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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 June 30, 2008
OR

0 Transition Report Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934
Commission File Number 001-31279
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
(Address of Principal Executive 92121
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 a large accelerated filer, an accelerated filer, a non-accelerated
filer, or a smaller reporting company. See the definitions of large accelerated filer, accelerated filer and smaller
reporting company in Rule 12b-2 of the Exchange Act. (Check one):

Large accelerated Accelerated Non-accelerated filer o Smaller reporting
filer b filer o (Do not check if a smaller reporting company o
company)

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange
Act). YesoNo b

As of July 31, 2008, there were 54,214,266 shares of the registrant s common stock, par value $0.0001 per share,
outstanding.
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GEN-PROBE INCORPORATED

CONSOLIDATED BALANCE SHEETS
(In thousands, except share and per share data)

December
June 30, 31,
2008 2007
(unaudited)
ASSETS
Current assets:
Cash and cash equivalents $ 33462 $ 75,963
Short-term investments 465,778 357,531
Trade accounts receivable, net of allowance for doubtful accounts of $700 and
$719 at June 30, 2008 and December 31, 2007, respectively 36,781 32,678
Accounts receivable other 3,648 11,044
Inventories 51,454 48,540
Deferred income tax short term 9,646 8,825
Prepaid income tax 358 2,390
Prepaid expenses 12,174 17,505
Other current assets 6,208 4,402
Total current assets 619,509 558,878
Property, plant and equipment, net 141,721 129,493
Capitalized software, net 14,666 15,923
Goodwill 18,621 18,621
Deferred income tax long term 7,942 7,942
License, manufacturing access fees and other assets, net 60,240 58,196
Total assets $ 862,699 $ 789,053
LIABILITIES AND STOCKHOLDERS EQUITY
Current liabilities:
Accounts payable $ 15,756 $ 11,777
Accrued salaries and employee benefits 19,265 20,997
Other accrued expenses 4,005 4,014
Income tax payable 846
Deferred revenue  short term 1,611 2,836
Total current liabilities 40,637 40,470
Non-current income tax payable 3,376 3,958
Deferred income tax long term 75 75
Deferred revenue long term 2,667 4,607
Deferred rent 10
Deferred compensation plan liabilities 2,507 1,893
Commitments and contingencies
Stockholders equity:
Preferred stock, $0.0001 par value per share; 20,000,000 shares authorized,
none issued and outstanding
5 5
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Common stock, $0.0001 par value per share; 200,000,000 shares authorized,
54,186,979 and 53,916,298 shares issued and outstanding at June 30, 2008 and
December 31, 2007, respectively

Additional paid-in capital 435,331
Accumulated other comprehensive income 163
Retained earnings 377,938
Total stockholders equity 813,437
Total liabilities and stockholders equity $ 862,699

See accompanying notes to consolidated financial statements.
3

415,229

1,604
321,202
738,040

789,053
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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
Interest income

Interest expense

Other income/(expense)

Total other income, net

Income before income tax
Income tax expense

Net income

Net income per share:
Basic

Diluted
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GEN-PROBE INCORPORATED
CONSOLIDATED STATEMENTS OF INCOME
(In thousands, except per share data)

(Unaudited)
Three Months Ended
June 30,
2008 2007

$113,701 $ 93,897

4,651 5,769
1,462 1,615
119,814 101,281
32,510 30,178
29,368 24,973
11,453 9,393
13,671 12,081
87,002 76,625
32,812 24,656
3,900 2,933
2) 30
(191) (231)
3,707 2,732
36,519 27,388
11,728 386

$ 24,791 $ 27,002

$ 046 $ 051

$ 045 $ 050

Weighted average shares outstanding:

Basic

Diluted

See accompanying notes to consolidated financial statements.

53,907 52,504

55,147 54,051

4

Six Months Ended
June 30,
2008 2007
$215,208 $ 181,049
7,110 8,121
20,059 13,162
242377 202,332
65,146 59,338
52,434 45,231
23,361 18,929
25,608 23,362
166,549 146,860
75,828 55,472
8,107 5,608
2) 30
1,282 (361)
9,387 5,277
85,215 60,749
28,479 12,272
$ 56,736 $ 48,477
$ 1.05 $ 0.93
$ 1.03 $ 0.90
53,859 52,347
55,093 53,852
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GEN-PROBE INCORPORATED
CONSOLIDATED STATEMENTS OF CASH FLOWS
(In thousands)

(Unaudited)

Operating activities

Net income

Adjustments to reconcile net income to net cash provided by operating activities:
Depreciation and amortization

Amortization of premiums on investments, net of accretion of discounts
Stock-based compensation charges

Stock-based compensation income tax benefits

Excess tax benefit from stock-based compensation

Gain on sale of stock holdings of Molecular Profiling Institute, Inc.
Impairment of intangible assets

(Gain)/loss on disposal of property and equipment

Changes in assets and liabilities:

Accounts receivable

Inventories

Prepaid expenses

Other current assets

Other long term assets

Accounts payable

Accrued salaries and employee benefits

Other accrued expenses

Income tax payable

Deferred revenue

Deferred income tax

Deferred rent

Deferred compensation plan liabilities

Net cash provided by operating activities

Investing activities

Proceeds from sales and maturities of short-term investments

Purchases of short-term investments

Purchases of property, plant and equipment

Capitalization of intangible assets, including license and manufacturing access fees
Sale of stock holdings of Molecular Profiling Institute, Inc.

Cash paid for Roche manufacturing access fees

Other items, net

Net cash used in investing activities

Financing activities
Repurchase and retirement of restricted stock for payment of taxes

Table of Contents

Six Months Ended
June 30,
2008 2007

56,736 $ 48,477

17,233 16,802
3,504 2,271
9,228 9,187
1,294 841

(614) (5,272)

(1,600)

3,496
1) 224
3,290 (10,754)

(2,749) 1,338
5,333 (1,807)

(1,322) (2,051)

(909) (821)
3,992 (288)
(1,732) 1,208
C)) 427
(72) (13,214)
(3,165) (239)
(821) (302)
(10) (58)
613 419
91,715 46,388
205,283 25,885
(318,558) (130,132)
(25,717) (14,223)
(315) (1,924)
4,100
(10,000)
114 (263)
(145,093) (120,657)
479)
7



Edgar Filing: GEN PROBE INC - Form 10-Q

Excess tax benefit from stock-based compensation 614 5,272
Proceeds from issuance of common stock 10,814 20,383
Net cash provided by financing activities 10,949 25,655
Effect of exchange rate changes on cash and cash equivalents (72) 138
Net decrease in cash and cash equivalents (42,501) (48,476)
Cash and cash equivalents at the beginning of period 75,963 87,905
Cash and cash equivalents at the end of period $ 33,462 $ 39,429

See accompanying notes to consolidated financial statements.
5
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Notes to the Consolidated Financial Statements (unaudited)
Note 1  Summary of significant accounting policies
Basis of presentation
The accompanying interim consolidated financial statements of Gen-Probe Incorporated ( Gen-Probe or the

Company ) at June 30, 2008, and for the six month periods ended June 30, 2008 and 2007, are unaudited and have
been prepared in accordance with United States generally accepted accounting principles ( U.S. GAAP ) for interim
financial information. Accordingly, they do not include all of the information and footnotes required by U.S. GAAP
for complete financial statements. In management s opinion, the unaudited consolidated financial statements include
all adjustments, consisting only of normal recurring accruals, necessary to state fairly the financial information
therein, in accordance with U.S. GAAP. Interim results are not necessarily indicative of the results that may be
reported for any other interim period or for the year ending December 31, 2008.

