During the three and nine months ended September 30, 2004, 140,434 and 950,081 options, respectively, to
purchase shares of the Company s common stock were exercised by Gen-Probe employees at a weighted average
exercise price of $15.62 and $13.61, respectively. The Company also issued 856 and 3,660 shares of common stock at
fair market value during the three and nine months ended September 30, 2004, to members of the Board of Directors
as partial consideration for services rendered, resulting in an expense totaling $34,129 and $140,663, respectively,
which was equal to the fair market value on the date of grants. Further, employees purchased 46,713 and 103,430
shares of the Company s common stock at an average purchase price of $29.03 and $27.87 per share, respectively,
during the three and nine months ended September 30, 2004, pursuant to the Company s ESPP.

Note 11 Litigation

The Company is a party to the following litigation and is currently participating in other litigation in the ordinary
course of business. The Company intends to vigorously defend its interests in these matters. The Company expects
that the resolution of these matters will not have a material adverse effect on its business, financial condition or results
of operations. However, due to the uncertainties inherent in litigation, no assurance can be given as to the outcome of
these proceedings. If any of these matters were resolved in a manner unfavorable to the Company, its business,
financial condition and results of operations would be harmed.

Enzo Biochem, Inc.

In June 1999, the Company was sued by Enzo Biochem, Inc. in the United States District Court for the Southern
District of New York. Enzo alleged that the Company and its former affiliates, as well as Becton Dickinson and
bioMérieux, have willfully infringed United States patent no. 4,900,659, or the = 659 patent, through the manufacture
and sale of products for the diagnosis of gonorrhea. The Company s former affiliates and bioMérieux have been
dismissed from the case by Enzo. The Company and Becton Dickinson remain as defendants. Enzo asserted a damage
claim based on a contention that Enzo was entitled to a reasonable royalty on all sales of Gen-Probe products for the
detection of Neisseria gonorrhoeae bacteria from June 1993 through trial. Revenues from tests for the detection of
Neisseria gonorrhoeae have constituted a significant portion of Gen-Probe s revenues during the relevant period. The
Company believes that the claims of the 659 patent are invalid, unenforceable and may not be properly interpreted to
cover its products. On July 27, 2004, the Court granted summary judgment in favor of the defendants and against
Enzo, holding that the 659 patent is invalid based on the on-sale doctrine. Enzo has appealed the summary judgment
to the United States Court of Appeals for the Federal Circuit. On September 30, 2004, the defendants filed a joint
motion to dismiss Enzo s appeal for lack of subject matter jurisdiction on the ground that counterclaims relating to
enforceability of the 659 patent based on inequitable conduct had not been adjudicated and a final judgment had not
been entered by the Court. Enzo has opposed the motion to dismiss, which remains pending. The Company intends to
vigorously defend the lawsuit. However, there can be no assurance that the case will be resolved in the Company s
favor.

Vysis, Inc.

In December 1999, the Company initiated litigation in the United States District Court for the Southern District of
California against Vysis, Inc., now a wholly-owned subsidiary of Abbott Laboratories, seeking a declaratory judgment
that the Company s products were not covered by a Vysis patent, sometimes referred to as the Collins patent, that is the
subject of a license granted by Vysis in favor of the Company and that the patent is invalid and unenforceable. In
August 2002, following a jury trial, the District Court entered judgment in the Company s favor, finding the Vysis
patent invalid and finding that the patent does not cover Gen-Probe s products. On September 3, 2002, Vysis filed a
notice of appeal with the District Court. Further, on October 22, 2002, while Vysis appeal was pending, the United
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States Patent & Trademark Office reissued the Vysis patent with amended claims. On October 22, 2002, the Company
filed a second lawsuit in District Court to challenge the validity and scope of the reissued patent. On March 5, 2004,
the Court of Appeals vacated the District Court s August 2002 judgment in favor of the Company and directed the
District Court to dismiss the case on the ground of lack of subject matter jurisdiction. The Company s petition for
rehearing and rehearing en banc (with the participation of all the judges) was denied by the Federal Circuit. In
accordance with the

11
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denial, on July 14, 2004, the District Court dismissed the action with prejudice. On August 20, 2004, the Company
filed a petition for review by the United States Supreme Court of the lower court s decision. In September 2004, the
Company entered into a Settlement Agreement and an Amendment to Nonexclusive License Agreement with Vysis
under which the Company has withdrawn its patent litigation against Vysis and agreed to pay Vysis an aggregate of
$22.5 million. This amount includes $20.5 million for a fully paid up license to eliminate all future royalty obligations
of the Company to Vysis under the Collins patent covered by the license, and $2.0 million for a fully paid-up,
royalty-free license in additional fields under the Collins patent. Chiron, the Company s blood screening partner, has
reimbursed the Company $5.5 million of this amount, commensurate with its obligation to reimburse the Company a
portion of the royalties paid by the Company to Vysis on blood screening products. The Company s petition for review
by the United States Supreme Court was dismissed at the Company s request on October 14, 2004.