Certain prior year amounts have been reclassified to conform with the current year presentation. In the fourth
quarter of 2007, the Company began reporting the amortization of premiums on investments, net of accretion of
discounts, as an adjustment to reconcile net income to net cash provided by operating activities on the consolidated
statements of cash flows. These amounts were previously reported as part of the proceeds from sales and maturities of
short-term investments under investing activities. This reclassification increased cash provided by operating activities
and decreased net cash used in investing activities for the six month period ended June 30, 2007 by $2,271,000.

These unaudited consolidated financial statements and footnotes thereto should be read in conjunction with the
audited consolidated financial statements and footnotes thereto contained in the Company s Annual Report on Form
10-K for the year ended December 31, 2007.

Principles of consolidation

The consolidated financial statements of the Company include the accounts of the Company and its subsidiaries,
Gen-Probe Sales & Service, Inc., Gen-Probe International, Inc., Gen-Probe UK Limited ( GP UK Limited ) and
Molecular Light Technology Limited ( MLT ) and MLT s subsidiaries. Prior to the second quarter of 2007, MLT and its
subsidiaries were consolidated into the Company s financial statements one month in arrears. During the second
quarter of 2007, as part of MLT s integration onto the Company s enterprise resource planning ( ERP ) system, the lag
time between reporting periods was eliminated. The effect of this change was immaterial to the Company s
consolidated financial statements. All intercompany transactions and balances have been eliminated in consolidation.

Use of estimates

The preparation of financial statements in conformity with U.S. GAAP 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, the valuation of stock-based compensation, recognition of revenues,
the valuation of inventories and long-lived assets, including patent costs, capitalized software and license and
manufacturing access fees, income tax, and liabilities associated with employee benefit costs. Actual results could
differ from those estimates.

Foreign currencies

The functional currency for the Company s wholly owned subsidiaries GP UK Limited and MLT and its
subsidiaries is the British pound. Accordingly, balance sheet accounts of these subsidiaries 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
the financial statements of these subsidiaries are recorded directly as a separate component of stockholders equity
under the caption Accumulated other comprehensive income.

6
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Revenue recognition

The Company records shipments of its clinical diagnostic products as product sales when the product is shipped
and title and risk of loss has passed and when collection of the resulting receivable is reasonably assured.

The Company manufactures blood screening products according to demand specifications of its collaboration
partner, Novartis. Upon shipment to Novartis, the Company recognizes blood screening product sales at an agreed
upon transfer price and records the related cost of products sold. Based on the terms of the Company s collaboration
agreement with Novartis, its ultimate share of the net revenue from sales to the end user is not known until reported to
the Company by Novartis. The Company then adjusts blood screening product sales upon receipt of customer revenue
reports and a net payment from Novartis of amounts reflecting its ultimate share of net sales by Novartis of these
products, less the transfer price revenues previously recognized.

Product sales also include the sales or rental revenue associated with the delivery of the Company s proprietary
integrated instrument platforms that perform its diagnostic assays. Generally, the Company provides its
instrumentation to clinical laboratories and hospitals without requiring them to purchase the equipment or enter into
an equipment lease. Instead, the Company recovers the cost of providing the instrumentation in the amounts it charges
for its diagnostic assays. The depreciation costs associated with an instrument are charged to cost of product sales on a
straight-line basis over the estimated life of the instrument. The costs to maintain these instruments in the field are
charged to cost of product sales as incurred.

The Company sells its instruments to Novartis for use in blood screening and records these instrument sales upon
delivery since Novartis is responsible for the placement, maintenance and repair of the units with its customers. The
Company also sells instruments to its clinical diagnostics customers and records sales of these instruments upon
delivery and receipt of customer acceptance. Prior to delivery, each instrument is tested to meet Company and Food
and Drug Administration ( FDA ) specifications, and is shipped fully assembled. Customer acceptance of the
Company s instrument systems requires installation and training by the Company s technical service personnel.
Generally, installation is a standard process consisting principally of uncrating, calibrating, and testing the
instrumentation.

The Company records as collaborative research revenue shipments of its blood screening products in the United
States and other countries in which the products have not received regulatory approval. This is done because price
restrictions apply to these products prior to FDA marketing approval in the United States and similar approvals in
foreign countries. Upon shipment of FDA-approved and labeled product following commercial approval, the
Company classifies sales of these products as product sales in its consolidated financial statements.

The Company follows the provisions of Emerging Issues Task Force ( EITF ) Issue No. 00-21, Revenue
Arrangements with Multiple Deliverables ( EITF Issue No. 00-21 ), for multiple element revenue arrangements. EITF
Issue No. 00-21 provides guidance on how to determine when an arrangement that involves multiple
revenue-generating activities or deliverables should be divided into separate units of accounting for revenue
recognition purposes, and if this division is required, how the arrangement consideration should be allocated among
the separate units of accounting. If the deliverables in a revenue arrangement constitute separate units of accounting
according to the EITF Issue No. 00-21 separation criteria, the revenue-recognition policy must be determined for each
identified unit. If the arrangement is a single unit of accounting, the revenue-recognition policy must be determined
for the entire arrangement, and all non-refundable upfront license fees are deferred and recognized as revenues on a
straight-line basis over the expected term of the Company s continued involvement in the collaborations.

The Company recognizes collaborative research revenue over the term of various collaboration agreements, as
negotiated monthly contracted amounts are earned or reimbursable costs are incurred related to those agreements.
Negotiated monthly contracted amounts are earned in relative proportion to the performance required under the
contracts. Non-refundable license fees are recognized over the related performance period or at the time that the
Company has satisfied all performance obligations. Milestone payments are recognized as revenue upon the
achievement of specified milestones when (i) the Company has earned the milestone payment, (ii) the milestone is
substantive in nature and the achievement of the milestone is not reasonably assured at the inception of the agreement,
(iii) the fees are non-refundable, and (iv) performance obligations after the milestone achievement will continue to be
funded by the collaborator at a level comparable to the level before the milestone achievement. Any amounts received

Table of Contents 10
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prior to satisfying the Company s revenue recognition criteria are recorded as deferred revenue on the consolidated
balance sheet.
7
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Royalty revenue is recognized related to the sale or use of the Company s products or technologies under license
agreements with third parties. For those arrangements where royalties are reasonably estimable, the Company
recognizes revenue based on estimates of royalties earned during the applicable period and adjusts for differences
between the estimated and actual royalties in the following period. Historically, these adjustments have not been
material. For those arrangements where royalties are not reasonably estimable, the Company recognizes revenue upon
receipt of royalty statements from the applicable licensee. Non-refundable license fees are recognized over the related
performance period or at the time the Company has satisfied all performance obligations.

Adoption of recent accounting pronouncements
SFAS No. 157

In September 2006, the Financial Accounting Standards Board ( FASB ) issued Statement of Financial Accounting
Standards No. 157, Fair Value Measurements ( SFAS No. 157 ). SFAS No. 157 provides guidance for using fair value
to measure assets and liabilities. It also responds to investors request for expanded information about the extent to
which companies measure assets and liabilities at fair value, the information used to measure fair value, and the effect
of fair valued measurements on earnings. SFAS No. 157 applies whenever standards require (or permit) assets or
liabilities to be measured at fair value, and does not expand the use of fair value in any new circumstances. SFAS
No. 157 is effective for financial assets and liabilities in financial statements issued for fiscal years beginning after
November 15, 2007.

The Company adopted this statement for financial assets and liabilities measured at fair value effective January 1,
2008. There was no material financial statement impact as a result of adoption. In accordance with the guidance of
FASB Staff Position No. 157-2, the Company has postponed adoption of the standard for non-financial assets and
liabilities that are measured at fair value on a non-recurring basis, until the fiscal year beginning after November 15,
2008. The Company does not anticipate adoption will have a material impact on its consolidated financial position,
results of operations or liquidity. See Note 4 for more information.

SFAS No. 159

In February 2007, the FASB issued SFAS No. 159, The Fair Value Option for Financial Assets and Financial
Liabilities Including an amendment of FASB Statement No. 115 ( SFAS No. 159 ). SFAS No. 159 expands the use of
fair value accounting but does not affect existing standards that require assets or liabilities to be carried at fair value.
Under SFAS No. 159, a company may elect to use fair value to measure accounts and loans receivable,
available-for-sale and held-to-maturity securities, equity method investments, accounts payable, guarantees and issued
debt. Other eligible items include firm commitments for financial instruments that otherwise would not be recognized
at inception and non-cash warranty obligations where a warrantor is permitted to pay a third party to provide the
warranty goods or services. If the use of fair value is elected, any upfront costs and fees related to the item must be
recognized in earnings and cannot be deferred (e.g., debt issue costs). The fair value election is irrevocable and
generally made on an instrument-by-instrument basis, even if a company has similar instruments that it elects not to
measure based on fair value. At the adoption date, unrealized gains and losses on existing items for which fair value
has been elected are reported as a cumulative adjustment to beginning retained earnings. Subsequent to the adoption
of SFAS No. 159, changes in fair value are recognized in earnings. SFAS No. 159 is effective for fiscal years
beginning after November 15, 2007.

The Company adopted this statement effective January 1, 2008. During the first six months of 2008, the Company
did not elect fair value as an alternative measurement for any financial instruments not previously carried at fair value.
EITF No. 07-3

In June 2007, the FASB ratified EITF Issue No. 07-3, Accounting for Non-Refundable Payments for Goods or
Services Received for Use in Future Research and Development Activities ( EITF Issue No. 07-3 ). EITF Issue
No. 07-3 requires that non-refundable advance payments for goods or services that will be used or rendered for future
research and development activities be deferred and capitalized and recognized as an expense as the goods are
delivered or the related services are performed. EITF Issue No. 07-3 is effective, on a prospective basis, for fiscal
years beginning after December 15, 2007.

8
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The Company adopted this statement effective January 1, 2008. There was no material financial statement impact
as a result of adoption.
Note 2 Stock-based compensation

The following table summarizes the stock-based compensation expense that the Company recorded in its
consolidated statements of income for the three and six month periods ended June 30, 2008 and 2007 (in thousands):

Three Months

Ended Six Months Ended
June 30, June 30,

2008 2007 2008 2007
Cost of product sales $ 592 $ 781 $1,187 $1,780
Research and development 1,266 659 2,701 2,149
Marketing and sales 607 503 1,302 1,051
General and administrative 1,571 2,139 4,038 4,207
Total $ 4,036 $ 4,082 $9,228 $9,187

The Company used the following weighted average assumptions (annualized percentages) to estimate the fair value
of options granted and the shares purchased under the Company s stock option plans and employee stock purchase plan
( ESPP ) for the three and six month periods ended June 30, 2008 and 2007:

Stock Option Plans ESPP
Three Months Six Months Three Months Six Months
Ended Ended Ended Ended
June 30, June 30, June 30, June 30,

2008 2007 2008 2007 2008 2007 2008 2007
Risk-free interest rate 2.6% 4.4% 2.7% 4.5% 3.3% 5.1% 3.3% 5.1%
Volatility 34% 34% 34% 35% 34% 29% 34% 29%
Dividend yield
Expected term (years) 4.2 4.2 4.2 4.2 0.5 0.5 0.5 0.5

Resulting average fair value $17.37 $17.84 $17.41 $17.76 $14.82 $12.03 $14.82 $12.03

The Company s unrecognized stock-based compensation expense, before income tax and adjusted for estimated
forfeitures, related to outstanding unvested share-based awards was approximately as follows (in thousands, except
number of years):

Weighted
Average Unrecognized
Remaining Expense as
Expense of
June 30,
Awards Life (Years) 2008
Options 1.4 $ 32,226
ESPP 0.2 85
Restricted stock 1.4 7,019
Deferred issuance restricted stock 1.3 1,642
$ 40,972
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At June 30, 2008, the Company had 227,512 shares of unvested restricted stock and deferred issuance restricted
stock from awards that had a weighted average grant date fair value of $54.57 per share. The fair value of the 10,242
shares of restricted stock and deferred issuance restricted stock that vested during the first six months of fiscal 2008
was approximately $476,000.

Note 3 Net income per share

The Company computes net income per share in accordance with SFAS No. 128, Earnings Per Share and SFAS
No. 123(R), Share-Based Payment. Basic net income per share is computed by dividing the net income for the period
by the weighted average number of common shares outstanding during the period. Diluted net income per share is
computed by dividing the net income for the period by the weighted average number of common and common
equivalent shares outstanding during the period. The Company excludes stock options when the combined exercise
price, average unamortized fair values and assumed tax benefits upon exercise are greater than the average market
price for the Company s common stock from the calculation of diluted net income per share because their effect is
anti-dilutive.

9
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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 Six Months Ended
June 30, June 30,

2008 2007 2008 2007
Net income $24,791 $27,002 $ 56,736 $48.477
Weighted average shares outstanding Basic 53,907 52,504 53,859 52,347
Effect of dilutive common stock options
outstanding 1,240 1,547 1,234 1,505
Weighted average shares outstanding
Diluted 55,147 54,051 55,093 53,852
Net income per share:
Basic $ 046 $ 051 $ 1.05 $ 093
Diluted $ 045 $ 050 $ 1.03 $ 090

Dilutive securities include common stock options subject to vesting. Potentially dilutive securities totaling
1,882,010 and 1,263,370 shares for the three month periods ended June 30, 2008 and 2007, respectively, and
1,907,794 and 1,514,677 shares for the six month periods ended June 30, 2008 and 2007, respectively, were excluded
from the calculation of diluted earnings per share because of their anti-dilutive effect.

Note 4 Fair value measurement

The Company adopted SFAS No. 157 effective January 1, 2008 for financial assets and liabilities measured at fair
value. SFAS No. 157 defines fair value, expands disclosure requirements around fair value and specifies a hierarchy
of valuation techniques based on whether the inputs to those valuation techniques are observable or unobservable.
Observable inputs reflect market data obtained from independent sources, while unobservable inputs reflect the
Company s market assumptions. These two types of inputs create the following fair value hierarchy:

Level 1 Quoted prices for identical instruments in active markets.

Level 2 Quoted prices for similar instruments in active markets; quoted prices for identical or similar
instruments in markets that are not active; and model-derived valuations in which all significant inputs and
significant value drivers are observable in active markets.

Level 3 Valuations derived from valuation techniques in which one or more significant inputs or significant
value drivers are unobservable.

This hierarchy requires the Company to use observable market data, when available, and to minimize the use of
unobservable inputs when determining fair value. A financial instrument s categorization within the valuation
hierarchy is based upon the lowest level of input that is significant to the fair value measurement.

Determination of fair value

The Company measures fair value using the procedures set out below for all assets and liabilities measured at fair
value. When available, the Company generally uses quoted market prices to determine fair value, and classifies such
items in Level 1. If quoted market prices are not available, fair value is based upon internally developed valuation
techniques that use, where possible, current market-based or independently sourced market parameters. Items valued
using such internally generated valuation techniques are classified according to the lowest level input or value driver
that is significant to the valuation. Thus, an item may be classified in Level 3 even though there may be some
significant inputs that are readily observable.
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Following is a description of the Company s valuation methodologies used for instruments measured at fair value,
as well as the general classification of such instruments pursuant to the valuation hierarchy. Where appropriate, the
description includes details of the valuation models, the key inputs to those models, as well as any significant
assumptions.