Bayer Corporation

In November 2002, the Company filed a demand for arbitration against Bayer Corporation, or Bayer, in the
Judicial Arbitration & Mediation Services, Inc., or JAMS, office in San Diego, California related to the Company s
collaboration with Bayer for nucleic acid diagnostic tests for viral organisms. Under the terms of the collaboration
agreement, Bayer acquired the exclusive right to distribute nucleic acid diagnostic tests designed and developed by
Gen-Probe for the detection of HIV, hepatitis viruses and other specified viruses, subject to certain conditions.
Gen-Probe s demand for arbitration states that Bayer has failed to fulfill the conditions required to maintain exclusive
distribution rights. The arbitration demand seeks confirmation that the agreement grants Gen-Probe, in the present
circumstances, a co-exclusive right to directly distribute the viral diagnostic tests that are the subject of the agreement.
In November 2003, Bayer filed a counterclaim for money damages based on alleged delays in the development of the
TIGRIS system, alleged delays in the development of certain assays, and other claims. Bayer Healthcare LLC has also
been added as a respondent and counterclaimant. The hearing on the matter began on September 13, 2004 and closing
arguments were concluded on November 3, 2004. In accordance with the underlying agreement, the arbitrator has
30 days to render an opinion following the conclusion of certain pending motions. There can be no assurances as to
the final outcome of the arbitration.

On March 17, 2004, the Company filed a patent infringement action in the United States District Court for the
Southern District of California against Bayer Corporation and Bayer Healthcare LLC, alleging that Bayer s bDNA
nucleic acid tests for HIV and HCV infringe Gen-Probe s U.S. patent no. 5,955,261, entitled Method for Detecting the
Presence of Group-Specific Viral mRNA in a Sample. Bayer s bDNA tests are not covered by the collaboration
agreement between the companies. Bayer has denied the allegations of infringement and alleged that the patent is
invalid or unenforceable. No trial date has been set. There can be no assurances as to the final outcome of the
litigation.

Item 2. Management s Discussion and Analysis of Financial Condition and Results of Operations

This report contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act
of 1995, which provides a safe harbor for these types of statements. To the extent statements in this report involve,
without limitation, our expectations for growth, estimates of future revenue, expenses, profit, cash flow, balance sheet
items or any other guidance on future periods, these statements are forward-looking statements. Forward-looking
statements are not guarantees of performance. They involve known and unknown risks, uncertainties and assumptions
that may cause actual results, levels of activity, performance or achievements to differ materially from any results,
level of activity, performance or achievements expressed or implied by any forward-looking statement. We assume no
obligation to update any forward-looking statements.
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The following information should be read in conjunction with our September 30, 2004 consolidated financial
statements and related notes thereto and with our consolidated financial statements and notes thereto for the year
ended December 31, 2003 and the related Management s Discussion and Analysis of Financial Condition and Results
of Operations contained in our Annual Report on Form 10-K for the year ended December 31, 2003. We also urge you
to review and consider our disclosures describing various risks that may affect our business, which are set forth under
the heading Risk Factors in this report and in our Annual Report on Form 10-K for the year ended December 31,

2003.
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We are a global leader in the development, manufacture and marketing of rapid, accurate and cost-effective nucleic
acid probe-based products used for the clinical diagnosis of human diseases and for the screening of donated human
blood. We have over 21 years of nucleic acid detection research and product development experience, and our
products, which are based on our patented nucleic acid testing, or NAT, technology, are used daily in clinical
laboratories and blood collection centers in major countries throughout the world.

In September 2002, our common stock began trading on the Nasdaq National Market. As a publicly traded
company, we have achieved strong growth in both revenues and earnings due principally to the success of our blood
screening products which are used to detect the presence of human immunodeficiency virus (type 1), or HIV-1, and
hepatitis C virus, or HCV. Under our collaboration agreement with Chiron Corporation, or Chiron, we are responsible
for the research, development, regulatory process and manufacturing of our blood screening products, while Chiron is
responsible for marketing, sales, distribution and service.

During the three and nine months ended September 30, 2004, we achieved strong financial results. Net income for
the nine month period ended September 30, 2004 was $42.6 million ($0.83 per diluted share), compared to
$25.7 million ($0.53 per diluted share) in the same period of the prior year, an increase of 66%. Total revenues for the
nine month period ended September 30, 2004 were $201.2 million, compared to $149.1 million in the same period of
the prior year, an increase of 35%. Product sales for the nine month period ended September 30, 2004 were
$164.1 million, compared to $137.8 million in the same period of the prior year, an increase of 19%. During the nine
months ended September 30, 2004, net income and total revenues included a contract milestone with Chiron and a
license fee earned in connection with our cross-licensing agreement with Tosoh Corporation, or Tosoh. These
amounts added approximately $0.17 to diluted earnings per share and $13.5 million to revenues.

Recent Events

In September 2004, we entered into a Settlement Agreement and an Amendment to our Nonexclusive License
Agreement with Vysis under which the Company has withdrawn its patent litigation against Vysis and agreed to pay
Vysis an aggregate of $22.5 million. This amount includes $20.5 million for a fully paid up license to eliminate all
future royalty obligations of the Company to Vysis under the Collins patent covered by the license, and $2.0 million
for a fully paid-up, royalty-free license in additional fields under the Collins patent. The license now covers current
and future products in the field of infectious diseases as well as potential products in all other fields, such as our
investigational PCA3 prostate cancer test. Chiron has reimbursed us $5.5 million of the $20.5 million allocated to the
cost of the fully paid-up license for the current field, commensurate with its obligation to reimburse the Company a
portion of the royalties paid by the Company to Vysis on blood screening products. During the fourth quarter 2004,
we will begin to amortize our share of the payment to cost of goods sold over the patent s remaining economic life of
135 months.

In September 2004, we signed non-exclusive licensing agreements with bioMérieux and its affiliates that provide
bioMérieux options to access our ribosomal RNA technologies for certain uses, and that give us access to bioMérieux s
intellectual property for detecting genetic mutations that predispose people to blood clotting disorders. Under the
terms of the agreements, bioMérieux paid us $0.25 million for limited non-exclusive research licenses and options to
develop products for certain targets using our patented ribosomal RNA technologies. These options may be exercised
by bioMérieux for an aggregate $4.5 million payment to us in January 2005. BioMérieux may also acquire rights to
develop products for other targets by paying us up to an additional $3.0 million by the end of 2006. The amount of
revenue that we record in 2005 and 2006 will depend on the number of targets, if any, selected by bioMérieux. Under
the licenses, we will also receive royalties on the sale of any products developed using our intellectual property.
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BioMérieux also has terminated its license agreements with us relating to the development of assays for
bioM¢érieux s VIDAS instrument. Further, we have obtained from bioMérieux a non-exclusive, worldwide license to
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use bioMérieux s intellectual property to develop tests that detect mutations in the genes that code for factor V and
prothrombin, proteins that control the blood clotting process. We will also pay bioMérieux royalties on the sale of any
products developed using bioMérieux s intellectual property. In connection with the VIDAS termination and the
license of factor V and prothrombin rights, the Company has recorded net revenue of $0.1 million.

We submitted a Biologics License Application, or BLA, for the Procleix Ultrio (HIV-1/HCV/HBV) assay to the
U.S. Food and Drug Administration, or FDA, during the third quarter 2004. We intend to seek approval to run the test
on both the semi-automated Procleix system and on the fully automated TIGRIS system. We also submitted a
regulatory application to European officials to run the Procleix Ultrio assay on the fully automated TIGRIS
instrument. The assay is already approved in Europe to run on our semi-automated instrument platform.

The pivotal clinical trial of the WNV assay is substantially complete, and we expect to file a BLA for the assay in
the first quarter 2005. So far this mosquito season, the assay has intercepted approximately 250 WNV-infected blood
donations through ongoing national screening under an Investigational New Drug, or IND. In addition, the
high-throughput TIGRIS instrument was used by several blood centers to screen both individual donor and pooled
blood donations for WNV.

In December 2003, we signed a cross-licensing agreement with Tosoh, effective January 1, 2004, for certain NAT
technologies in clinical diagnostics and other related fields. Under the agreement, we earned a $7.0 million license fee
during the three months ended March 31, 2004.

In January 2004, we began United States clinical trials of the Procleix Ultrio assay on the fully automated,
high-throughput TIGRIS instrument system, triggering a $6.5 million contract milestone payment from Chiron that we
recorded during the three months ended March 31, 2004. During January 2004, the Procleix Ultrio assay, running on
our semi-automated instrument system, received its Community European, or CE, mark, which permitted Chiron to
launch the product in the European Economic Area.

Revenues

We derive revenues from three primary sources: product sales, collaborative research revenue, and royalty and
license revenue. The majority of our revenues come from product sales, which consist primarily of sales of our NAT
assays tested on the proprietary instruments that serve as the analytical platform for our assays. We recognize as
collaborative research revenue payments we receive from Chiron for the products we provided under our collaboration
agreements with Chiron prior to their regulatory approval and the payments we receive from Chiron, Bayer
Corporation, or Bayer, and other collaboration partners, including the National Institutes of Health, or NIH, for
research and development activities. Our royalty and license revenues reflect fees paid to us by third-parties for the
use of our proprietary technology. For the nine months ended September 30, 2004, product sales, collaborative
research revenues, and royalty and license revenues equaled 81%, 10% and 9%, respectively, of our total revenues of
$201.2 million. For the same period in the prior year, product sales, collaborative research revenues, and royalty and
license revenues, equaled 92%, 7% and 1%, respectively, of our total revenues of $149.1 million.

Product sales

Our primary source of revenue is the sale of clinical diagnostic products in the United States, which include our
APTIMA Combo 2, PACE 2, AccuProbe and Amplified Mycobacterium Tuberculosis Direct Test product lines.
During the nine months ended September 30, 2004, we shipped approximately 16.2 million tests for the diagnosis of a
wide variety of infectious microorganisms, including those causing sexually transmitted diseases, or STDs,
tuberculosis, strep throat, pneumonia and fungal infections. The principal customers for our clinical diagnostics
products include large reference laboratories, public health laboratories and hospitals located in North America,
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Europe and Japan.
Since 1999, we have supplied NAT assays for use in screening blood donations intended for transfusion. Our first
blood screening assay detects HIV-1 and HCV in donated human blood. Our blood screening assays and instruments

are marketed through our collaboration with Chiron under the Procleix and Ultrio trademarks. We
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recognize product sales from the manufacture and shipment of tests for screening donated blood, through our
collaboration with Chiron, to blood bank facilities located in the countries where our products have obtained
governmental approvals at a contractual transfer price. Blood screening product sales are then adjusted monthly
corresponding to Chiron s payment to us of amounts reflecting our ultimate share of net revenue from sales by Chiron
to the end user, less the transfer price revenues previously recorded. Net sales are ultimately equal to the sales of the
assays by Chiron to third-parties, less freight, duty and certain other adjustments specified in our agreement with
Chiron, multiplied by our share of the net revenue, which was 43.0% with respect to sales of assays that include a test
for HCV beginning the second quarter 2002, upon implementation of commercial pricing through April 6, 2003, after
which our share of net revenues from sales of assays that include a test for HCV was adjusted to 47.5%. Effective
January 1, 2004, our share of net revenues from commercial sales of assays that include a test for HCV was
permanently changed to 45.75% under our agreement with Chiron. With respect to commercial sales of blood
screening assays under our collaboration with Chiron that do not include a test for HCV, such as possible future
commercial tests for WNV, we will continue to receive reimbursement for our manufacturing costs plus 50% of net
revenues. Our costs related to these products primarily include manufacturing costs.