Assets and liabilities measured at fair value on a recurring basis:
Short-term investments

The short-term investments category on the Company s consolidated balance sheets includes available-for-sale debt
securities. The Company uses quoted market prices to determine the fair value of all investment securities; such items
are classified in Level 1 of the fair value hierarchy. Examples include tax advantaged municipal securities.

10
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The following table presents the financial instruments carried at fair value, by caption on the consolidated balance
sheets and by SFAS No. 157 valuation hierarchy (as described above) as of June 30, 2008 (in thousands):

Quoted prices  Significant

Total
in active other Significant carrying
markets for  observable unobservable value in the

identical
assets inputs inputs consolidated

(Level

(Level 1) 2) (Level 3) balance sheet
Short-term investments $ 465,778 $ $ $ 465,778
Total assets at fair value $ 465,778 $ $ $ 465,778

Assets and liabilities measured at fair value on a non-recurring basis:

Certain assets and liabilities are measured at fair value on a non-recurring basis and therefore are not included in
the table above. Such instruments are not measured at fair value on an ongoing basis but are subject to fair value
adjustments in certain circumstances (for example, when there is evidence of impairment).

Equity investment in private company

In 2006, the Company invested in Qualigen, Inc. ( Qualigen ), a private company. The valuation of investments in
non-public companies requires significant management judgment due to the absence of quoted market prices, inherent
lack of liquidity and the long-term nature of such assets. The Company s equity investments in private companies are
valued initially based upon the transaction price under the cost method of accounting. Equity investments in
non-public companies are classified in Level 3 of the fair value hierarchy. The Company s investment in Qualigen,
which totaled approximately $7,000,000 as of June 30, 2008, is included in license, manufacturing access fees and
other assets, net on the consolidated balance sheets.

Note 5 Balance sheet information
The following tables provide details of selected balance sheet items (in thousands):

Inventories
December
June 30, 31,
2008 2007
Raw materials and supplies $ 7,518 $ 7,774
Work in process 23,874 23,829
Finished goods 20,062 16,937

$ 51,454 $ 48,540

Property, plant and equipment, net

December

June 30, 31,

2008 2007

Land $ 18,804 $ 13,862
Building 80,718 69,946
Machinery and equipment 146,280 139,871
Building improvements 33,526 32,614
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Furniture and fixtures 16,550 16,146
Construction in-progress 417 181
Property, plant and equipment, at cost 296,295 272,620
Less accumulated depreciation and amortization (154,574) (143,127)
Property, plant and equipment, net $ 141,721 $ 129,493

License, manufacturing access fees and other assets, net

December

June 30, 31,

2008 2007

Patents $ 17,618 $ 17,304
Purchased intangible assets 33,636 33,636
License and manufacturing access fees 63,326 53,326
Investment in Molecular Profiling Institute, Inc. 2,500
Investment in Qualigen, Inc. 6,993 6,993
Other assets 4,336 3911
License, manufacturing access fees and other assets, at cost 125,909 117,670
Less accumulated amortization (65,669) (59,474)
License, manufacturing access fees and other assets, net $ 60,240 $ 58,196
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In January 2008, Caris Diagnostics completed the acquisition of Molecular Profiling Institute, Inc. Pursuant to this
sale transaction, the Company s equity interest in Molecular Profiling was converted into approximately $4,400,000 of
proceeds, of which $4,100,000 was received in January 2008 and the remaining $300,000 was placed into an escrow
fund established to satisfy the Company s pro-rata share of indemnification obligations under the Caris/Molecular
Profiling merger agreement. The Company recorded a $1,600,000 gain associated with the initial $4,100,000 received
in January 2008, and will record the remaining gain if and when any funds are released to the Company from escrow.

In May 2008, pursuant to the Company s supply and purchase agreement with F. Hoffman-La Roche Ltd. and its
affiliate Roche Molecular Systems, Inc. (together referred to as Roche ), upon the first commercial sale of its
CE-marked APTIMA human papillomavirus ( HPV ) assay in Europe, the Company paid Roche $10,000,000 in
manufacturing access fees. Prior to and including May 2008, the Company s original payment to Roche of
$20,000,000 was being amortized to research and development ( R&D ) expense. Beginning in June 2008, the
additional payment of $10,000,000 and any unamortized amounts remaining from the original payment are being
amortized to cost of product sales.

In June 2008, the Company recorded an impairment charge for the net capitalized balance of $3,496,000 under its
license agreement with Corixa Corporation. This charge is included in R&D expense on the consolidated statements
of income. Under the license agreement, the Company was granted exclusive rights to several licenses and pending
patents, including AMACR, to develop, manufacture and sell in-vitro, nucleic acid and antibody based assays for the
prostate cancer market. The amount of license fees paid to Corixa was initially capitalized based on the Company s
assessment at that time of the alternative future uses of the assets, including the Company s initial intent to
commercialize the AMACR marker. The Company retains the right to sublicense any of the markers acquired. The
Corixa intellectual property was being amortized to R&D expense based upon the estimated life of the underlying
patents acquired. In the second quarter of 2008, a series of events indicated that future alternative uses of the
capitalized intangible asset were unlikely and that recoverability of the asset through future cash flows was not
considered likely enough to support continued capitalization. These second quarter 2008 indicators of impairment
included decisions on the Company s planned commercial approach for oncology diagnostic products, the completion
of a detailed review of the intellectual property suite acquired from Corixa, including the Company s assessment of the
proven clinical utility for a majority of the related markers, and the potential for near term sublicense income that
could be generated from the intellectual property acquired.

Note 6  Short-term investments

The Company s short-term investments include tax advantaged municipal securities with a minimum Moody s credit
rating of A3 and a minimum Standard & Poor s credit rating of A-. As of June 30, 2008, the Company did not hold
auction rate securities. The Company s investment policy limits the effective maturity on individual securities to six
years and an average portfolio maturity to three years. At June 30, 2008, the Company s portfolios had an average term
of two years and an average credit quality of AA2 as defined by Moody s. The following is a summary of short-term
investments as of June 30, 2008 (in thousands):

Gross Gross
Unrealized Unrealized Estimated
Fair
Cost Gains Losses Value
Municipal securities $ 465,808 $ 2,543 $ (2,573) $ 465,778
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The following table shows the estimated fair values and gross unrealized losses for the Company s investments in

individual securities that have been in a continuous unrealized loss position deemed to be temporary for less than
12 months and for more than 12 months as of June 30, 2008 (in thousands):

Less than 12 Months More than 12 Months
Estimated  Unrealized Estimated Unrealized
Fair Fair
Value Losses Value Losses
Municipal securities $161,314 $ (2431) $ 10,196 $ (142

The unrealized losses on the Company s investments in municipal securities were caused by market interest rate
increases, which reduce the market value of securities held with lower interest rates. The contractual terms of those
investments do not permit the issuer to settle the securities at a price less than the amortized cost of the investment.
The Company does not consider its investments in municipal securities to be other-than-temporarily impaired at
June 30, 2008, since the Company has the ability and intent to hold those investments until a recovery of fair value,
which may be at maturity. Gross realized gains from the sale of short-term investments were $89,000 and less than
$1,000 for the three month periods ended June 30, 2008 and 2007, respectively, and $407,000 and less than $1,000 for
the six month periods ended June 30, 2008 and 2007, respectively. Gross realized losses from the sale of short-term
investments were $22,000 and $0 for both the three and six month periods ended June 30, 2008 and 2007,
respectively.

Note 7 Income tax

The Company currently estimates that its annual effective tax rate for 2008 will be approximately 34%. This is an
increase from the prior year annual effective tax rate, which was approximately 23%, as the Company s effective tax
rate in 2007 significantly benefited from the settlement of tax audits.

As of June 30, 2008, the Company had total gross unrecognized tax benefits of $4,626,000. The amount of
unrecognized tax benefits (net of the federal benefit for state taxes) that would favorably affect the Company s
effective income tax rate, if recognized, was $3,414,000. During the three month period ended June 30, 2008,
settlement of the Company s 2005 federal audit resulted in a $1,076,000 decrease in the gross unrecognized tax
benefits. Material filings subject to future examination are the Company s California returns filed for the 2005 and
2006 tax years, and the U.S. federal return filed for the 2006 tax year.

Note 8  Stockholders equity
Changes in stockholders equity for the six months ended June 30, 2008 were as follows (in thousands):

Balance at December 31, 2007 $738,040
Net income 56,736
Other comprehensive income, net (1,441)
Proceeds from the issuance of common stock 9,025
Purchase of common stock by board members 60
Purchase of common stock through ESPP 1,789
Cancellation of restricted stock awards (283)
Repurchase and retirement of restricted stock for payment of taxes 479)
Stock-based compensation charges 9,376
Excess tax benefit from stock-based compensation 614
Balance at June 30, 2008 $813,437

Comprehensive income
In accordance with SFAS No. 130, Reporting Comprehensive Income, all components of comprehensive income,
including net income, are reported in the consolidated financial statements in the period in which they are recognized.
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Comprehensive income is defined as the change in equity during a period from transactions and other events and
circumstances from non-owner sources. Net income and other comprehensive income, which includes certain changes
in stockholders equity such as foreign currency translation of the Company s wholly owned subsidiaries financial
statements and unrealized gains and losses on their available-for-sale securities, are reported, net of their related tax
effect, to arrive at comprehensive income.
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Components of comprehensive income, net of income tax, were as follows (in thousands):

Three Months
Ended Six Months Ended
June 30, June 30,

2008 2007 2008 2007
Net income $24,791 $27,002 $56,736 $48.477
Change in net unrealized gain on
investments (2,802) (641) (1,525) 451)
Foreign currency translation adjustment 9 118 84 11
Other comprehensive income, net (2,793) (523) (1,441) (440)
Comprehensive income $21,998 $26,479 $ 55,295 $48,037

Stock options
A summary of the Company s stock option activity for all option plans is as follows (in thousands, except price per
share data and number of years):

Weighted
Average
Remaining Aggregate
Number Weighted
of Average Contractual Intrinsic
Life
Shares Exercise Price (Years) Value
Outstanding at December 31, 2007 5,518 $ 40.86
Granted 155 56.37
Exercised (238) 37.89
Cancelled (174) 51.43
Outstanding at June 30, 2008 5,261 41.17 5.6 $ 50,285
Exercisable at June 30, 2008 1,963 $ 54.28 5.4 $ 48,790

The Company also had an aggregate of 193,344 shares of restricted stock and 60,000 shares of deferred issuance
restricted stock awards outstanding as of June 30, 2008 that have not been reflected in the table above.
Note 9 Contingencies

The Company is a party to the following litigation and may be involved 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.
Digene Corporation

In December 2006, Digene Corporation ( Digene ) filed a demand for binding arbitration against Roche with the
International Centre for Dispute Resolution of the American Arbitration Association in New York ( ICDR ). Digene s
demand asserts, among other things, that Roche materially breached a cross-license agreement between Roche and
Digene by granting the Company an improper sublicense and seeks a determination that the supply and purchase
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agreement is null and void. On July 13, 2007, the ICDR arbitrators granted the Company s petition to join the
arbitration. On August 27, 2007, Digene filed an amended arbitration demand and asserted a claim against the
Company for tortious interference with the cross-license agreement. The arbitration hearing in this matter has been set
for October 2008.

The Company believes that the supply and purchase agreement is valid and that its purchases of HPV
oligonucleotide products under the supply and purchase agreement are and will be in accordance with applicable law.
However, there can be no assurance that the matters will be resolved in favor of the Company.
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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 can be identified by the use of forward-looking words such as believes, expects, hopes, may, will,

intends, estimates, could, should, would, continue, seeks or anticipates, or other similar words, incluc
the negative. 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.

The following information should be read in conjunction with our June 30, 2008 consolidated financial statements
and related notes thereto included elsewhere in this quarterly report and with our consolidated financial statements and
notes thereto for the year ended December 31, 2007 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, 2007. 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 quarterly report and in our Annual Report on
Form 10-K for the year ended December 31, 2007.

Overview

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 screening donated human blood.
We also develop and manufacture nucleic acid probe-based products for the detection of harmful organisms in the
environment and in industrial processes. We have 25 years of research and development experience in nucleic acid
detection, 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 throughout the world.

We have achieved strong growth since 2002 in both revenues and earnings, primarily due to the success of our
clinical diagnostic products for sexually transmitted diseases, or STDs, and blood screening products that are used to
detect the presence of human immunodeficiency virus (type 1), or HIV-1, hepatitis C virus, or HCV, hepatitis B virus,
or HBV, and West Nile Virus, or WNV. Under our collaboration agreement with Novartis Vaccines and Diagnostics,
Inc., or Novartis, formerly known as Chiron Corporation, or Chiron, we manufacture blood screening products, while
Novartis is responsible for marketing, sales and service of those products, which Novartis sells under its trademarks.
Recent Events

Financial Results

Product sales for the second quarter of 2008 were $113.7 million, compared to $93.9 million in the same period of
the prior year, an increase of 21%. Total revenues for the second quarter of 2008 were $119.8 million, compared to
$101.3 million in the same period of the prior year, an increase of 18%. Net income for the second quarter of 2008
was $24.8 million ($0.45 per diluted share), compared to $27.0 million ($0.50 per diluted share) in the same period of
the prior year, a decrease of 8%. Net income in the second quarter of 2007 benefited from a one-time tax benefit of
$8.7 million, or $0.16 per diluted share.

Product sales for the first six months of 2008 were $215.2 million, compared to $181.0 million in the same period
of the prior year, an increase of 19%. Total revenues for the first six months of 2008 were $242.4 million, compared to
$202.3 million in the same period of the prior year, an increase of 20%. Net income for the first six months of 2008
was $56.7 million ($1.03 per diluted share), compared to $48.5 million ($0.90 per diluted share) in the same period of
the prior year, an increase of 17%. Net income in the first six months of 2007 benefited from a one-time tax benefit of
$8.7 million, or $0.16 per diluted share.
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Voluntary Counterbid to Acquire Innogenetics

In June 2008, following a bid by Solvay Pharmaceuticals, we launched a conditional counterbid to acquire 100% of
the outstanding shares, warrants and convertible bonds of Innogenetics NV, a Belgian molecular diagnostics company,
for approximately 215 million. On July 9, 2008, Solvay Pharmaceuticals submitted a higher bid to acquire
Innogenetics and we formally withdrew our counterbid. Included in our general and administrative expenses for the
second quarter of 2008 are approximately $1.5 million of costs associated with our counterbid to acquire Innogenetics.

Corporate Collaborations

In June 2008, 3M Corporation, or 3M, discontinued our collaboration to develop rapid, molecular tests for
healthcare-associated infections, or HCAIs, due to technical incompatibilities between our nucleic acid testing
technologies and 3M s proprietary microfluidics instrument platform. Under the terms of the discontinued agreement,
we were responsible for assay development, which 3M funded. 3M also agreed to pay us milestones based on
technical and commercial progress. We earned the first of these milestones, related to assay feasibility, in the fourth
quarter of 2007. Based on the termination of the agreement, in June 2008, we recorded $2.7 million in collaborative
research revenue that was previously deferred. The agreement requires 3M to pay us costs incurred to wind down the
collaboration, which we anticipate we will receive in the second half of 2008.