Collaborative research revenue

We have developed a NAT assay to detect HIV-1 and HCV in donated human blood and have also developed a
semi-automated instrument system to conduct the test. These assays and instruments are marketed through our
collaboration with Chiron under the Procleix name. In February 2002, the FDA approved the Procleix HIV-1/HCV
assays.

In March 2003, we signed a definitive agreement with Chiron for the development and commercialization of the
Procleix Ultrio assay. For the nine month periods ended September 30, 2004 and 2003, we recognized $1.8 million
and $3.7 million, respectively, in reimbursements for expenses incurred related to the development of this assay. In
January 2004, we commenced clinical trials of the Procleix Ultrio assay in the United States on our TIGRIS
instrument. In September 2004, we filed a BLA with the FDA for this assay. We have also developed a NAT assay to
detect WNV, which is currently being used in clinical trials under an IND application. We expect to receive further
reimbursement for certain costs incurred during the development of the Procleix Ultrio and WNV assays from Chiron
and separately from the National Heart, Lung, and Blood Institute, a part of the NIH.

We have recorded revenues related to use of our blood screening products in the United States and other countries
in which the products have not received regulatory approval as collaborative research revenue, because price
restrictions applied to these products prior to FDA license approval in the United States and similar approvals in
foreign countries. For the nine months ended September 30, 2004, we recognized $13.7 million in collaborative
research revenue through our collaboration with Chiron from deliveries of WNV tests on a cost recovery basis. We
expect to continue recognizing these sales as collaborative research revenue until FDA approval has been received,
although there is no guarantee we ultimately will receive FDA approval.

Since 1996, we have been awarded contracts aggregating approximately $28.2 million by the NIH to develop NAT
assays for screening donated blood for HIV-1, HCV, hepatitis B virus, or HBV, and WNV. To date, all payments due
to us under these reimbursement contracts have been received and have been recorded as collaborative research
revenues as reimbursable costs were incurred. As of September 30, 2004, the Company had billed all monies
remaining under this contract.

We recognize collaborative research revenue over the term of our strategic alliance agreement with Chiron as
reimbursable costs are incurred. The costs associated with the reported collaborative research revenue are reflected in
our statements of income under the captions Research and development, = Marketing and sales and General and
administrative, based on the nature of the costs. We do not separately track the costs applicable to the blood screening
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development collaboration with Chiron and, therefore, are not able to quantify the direct costs associated with the
collaborative research revenue.

Collaborative research revenue tends to fluctuate based on the amount of research services performed, delivery of
assayson a costrecovery basis and the status of projects under collaboration. Due to the nature of our
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collaborative research revenues, results in any one period are not necessarily indicative of results to be achieved in the
future. Our ability to generate additional collaborative research revenues depends, in part, on our ability to initiate,
maintain and perform under relationships with potential and current collaborative partners. These relationships may
not be established or maintained and current collaborative research revenue may decline.

Royalty and license revenue

We recognize non-refundable up-front license fees over the performance period of the applicable agreement or at
the time that we have satisfied all substantive performance obligations under such agreement. We also receive
milestone payments for successful achievement of contractual development activities. Milestone payments are
recognized as revenue upon achievement of the milestone only if there are no remaining substantive performance
obligations under such agreement and the amounts are non-refundable.

In December 2003, we entered into an agreement with Tosoh to cross-license intellectual property covering certain
NAT technologies. The licenses, which were effective January 1, 2004, cover products in clinical diagnostics and
other related fields. Under the agreement, Tosoh received non-exclusive rights to our proprietary
Transcription-Mediated Amplification, or TMA, and rRNA technologies in exchange for two payments totaling
$7.0 million, which was recognized as revenue in the first quarter of 2004. Additionally, Tosoh will pay us royalties
on worldwide sales of any future products that employ our technologies licensed by Tosoh. We will gain access, in
exchange for the payment of royalties, to Tosoh s patented Transcription Reverse-Transcription Concerted, or TRC,
amplification and Intercalation Activating Fluorescence, or INAF, detection technologies for use with our real time
TMA technology.

Under the strategic alliance agreement we entered into with Chiron in June 1998, we have responsibility for
research, development and manufacturing of the blood screening products covered by the agreement, while Chiron has
responsibility for marketing, distribution and service of the blood screening products worldwide. During the first
quarter of 2004, the Company recognized as royalty and license revenue, a $6.5 million milestone payment, as the
Company began clinical trial tests of the Procleix Ultrio assay on the TIGRIS instrument in the United States.
Additional payments of up to $10.0 million are due to us in the future under the agreement if we achieve certain other
specified milestones relating to the development of the TIGRIS instrument. There is no guarantee we will receive any
additional milestone payments under this agreement.

Royalty and license revenue may fluctuate in the future based on the nature of the related agreements and the
timing of receipt of license fees and achievement of research and development milestones. Results in any one period
are not necessarily indicative of results to be achieved in the future. In addition, our ability to generate additional
royalty and license revenues will depend, in part, on our ability to market and capitalize on our technologies. We may
not be able to continue to do so in the future and future royalty and license revenue may decline.

Cost of product sales

Cost of product sales includes direct material, direct labor, and manufacturing overhead associated with the
production of inventory on a standard cost basis. Indirect cost elements, which include manufacturing variances,
purchase price variances, and allowances for scrap, etc., are also included as a component of cost of product sales, as
well as certain related expenses, such as royalties, warranty, and instrument amortization.