Millipore Corporation, or Millipore, recently launched the first assay developed under our industrial testing
collaboration. In January 2008, Millipore commenced commercialization of the first MilliPROBE assay, which targets
the bacterium Pseudomonas aeruginosa and is designed as an in-process, early warning system to provide faster, more
effective detection of Pseudomonas aeruginosa in purified water used during drug production. The assay was
designed to ensure a higher degree of water quality throughout manufacturing processes where the contaminant can be
a serious quality and safety concern. We believe faster detection will enable biopharmaceutical manufacturers to
reduce downstream processing risks, optimize product yields and improve final product quality.

Product Development

In May 2008, we launched in Europe our APTIMA HPV assay, a highly specific molecular diagnostic test to detect
high-risk strains of HPV, which are associated with cervical cancer. The APTIMA HPV assay has been CE-marked
and is currently available for sale in 13 European Union countries.

In March 2008, we started U.S. clinical trials for our investigational APTIMA HPV assay. The investigational
APTIMA HPV assay is an amplified nucleic acid test that detects 14 high-risk HPV types that are associated with
cervical cancer. More specifically, the assay detects two messenger RNAs, or mRNAs, that are made in higher
amounts when HPV infections progress toward cervical cancer. We believe that targeting these mRNAs may more
accurately identify women at higher risk of having, or developing, cervical cancer than competing assays that target
HPV DNA. We expect to enroll approximately 7,000 women in the study. Actual enrollment, however, may vary
based on the prevalence of cervical disease among women in the trial. The trial enrollment and testing are expected to
take approximately two years. The APTIMA HPV assay is designed to run on our fully automated, high-throughput
TIGRIS instrument system, and on our current and future medium-throughput instrument platforms.

In May 2007, the Food and Drug Administration, or FDA, approved our TIGRIS instrument system for use with
our triplex assay to screen donated blood, plasma, organs and tissues for HIV-1 and HCV in individual blood
donations or in pools of up to 16 blood samples. The system and assay also detect HBV in blood donations that are
HBV-positive based on serology tests for HBV surface antigen and core antibodies. The system has not been
approved at this time to screen donated blood for HBV, as the initial clinical studies were not designed to, and did not,
demonstrate HBV yield. Yield is defined as HBV-infected blood donations that were intercepted by the triplex assay,
but that were initially negative based on the serology tests. We and Novartis have initiated post-marketing studies to
demonstrate HBV yield and gain the associated donor screening claim. We believe we have met our goal of
identifying two required yield cases in the studies; and we filed a supplemental Biologic License Application, or BLA,
with the FDA in February 2008 to seek a donor screening claim for HBV.
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Final Payment Received in Litigation Settlement

In June 2006, we entered into a Short Form Settlement Agreement with Bayer HealthCare LLC and Bayer Corp.,
collectively Bayer, to resolve patent litigation we filed against Bayer in the United States District Court for the
Southern District of California and to resolve separate commercial arbitration proceedings between the parties. On
August 1, 2006, the parties signed final, definitive settlement documentation, referred to herein as the Settlement
Agreement. All litigation and arbitration proceedings between us and Bayer were terminated pursuant to the
Settlement Agreement.

Pursuant to the Settlement Agreement, Bayer paid us an initial license fee of $5.0 million in August 2006. Bayer
also paid us $10.3 million as a one-time royalty on January 31, 2007 and $16.4 million as a one-time royalty on
January 31, 2008. As a result of these royalty payments, Bayer s rights to the patents subject to the Settlement
Agreement are fully paid-up and royalty free.

Pursuant to the Settlement Agreement, we obtained certain contract and patent rights to distribute qualitative
HIV-1 and HCV tests through October 2010. We also obtained an option to extend our rights through the life of
certain HIV-1 and HCV patents. The option also permits us to elect to extend our rights to future instrument systems
(but not to the TIGRIS instrument). We are required to exercise the option prior to the expiration of the existing rights
in October 2010 and, if exercised, pay a $1.0 million fee.

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 United States generally accepted accounting
principles, or U.S. GAAP. The preparation of these consolidated 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 license and
manufacturing access fees, patent costs and capitalized software, income tax and valuation of stock-based
compensation. We base our estimates on historical experience and on various other assumptions that are believed to
be reasonable under the circumstances, 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.

We believe there have been no significant changes during the first six months of 2008 to the items that we
disclosed as our critical accounting policies and estimates 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, 2007,
except for the items discussed below.

Adoption of recent accounting pronouncements
SFAS No. 157

Effective January 1, 2008, we adopted Statement of Financial Accounting Standards, or SFAS, No. 157, Fair Value
Measurements, or SFAS No. 157, for financial assets and liabilities measured at fair value. SFAS No. 157 defines fair
value, expands disclosure requirements around fair value and specifies a hierarchy of valuation techniques based on
whether the inputs to those valuation techniques are observable or unobservable. Observable inputs reflect market data
obtained from independent sources, while unobservable inputs reflect our market assumptions. These two types of
inputs create the following fair value hierarchy:

Level 1  Quoted prices for identical instruments in active markets.

Level 2 Quoted prices for similar instruments in active markets; quoted prices for identical or similar
instruments in markets that are not active; and model-derived valuations in which all significant inputs and
significant value drivers are observable in active markets.

Level 3 Valuations derived from valuation techniques in which one or more significant inputs or significant
value drivers are unobservable.
17
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This hierarchy requires us to use observable market data, when available, and to minimize the use of unobservable
inputs when determining fair value. A financial instrument s categorization within the valuation hierarchy is based
upon the lowest level of input that is significant to the fair value measurement. At June 30, 2008, we reported
$472.8 million of assets at fair value, of which $7.0 million, or 1.5%, were classified in Level 3 of the fair value
hierarchy.

Determination of fair value

When available, we generally use quoted market prices to determine fair value. If quoted market prices are not
available, fair value is based upon internally developed valuation techniques that use, where possible, current
market-based or independently sourced market parameters.

Following is a description of our valuation methodologies used for instruments measured at fair value. Where
appropriate, the description includes details of the valuation models, the key inputs to those models, as well as any
significant assumptions.

Short-term investments

We use quoted market prices to determine the fair value of all investment securities.

Equity investment in private company

In 2006, we invested in Qualigen, Inc., a private company. The valuation of investments in non-public companies
requires significant management judgment due to the absence of quoted market prices, inherent lack of liquidity and
the long-term nature of such assets. Our equity investments in private companies are valued initially based upon the
transaction price under the cost method of accounting. Such instruments are not measured at fair value on an ongoing
basis but are subject to fair value adjustments in certain circumstances (for example, when there is evidence of
impairment).

SFAS No. 159

Effective January 1, 2008, we adopted SFAS No. 159, The Fair Value Option for Financial Assets and Financial
Liabilities Including an amendment of FASB Statement No. 115, or SFAS No. 159, which expands the use of fair
value accounting but does not affect existing standards that require assets or liabilities to be carried at fair value.
Under SFAS No. 159, a company may elect to use fair value to measure accounts and loans receivable,
available-for-sale and held-to-maturity securities, equity method investments, accounts payable, guarantees and issued
debt. Other eligible items include firm commitments for financial instruments that otherwise would not be recognized
at inception and non-cash warranty obligations where a warrantor is permitted to pay a third party to provide the
warranty goods or services. If the use of fair value is elected, any upfront costs and fees related to the item must be
recognized in earnings and cannot be deferred (e.g., debt issue costs). The fair value election is irrevocable and
generally made on an instrument-by-instrument basis, even if a company has similar instruments that it elects not to
measure based on fair value. At the adoption date, unrealized gains and losses on existing items for which fair value
has been elected are reported as a cumulative adjustment to beginning retained earnings. Subsequent to the adoption
of SFAS No. 159, changes in fair value are recognized in earnings. During the first six months of 2008, we did not
elect fair value as an alternative measurement for any financial instruments not previously carried at fair value.

EITF Issue No. 07-3

Effective January 1, 2008, we adopted Emerging Issues Task Force Issue No. 07-3, Accounting for
Non-Refundable Payments for Goods or Services Received for Use in Future Research and Development Activities,
or EITF Issue No. 07-3. EITF Issue No. 07-3 requires that non-refundable advance payments for goods or services
that will be used or rendered for future research and development activities be deferred and capitalized and recognized
as an expense as the goods are delivered or the related services are performed. There was no material financial
statement impact as a result of adoption.
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Results of Operations

(Dollars in millions) Three Months Ended June 30, Six Months Ended June 30,
$ % $ %
2008 2007 Change Change 2008 2007 Change Change
Product Sales $113.7  $939 § 198 21% $2152 $181.0 § 342 19%
As a percent of total revenues 95% 93% 89% 89%

Our primary source of revenue comes from product sales, which consist primarily of the sale of clinical diagnostic
and blood screening products in the United States. Our clinical diagnostic products include our APTIMA, PACE,
AccuProbe and Amplified Mycobacterium Tuberculosis Direct Test product lines. The principal customers for our
clinical diagnostics products include large reference laboratories, public health institutions and hospitals. The blood
screening assays and instruments we manufacture are marketed worldwide through our collaboration with Novartis
under the Procleix and Ultrio trademarks.

We recognize product sales from the manufacture and shipment of tests for screening donated blood at the
contractual transfer prices specified in our collaboration agreement with Novartis for sales to end-user blood bank
facilities located in countries where our products have obtained governmental approvals. Blood screening product
sales are then adjusted monthly corresponding to Novartis payment to us of amounts reflecting our ultimate share of
net revenue from sales by Novartis to the end user, less the transfer price revenues previously recorded. Net sales are
ultimately equal to the sales of the assays by Novartis to third parties, less freight, duty and certain other adjustments
specified in our collaboration agreement with Novartis multiplied by our share of the net revenue.

Product sales increased 21% in the second quarter of 2008 compared to the same period of the prior year. The
$19.8 million increase was primarily attributed to $11.7 million in higher blood screening assay sales and $8.7 million
in higher APTIMA assay sales, partially offset by a $1.8 million decrease in PACE product sales as customers
continue to convert to the more sensitive amplified APTIMA product line. Included in the increase is $1.9 million of
growth attributed to the weaker U.S. dollar.

Diagnostic product sales, including assay, instrument, and ancillary sales, represented $57.2 million, or 50% of
product sales, in the second quarter of 2008, compared to $50.1 million, or 53% of product sales in the second quarter
of 2007. This $7.1 million increase was primarily driven by volume gains in our APTIMA product line as the result of
PACE conversions, market share gains we attribute to the superior clinical performance of our assay and the
availability of our fully automated TIGRIS instrument. Overall APTIMA growth was partially offset by a $1.8 million
decrease in our PACE product as customers continue to convert to the more sensitive amplified APTIMA product
line. In general, the price of our amplified APTIMA test is twice that of our non-amplified PACE product, thus the
conversion from PACE to APTIMA drives an overall increase in product sales even if underlying testing volumes
remain the same.

Blood screening related sales, including assay, instrument, and ancillary sales, represented $56.5 million, or 50%
of product sales, in the second quarter of 2008, compared to $43.8 million, or 47% of product sales in the second
quarter of 2007. This $12.7 million increase was principally attributed to the March 2007 approval and commercial
pricing of our WNV assay for use on the TIGRIS instrument, as well as international expansion of Procleix Ultrio
sales by Novartis. Included in the second quarter of 2008 blood screening results was a one-time $2.6 million benefit
related to an adjustment to service costs previously deducted by Novartis prior to arriving at our net share of revenue
under the collaboration. In addition, we estimate that $1.9 million of the growth in the second quarter of 2008 over the
second quarter of 2007 was related to foreign currency gains associated with the weaker U.S. dollar. Novartis is
responsible for the billing and collection of revenues under our collaboration and many of the customer contracts and
billings are accounted for in local currencies, primarily the Euro. Novartis translates these revenues into U.S. dollars
and submits them to us in U.S. dollars, thus creating the favorable impact. Our share of blood screening revenues is
based upon sales of assays by Novartis, on blood donation levels and the related price per donation. In the second
quarter of 2008, United States blood donation volumes screened using the Procleix blood screening family of assays
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were relatively consistent with 2007 levels, as was the related pricing.

Product sales increased 19% in the first six months of 2008 compared to the same period of the prior year. The
$34.2 million increase was primarily attributed to $19.2 million in higher blood screening assay sales, $13.7 million in
higher APTIMA assay sales and $2.7 million in higher instrumentation sales, partially offset by a $3.4 million
decrease in PACE product sales as customers continue to convert to the more sensitive amplified APTIMA product
line. Included in the increase is $3.5 million of growth attributed to the weaker U.S. dollar.
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Diagnostic product sales, including assay, instrument, and ancillary sales, represented $109.7 million, or 51% of
product sales, in the first six months of 2008, compared to $97.6 million, or 54% of product sales in the first six
months of 2007. This $12.1 million increase was primarily driven by volume gains in our APTIMA product line as the
result of PACE conversions, market share gains we attribute to the superior clinical performance of our assay and the
availability of our fully automated TIGRIS instrument. The remaining growth in diagnostics was primarily the result
of an increase in diagnostic instrumentation sales, which increased by $1.6 million from the first six months of 2007.
Overall APTIMA growth was partially offset by a $3.4 million decrease in our PACE product as customers continue
to convert to the more sensitive amplified APTIMA product line. In the first six months of 2008, APTIMA sales were
approximately 86% of our STD product sales versus PACE sales of 14%. In the first six months of 2007, APTIMA
represented 80% of STD product sales, and PACE 20%. Average pricing in the first six months of 2008 related to our
APTIMA products decreased approximately 5% from the first six months of 2007 primarily related to strong unit
growth in our corporate account sector.

Blood screening related sales, including assay, instrument, and ancillary sales, represented $105.5 million, or 49%
of product sales, in the first six months of 2008, compared to $83.4 million, or 46% of product sales in the first six
months of 2007. This $22.1 million increase was principally attributed to the March 2007 approval and commercial
pricing of our WNV assay for use on the TIGRIS instrument, as well as international expansion of Procleix Ultrio
sales by Novartis. In the first six months of 2008, United States blood donation volumes screened using the Procleix
blood screening family of assays were relatively consistent with 2007 levels, as was the related pricing. International
revenues increased as the Procleix Ultrio product further penetrated international markets. Included in the blood
screening results for the first six months of 2008 was a one-time $2.6 million benefit related to an adjustment to
service costs previously deducted by Novartis prior to arriving at our net share of revenue under the collaboration. In
addition, we estimate that $3.5 million of the growth in the first six months of 2008 over the first six months of 2007
was related to foreign currency gains associated with the weaker U.S. dollar.

(Dollars in millions) Three Months Ended June 30, Six Months Ended June 30,
$ % $ %
2008 2007 Change Change 2008 2007 Change Change
Collaborative Research Revenue $ 4.6 $ 58 $ (1.2) 2h% $ 7.1 $81 $ (1.0 (12)%

As a percent of total revenues 4% 6% 3% 4%

We recognize collaborative research revenue over the term of various collaboration agreements, as negotiated
monthly contracted amounts are earned or reimbursable costs are incurred related to those agreements. Negotiated
monthly contracted amounts are earned in relative proportion to the performance required under the contracts.
Non-refundable license fees are recognized over the related performance period or at the time that we have satisfied
all performance obligations. Milestone payments are recognized as revenue upon the achievement of specified
milestones. In addition, we record as collaborative research revenue shipments of blood screening products in the
United States and other countries in which the products have not received regulatory approval. This is done because
restrictions apply to these products prior to FDA marketing approval in the United States and similar approvals in
foreign countries.