In addition, we manufacture significant quantities of raw materials, development lots, and clinical trial lots of
product prior to receiving FDA approval for commercial sale. During the nine month periods ended September 30,
2004 and 2003, our manufacturing facilities produced development lots for WNV and Procleix Ultrio assays. The
majority of the costs associated with these development lots are classified as research and development expense. The
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portion of a development lot that is manufactured to support In-Vitro Diagnostic, or IVD, sales abroad is charged to
inventory and classified as cost of sales upon shipment.

Our blood screening manufacturing facility has operated below its capacity and will continue to operate below its
capacity for the foreseeable future. A portion of this available capacity has been utilized for research and
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development activities, as new product offerings are identified for commercialization. As a result, certain operating
costs of our blood screening facility, together with other manufacturing costs for the production of pre-commercial
development lot assays that are delivered under the terms of an IND application, are classified as research and
development expense prior to FDA approval.

Effective January 1, 2004, our revenue sharing percentage with Chiron was decreased, from 47.5% to 45.75%. This
change, combined with higher instrument costs, including the amortization of our capitalized software development
costs (which we began to amortize in the second quarter of 2004) and related service costs attributed to the planned
general commercial launch of our TIGRIS instrument, may result in lower future gross margin percentage levels. In
addition, our non-military customers currently utilize pooled blood screening samples for testing. We anticipate that
requirements for smaller pool sizes or ultimately individual donor testing, if and when implemented, could result in
lower gross margin rates, as additional tests would be required to deliver the sample results, unless a corresponding
increase in sales pricing is implemented. We are not able to accurately predict the extent to which our gross margin
may be affected as a result of smaller pool sizes or individual donor testing because we do not know the ultimate
selling price that Chiron, our distributor, would charge to the end user if smaller pool sizes or individual donor testing
is implemented.

Research and development

We invest significantly in research and development as part of our ongoing efforts to accelerate the development of
new products and technologies, particularly our TIGRIS instrument and our Procleix Ultrio and WNV assays for
screening donated blood. Our research and development expenses consist of expenses associated with the
development of proprietary products and instrument platforms, as well as expenses related to the co-development of
new products and technologies in collaboration with our strategic partners. Research and development costs in total
are expected to increase in the future due to new product development, clinical trial costs and clinical manufacturing
costs; however, we expect our research and development expenses as a percentage of total revenues to decline in
future years. The timing of clinical trials and development manufacturing costs is variable and is affected by product
development activities and the regulatory process.

In connection with our research and development efforts, we have various license agreements, which provide us
with rights to develop and market products using certain technologies and patent rights maintained by third parties.
These agreements generally provide for a term that commences upon execution of the agreement and continues until
expiration of the last patent related to the technologies covered by the license.

Research and development costs include the costs of raw materials, development lots and clinical trial lots of
products that we manufacture. These costs are dependent on the status of projects under development and may vary
substantially between quarterly or annual reporting periods. During the remainder of 2004, we expect to incur
additional incremental costs associated with the manufacture of developmental lots and clinical trial lots for our blood
screening products and with the TIGRIS instrument. Collaborative research revenues, if any, associated with these
types of incurred costs have typically been realized in a period later than when incurred.

Critical accounting policies and estimates

Our discussion and analysis of our financial condition and results of operations is based on our consolidated
financial statements, which have been prepared in accordance with accounting principles generally accepted in the
United States. The preparation of these financial statements requires us to make estimates and judgments that affect
the reported amounts of assets, liabilities, revenues and expenses and related disclosure of contingent assets and
liabilities. On an ongoing basis, we evaluate our estimates, including those related to revenue recognition, the
collectibility of accounts receivable, valuation of inventories, long-lived assets including patent costs and capitalized
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software and income taxes. We base our estimates on historical experience and on various other assumptions that are
believed to be reasonable under the circumstances, the results of which form the basis for making judgments about the
carrying values of assets and liabilities. Senior management has discussed the development, selection and disclosure
of these estimates with the Audit Committee of our Board of Directors. Actual results may differ from these estimates
under different assumptions or conditions.
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We believe there have been no significant changes to our critical accounting policies and estimates as disclosed in
Management s Discussion and Analysis of Financial Condition and Results of Operations in our Annual Report on
Form 10-K for the year ended December 31, 2003, except for the item(s) discussed below.

Capitalized software costs

We capitalize costs incurred in the development of computer software related to products under development after
establishment of technological feasibility. These capitalized costs are recorded at the lower of unamortized cost or net
realizable value and are amortized over the estimated life of the related product. At September 30, 2004, capitalized
software development costs related to our TIGRIS instrument totaled $24.1 million, net. We completed beta
evaluations of this instrument for clinical diagnostic applications and undertook initial beta trials for blood screening
applications in the third quarter of 2002 and we completed a clinical trial for a diagnostic application in June 2003. In
December 2003, we received approval from the FDA for testing certain STDs on the TIGRIS instrument. We initiated
clinical trials of our Procleix Ultrio assay on the TIGRIS instrument for a blood screening application in January 2004
and filed a BLA with the FDA for this assay in September 2004. If we are not able to successfully deliver this
instrument to the marketplace and attain customer acceptance, the asset could be impaired and an adjustment to the
carrying value of this asset would be considered by management at that time.

In accordance with SFAS No. 86, Accounting for the Costs of Computer Software to Be Sold, Leased, or
Otherwise Marketed, we began amortizing the capitalized software costs on a straight-line basis over 120 months
during the second quarter 2004, coinciding with the general release of TIGRIS instruments to our customers.

Results of Operations

The following table sets forth operating data as a percentage of total revenues on a comparable basis for the three
and nine month periods ended September 30, 2004 and 2003. The information for each of these periods is unaudited
and has been prepared in accordance with accounting principles generally accepted in the United States for interim
financial information. In the opinion of management, all necessary adjustments, consisting only of normal recurring
accruals, have been included to fairly present the unaudited quarterly results when read in conjunction with our
audited financial statements and related notes. Past operating results are not necessarily indicative of future results.

The following table sets forth unaudited operating data as a percentage of total revenues:

Three Months Nine Months
Ended September Ended September
30, 30,

2004 2003 2004 2003
Total revenues 100% 100% 100% 100%
Product sales 89% 92% 81% 92%
Collaborative research revenue 9% 7% 10% 7%
Royalty and license revenue 2% 1% 9% 1%
Operating expenses:
Cost of product sales 24% 21% 21% 23%
Research and development 25% 32% 25% 30%
Marketing and sales 10% 11% 10% 11%
General and administrative 14% 11% 12% 11%
Total operating expenses 73% 75% 68% 75%
Income from operations 27% 25% 32% 25%
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Total other income (expense) 1% 1% 1% 1%
Income before income taxes 28% 26% 33% 26%
Income tax expense 10% 9% 12% 9%
Net income 18% 17% 21% 17%
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Three Months Ended September 30, 2004 Compared to Three Months Ended September 30, 2003
(Percentages have been rounded to the nearest whole percentage)

Product sales

Product sales increased $8.5 million, or 18%, to $56.4 million during the three months ended September 30, 2004,
from $47.9 million in the same period of the prior year. The increase was primarily the result of a $4.4 million
increase in worldwide commercial sales of our Procleix blood screening products, a $3.8 million increase in STD
product sales, primarily APTIMA, and a $0.3 million increase in sales of other diagnostic products. Procleix blood
screening product sales represented $24.2 million, or 43% of product sales, for the three months ended September 30,
2004, compared to $19.8 million, or 41% of product sales, for the three months ended September 30, 2003.

We expect competitive pressures related to our STD and blood screening products to continue into the foreseeable
future, primarily as a result of the introduction of competing products into the market and continuing pricing pressure,
particularly with our STD products.

Collaborative research revenue

Collaborative research revenue increased $1.8 million, or 48%, to $5.5 million during the three months ended
September 30, 2004, from $3.7 million in the same period of the prior year. The increase was primarily the result of a
$3.0 million increase in firm support commitment payments in connection with the WNV tests provided to United
States customers through our collaboration with Chiron, partially offset by a $1.1 million decrease in revenue from the
NIH to develop a NAT assay for the detection of WNV, as our funds were expended during July 2004.

Royalty and license revenue

Royalty and license revenue increased $0.9 million to $1.5 million in the three months ended September 30, 2004,
from $0.6 in the same period of the prior year. The increase was attributed to a $1.0 million increase in net license
income from Bayer for the licensing of rights to certain patented technology.

Cost of product sales

Cost of product sales increased $4.5 million to $15.3 million, or 27% of product sales in the three months ended
September 30, 2004, from $10.8 million, or 23% of product sales, in the same period of the prior year. The
$4.5 million increase in cost of sales was principally attributed to the volume increase in product sales, higher
allowances for scrap expense and amortization of capitalized software development costs related to our TIGRIS
instrument. Cost of product sales may fluctuate significantly in future periods based on changes in production volumes
for both commercially approved products and products under development or in clinical trials. Cost of product sales
are also affected by manufacturing efficiencies, allowances for scrap or obsolete materials, additional costs related to
initial production quantities of new products after achieving FDA approval, and contractual adjustments, such as
instrumentation costs, instrument service costs and royalties.

Our gross profit margin on product sales decreased to 73% in the three months ended September 30, 2004, from
77% in the same period of the prior year due, in part, to increased sales of lower margin products (including TIGRIS
instruments) of $0.8 million and the amortization of capitalized software development costs of $0.6 million, which

began in the second quarter of 2004.

Research and development
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Our research and development expenses include salaries and other personnel-related expenses, temporary
personnel expenses, outside services, laboratory and manufacturing supplies, pre-commercial development lots and
clinical evaluation trials. Research and development expenses decreased $1.3 million to $15.6 million, or 25% of total
revenues, in the three months ended September 30, 2004, from $16.9 million, or 32% of total revenues, in the same
period of the prior year. The decrease was primarily the result of a $4.6 million decrease in development lot
production, which was partially offset by a $2.1 million increase in expenses resulting from higher staffing levels to
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support product development projects, a $0.5 million increase in outside development research, and a $0.8 million
increase in expenses related to clinical trials for blood bank.

Marketing and sales

Our marketing and sales expenses include personnel costs, promotional expenses, and outside services. Marketing
and sales expenses increased $0.7 million to $6.6 million, or 10% of total revenues, in the three months ended
September 30, 2004, from $5.9 million, or 11% of total revenues, in the same period of the prior year. The increased
spending principally included a $0.8 million increase in salaries, benefits and other personnel costs in our marketing
and sales force to support increases in sales of our clinical diagnostic products, partially offset by a $0.2 million
decrease in marketing research and evaluations.