The costs associated with collaborative research revenue are based on fully burdened full time equivalent rates and
are reflected in our consolidated 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 all of the costs
applicable to collaborations and, therefore, are not able to quantify all of the direct costs associated with collaborative
research revenue.

Collaborative research revenue decreased 21% in the second quarter of 2008, compared to the same period of the
prior year. The $1.2 million decrease was primarily the result of revenues in 2007 of $2.4 million in blood screening
development expenses billed to Novartis related to triplex assay and WNV assay development charges, which were
lower in 2008 as these products completed development in March and May 2007, respectively, $1.4 million in lower
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funding revenues from the United States Army Medical Research and Material Command for PCA3 as that contract
expired in the fourth quarter of 2007, and a $0.6 million decrease in funding from 3M related to our food testing
program that was discontinued in the fourth quarter of 2007. These decreases were offset by an increase of
$3.4 million from 3M for the development of rapid nucleic acid tests to detect certain dangerous healthcare-associated
infections. This collaboration with 3M was discontinued in June 2008.

Collaborative research revenue decreased 12% in the first six months of 2008, compared to the same period of the
prior year. The $1.0 million decrease was primarily the result of revenues in 2007 related to $2.4 million in blood
screening development expenses billed to Novartis related to triplex assay and WNV assay development charges,
which were lower in 2008 as these products completed development in March and May 2007, respectively,
$2.0 million in lower funding revenues from the United States Army Medical Research and Material Command for
PCA3 as that contract expired in the fourth quarter of 2007, and a $0.8 million decrease in funding from 3M related to
our food testing program that was discontinued in the fourth quarter of 2007. These decreases were offset by an
increase of $4.2 million from 3M for the development of rapid nucleic acid tests to detect certain dangerous
healthcare-associated infections. This collaboration with 3M was discontinued in June 2008.
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Collaborative research revenue tends to fluctuate based on the amount of research services performed, the status of
projects under collaboration and the achievement of milestones. Under the terms of our collaboration agreement with
Novartis, a milestone payment of $10.0 million is due to us in the future if we obtain full FDA approval of our triplex
assay for blood screening use on our TIGRIS instrument. There is no guarantee we will achieve this milestone and
receive the associated payment under this agreement.

Due to the nature of our 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 and maintain relationships with potential and current collaborative partners and the
advancement of related collaborative research and development. These relationships may not be established or
maintained and current collaborative research revenue may decline.

(Dollars in millions) Three Months Ended June 30, Six Months Ended June 30,
$ % $ %
2008 2007 Change Change 2008 2007 Change Change
Royalty and License Revenue $ 1.5 $16 $ (0D 6)% $ 20.1 $132 $ 69 52%
As a percent of total revenues 1% 2% 8% 7%

We recognize revenue for royalties due to us upon the manufacture, sale or use of our products or technologies
under license agreements with third parties. For those arrangements where royalties are reasonably estimable, we
recognize revenue based on estimates of royalties earned during the applicable period and adjust for differences
between the estimated and actual royalties in the following period. Historically, these adjustments have not been
material. For those arrangements where royalties are not reasonably estimable, we recognize revenue upon receipt of
royalty statements from the applicable licensee. Non-refundable license fees are recognized over the related
performance period or at the time that we have satisfied all performance obligations.

Royalty and license revenue decreased 6% in the second quarter of 2008 compared to the same period of the prior
year.

Our royalty and license revenue in the first six months of each of 2008 and 2007 consisted primarily of settlement
payments received from Bayer ($16.4 million in 2008 and $10.3 million in 2007). Bayer has now paid all amounts due
to us under our settlement agreement, and thus these payments will not recur in future periods. The increase in royalty
and license revenue during the first six months of 2008 compared to the same period of the prior year was also the
result of $0.7 million in higher blood plasma royalties from Novartis.

Royalty and license revenue may fluctuate based on the nature of the related agreements and the timing of receipt
of license fees. 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 revenue will depend, in part, on our ability to market
and capitalize on our technologies. We may not be able to do so and future royalty and license revenue may decline.

(Dollars in millions) Three Months Ended June 30, Six Months Ended June 30,
$ % $ %
2008 2007 Change Change 2008 2007 Change Change
Cost of Product
Sales $ 325 $ 302 $ 23 8% $ 65.1 $ 59.3 $ 58 10%

Gross profit margin as
a percent of product
sales 71% 68% 70% 67%

Cost of product sales includes direct material, direct labor, and manufacturing overhead associated with the
production of inventories. Other components of cost of product sales include royalties, warranty costs, instrument and
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software amortization and allowances for scrap.

In addition, we manufacture significant quantities of materials, development lots, and clinical trial lots of product
prior to receiving FDA approval for commercial sale. The majority of costs associated with development lots are
classified as research and development, or R&D, expense. The portion of a development lot that is manufactured for
commercial sale outside the United States is capitalized to inventory and classified as cost of product sales upon

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

Cost of sales increased 8% in the second quarter of 2008, compared to the same period of the prior year. Of this
$2.3 million increase, $2.4 million was attributed to increased shipments of blood screening products, $1.8 million
was attributed to increased APTIMA sales, and $1.4 million was attributed to higher instrument sales and instrument
related costs, all of which were partially offset by favorable manufacturing variances of $3.3 million, primarily related
to increased production volumes.

Cost of sales increased 10% in the first six months of 2008, compared to the same period of the prior year. Of this
$5.8 million increase, $3.6 million was attributed to higher instrument sales and instrument related costs, $4.4 million
was attributed to increased shipments of blood screening products and $3.0 million was attributed to increased
APTIMA sales, all of which were partially offset by favorable manufacturing variances of $5.2 million, primarily
related to increased production volumes.

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 expired 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 as a percentage of product sales increased to 71% in the second quarter of 2008, and to
70% in the first six months of 2008, from 68% and 67%, respectively, in the comparable periods of 2007. The
increase in gross profit margin percentage was principally attributed to increased sales of the blood screening Ultrio
and WNYV assays by Novartis and increased APTIMA sales, which have higher margins, and changes in production
volumes, partially offset by increased instrument sales, which have lower margins, and instrument related costs.

A portion of our blood screening revenues is from sales of TIGRIS instruments to Novartis, which totaled
$6.9 million and $4.3 million during the first six months of 2008 and 2007, respectively. Under our collaboration
agreement with Novartis, we sell TIGRIS instruments to them at prices that approximate cost. These instrument sales,
therefore, negatively impact our gross margin percentage in the periods when they occur, but are a necessary precursor
to increased sales of blood screening assays in the future.

The blood screening market is transitioning from pooled testing of large numbers of donor samples to smaller pool
sizes and, we expect, will ultimately move to individual donor testing. A greater number of tests will be required for
smaller pool sizes and individual donor testing than are now required. Under our collaboration agreement with
Novartis, we bear the cost of manufacturing blood screening assays. The greater number of tests required for smaller
pool sizes and individual donor testing will increase our variable manufacturing costs, including costs of raw materials
and labor. If the price per donor or total sales volume does not increase in line with the increase in our total variable
manufacturing costs, our gross profit margin percentage from sales of blood screening assays will decrease upon the
adoption of smaller pool sizes and individual donor testing. We have already observed this trend with respect to
certain sales internationally. We are not able to predict accurately the ultimate extent to which our gross profit margin
percentage will be negatively affected as a result of smaller pool sizes and individual donor testing, because we do not
know the ultimate selling price that Novartis will charge to the end user.

(Dollars in millions) Three Months Ended June 30, Six Months Ended Jun