General and administrative

Our general and administrative expenses include personnel costs for finance, legal, public relations, human
resources and business development, as well as professional fees, such as expenses for legal, patents and auditing
services. General and administrative expenses increased $3.4 million to $9.1 million, or 14% of total revenues, in the
three months ended September 30, 2004, from $5.7 million, or 11% of total revenues, in the same period of the prior
year. The increased spending included a $1.3 million increase in expenses resulting from higher staffing levels,
including expenses from our majority owned subsidiary, Molecular Light Technology Limited (acquired in
August 2003), a $1.1 million increase in patent and legal related expenses, primarily related to the ongoing Bayer
arbitration and a $0.7 million non-cash compensation charge related to the departure of a former executive.

Total other income (expense)

Other income (expense) generally consists of investment and interest income offset by interest expense on
borrowing, minority interest, and other items. The net other income of $769,000 in the three months ended
September 30, 2004 represented a $164,000 increase from the net other income of $605,000 in the same period of the
prior year. The increase was due to a $291,000 increase in interest income from our short-term investments, partially
offset by an increase in minority interest of $103,000.

Income tax expense

Income tax expense increased to $6.6 million, or 37% of pretax income, in the three months ended September 30,
2004, from $4.6 million, or 34% of pretax income, in the same period of the prior year. The increased effective tax
rate in 2004 is attributed to higher profits taxed at the combined Federal and state statutory tax rate of approximately
41% and the expiration of federal research and development credits on June 30, 2004. Although the credits were
reinstated in October 2004, we are not permitted to reflect the benefit until the fourth quarter of 2004. Our effective
tax rate of approximately 37% during the three months ended September 30, 2004 would have been approximately
36% if the credit had been reinstated earlier.

Nine Months Ended September 30, 2004 Compared to Nine Months Ended September 30, 2003
(Percentages have been rounded to the nearest whole percentage)

Product sales
Product sales increased $26.3 million, or 19%, to $164.1 million during the nine months ended September 30,

2004, from $137.8 million in the same period of the prior year. The increase was primarily the result of a $14.9
million increase in worldwide commercial sales of our Procleix blood screening products, a $9.3 million increase in
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STD product sales, primarily APTIMA, and a $2.1 million increase in sales of our other diagnostic products. Procleix
blood screening product sales represented $69.8 million, or 43% of product sales, for the nine months ended
September 30, 2004, compared to $54.9 million, or 40% of product sales, for the nine months ended September 30,
2003.
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Collaborative research revenue

Collaborative research revenue increased $9.8 million, or 103%, to $19.3 million during the nine months ended
September 30, 2004, from $9.5 million in the same period of the prior year. The increase was primarily the result of a
$12.2 million increase in firm support commitment payments in connection with the WNV tests provided to United
States customers through our collaboration with Chiron. This increase was partially offset by a $1.8 million decrease
in revenue for reimbursement from Chiron of our development costs incurred on the Procleix Ultrio assay and a
$0.5 million decrease in revenue from the NIH as our funding was completed during July 2004.

Royalty and license revenue

Royalty and license revenue increased $16.1 million to $17.9 million in the nine months ended September 30,
2004, from $1.8 million in the same period of the prior year. The increase was attributed to $7.0 million in license fees
earned from Tosoh as part of our non-exclusive licensing agreement relating to NAT technologies effective in
January 2004, and $6.5 million in milestone revenue from Chiron as we began clinical trial testing in the United States
of the Procleix Ultrio assay on the fully automated TIGRIS instrument. Additionally, we recognized $2.5 million in
net license income from Bayer during the nine months ended September 30, 2004 for the licensing of rights to certain
patented technology.

Cost of product sales

Cost of product sales increased $7.5 million to $42.3 million, or 26% of product sales, in the nine months ended
September 30, 2004, from $34.8 million, or 25% of product sales, in the same period of the prior year. The
$7.5 million increase in cost of sales was principally attributed to the volume increase in product sales, higher
allowances for scrap expense and the amortization of capitalized software development costs.

Our gross profit margin on product sales decreased to 74% in the nine months ended September 30, 2004, from
75% in the same period of the prior year. The decrease was primarily the result of higher allowances for scrap expense
of $2.7 million, a sales mix change toward lower margin products (including TIGRIS instruments) of $1.5 million and
the amortization of capitalized software development costs of $1.0 million, partially offset by lower unit costs on sales
volume increases. Additionally, our margin has benefited from certain manufacturing costs absorbed by research and
development for the production of pre-commercial development lots.

Research and development

Our research and development expenses include salaries and other personnel-related expenses, temporary
personnel expenses, outside services, laboratory and manufacturing supplies, pre-commercial development lots and
clinical evaluation trials. Research and development expenses increased $5.4 million to $50.0 million, or 25% of total
revenues, in the nine months ended September 30, 2004, from $44.6 million, or 30% of total revenues, in the same
period of the prior year. The increased spending was primarily the result of a $7.0 million increase in expenses
resulting from higher staffing levels to support product development projects, a $2.7 million increase in expenses
related to clinical trials for blood screening products, and a $1.2 million increase in research and development
expenses from our subsidiary, Molecular Light Technology Limited (acquired in August 2003). These increases were
partially offset by a $5.5 million decrease in inventory used due to lower development lot production and lower per
unit costs.

Marketing and sales
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Our marketing and sales expenses include personnel costs, promotional expenses, and outside services. Marketing
and sales expenses increased $3.5 million to $20.0 million, or 10% of total revenues, in the nine months ended
September 30, 2004, from $16.5 million, or 11% of total revenues, in the same period of the prior year. The increased
spending principally included a $2.8 million increase in salaries, benefits, commissions and other personnel related
costs in our marketing and sales force to support increases in sales for our clinical diagnostic
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products, together with a $0.4 million increase for advertising and promotional costs related to the marketing of our
TIGRIS instrument.

General and administrative

Our general and administrative expenses include personnel costs for finance, legal, public relations, human
resources and business development, as well as professional fees, such as expenses for legal, patents and auditing
services. General and administrative expenses increased $8.0 million to $23.8 million, or 12% of total revenues, in the
nine months ended September 30, 2004, from $15.8 million, or 11% of total revenues, in the same period of the prior
year. The increased spending included a $4.3 million increase in salaries, benefits and other expenses resulting from
higher staffing levels, including expenses from our majority owned subsidiary, Molecular Light Technology Limited
(acquired in August 2003), a $2.7 million increase in patent and legal related expenses, primarily related to the
ongoing Bayer arbitration and a $0.7 million non-cash compensation charge related to the departure of a former
executive.

Total other income (expense)

Other income (expense) generally consists of investment and interest income offset by interest expense on
borrowing, minority interest, and other items. The net other income of $1,467,000 in the nine months ended
September 30, 2004 represented a $44,000 decrease from the net other income of $1,511,000 in the same period of the
prior year. The decrease was primarily due to a $282,000 increase in minority interest from our subsidiary, Molecular
Light Technology Limited, and a $208,000 increase in realized foreign exchange rate losses from our sales to
Canadian customers. These decreases were partially offset by a $434,000 increase in interest income from our
short-term investments.

Income tax expense

Income tax expense increased to $24.0 million, or 36% of pretax income, in the nine months ended September 30,
2004, from $13.4 million, or 34% of pretax income, in the same period of the prior year. The increased effective tax
rate in 2004 is principally attributed to higher profits taxed at the combined Federal and state statutory tax rate of
approximately 41%, and to a lesser extent the third quarter 2004 expiration of Federal research and development
credits.

Liquidity and capital resources

Historically, we have financed our operations through cash from operations, cash received from collaborative
research agreements, royalty and license fees, the private placement of debt and cash from capital contributions. At
September 30, 2004, we had $180.1 million of cash and cash equivalents and short-term investments.

For the nine months ended September 30, 2004, net cash provided by operating activities was $46.4 million,
compared to $32.2 million in the same period of the prior year. The increase in net cash during the nine months ended
September 30, 2004 was principally the result of net income of $42.6 million, depreciation and amortization of
$13.0 million, and a $4.7 million increase in accounts payable, partially offset by a $5.8 million increase in accounts
receivable and a $15.7 million increase in inventory.

Our investing activities used cash of $79.5 million for the nine months ended September 30, 2004, compared to
$50.0 million in the same period of the prior year. During the nine months ended September 30, 2004, we paid an
aggregate of $22.5 million to Vysis, Inc. as a pre-paid license fee to eliminate our future royalty obligations to Vysis,
of which Chiron reimbursed us $5.5 million in October 2004.
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In addition, our investing activities consisted of purchases, net of proceeds of $40.2 million for short-term
investments, and $15.6 million for capital expenditures. Our expenditures for capital additions vary based on the stage
and number of ongoing development projects and may increase in the future related to the timing of development of
new product opportunities and to support expansion of our facilities in connection with those
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opportunities. The average age of our property, plant and equipment is approximately five years, which gives us
flexibility in planning capital expenditures.

Net cash provided by financing activities for the nine months ended September 30, 2004, was the result of
$15.8 million in proceeds from stock option exercises and purchases made through our Employee Stock Purchase
Plan, or ESPP. Cash from financing activities will be affected by receipts from sales of stock under our ESPP and
from the exercise of stock options. We expect fluctuations to occur throughout the year, as the amount and frequency
of stock-related transactions are dependent upon the market performance of our common stock, together with other
factors.

We have an unsecured bank line of credit agreement with Wells Fargo Bank, N.A., which expires in July 2005,
under which we may borrow up to $10.0 million, subject to a borrowing base formula, at the bank s prime rate, or at
LIBOR plus 1.0%. We have not taken advances against the line of credit since its inception. The line of credit
agreement requires us to comply with various financial and restrictive covenants. Financial covenants include
requirements as to tangible net worth, liabilities as a percentage of tangible net worth, the ratio of current assets to
current liabilities, required minimum levels of earnings before interest, taxes, depreciation and amortization, the ratio
of funded debt to earnings before interest, taxes, depreciation and amortization, and maximum levels of pre-tax and
after tax losses. At December 31, 2003 and September 30, 2004, we were in compliance with all covenants and had no
outstanding borrowings under this line of credit.

In July 2004, we commenced the construction of an additional building at our Genetic Center Drive location. This
new building will consist of an approximately 291,000 square foot outside shell, with approximately 160,000 square
feet built out with interior improvements. The additional space that will not initially be built out will allow for future
expansion. The first phase of this project is currently estimated to cost approximately $45.0 million. These costs will
be capitalized as incurred and depreciation will commence upon our completion and use, which is planned for early
2006.

We plan to implement a new Enterprise Resource Planning, or ERP, software system, which currently is estimated
to represent an approximately $6.5 to $8.0 million expenditure. The majority of these costs will be capitalized and
amortization will commence upon our placement of the new ERP system into service, which is currently planned for
the end of 2004.

Contractual obligations and commercial commitments

In connection with the joint development of the Procleix HIV-1/HCV assay, and as a condition for Chiron s
agreement to pay for most of the clinical trial costs related to