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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 10-Q

(Mark One)

X QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE
ACT OF 1934

For the quarterly period ended September 30, 200

OR

O TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE

ACT OF 1934
For the transition period from to
Commission file number: 0-32259
Align Technology, Inc.
(Exact name of registrant as specified in its @rart
Delaware 94-326729¢
(State or other jurisdiction ¢ (.LR.S. Employe
incorporation or organizatiol Identification Number

881 Martin Avenue
Santa Clara, California 95050
(Address of principal executive offices) (Zip Code)

(408) 470-1000
(Registrant’s telephone number, including area rode

Indicate by check mark whether the registrant @ filed all reports required to be filed by Seeti or 15(d) of the Securities
Exchange Act of 1934 during the preceding 12 modh$or such shorter period that the registrans wemuired to file such reports), and
(2) has been subject to such filing requirementstfe past 90 days. Y& No O

Indicate by check mark whether the registrantlarge accelerated filer, an accelerated filer, @-accelerated filer, or a smaller
reporting company. See definitions of “large acekd filer,” “accelerated filer,” and “smaller r@ping company” in Rule 12b-2 of the
Exchange Act. (Check one):

Large accelerated fileX] Accelerated filerO Non-accelerated fileO Smaller reporting compand
(Do not check if a smalle
reporting company

Indicate by check mark whether the registrantsbell company (as defined in Rule 12b-2 of the BExgfe Act).
YesO No

The number of shares outstanding of the regiss@@®mmon Stock, $0.0001 par value, as of Octobg2@18 was 67,040,827.
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Net revenue

Cost of revenues

Gross profit

Operating expense
Sales and marketir
General and administrati\
Research and developmt
Patients First Progra
Restructuring

Total operating expenses

Profit from operation:

Interest and other income, r

Net profit before provision for income tax

Provision for income taxes
Net profit
Net profit per share

Basic
Diluted

PART I—FINANCIAL INFORMATION

ITEM 1 FINANCIAL STATEMENTS
ALIGN TECHNOLOGY, INC.
CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS
(in thousands, except per share data)

Shares used in computing net profit per sh

Basic
Diluted

(unaudited)
Three Months Ended Nine Months Ended
September 30, September 30,
2008 2007 2008 2007
$ 75,17 $ 71,45. $ 229,85. % 211,81!
18,76¢ 18,13: 58,61: 55,90¢
56,40’ 53,31¢ 171,23¢ 155,90°
28,21 24,22¢ 88,73} 71,72¢
14,39t 13,94¢ 45,90¢ 38,01
5,91¢ 6,74¢ 20,21« 19,117
— — — (1,796
2,18¢ — 2,18¢ —
50,71¢ 44,924 157,04! 127,06«
5,691 8,39¢ 14,18¢ 28,84
264 1,10¢ 1,67¢ 2,24:
5,95¢ 9,50: 15,86: 31,08¢
(79€) (43) (1,379) (1,030
$ 5157 $ 9,46(C $ 14,49 $ 30,05¢
$ 0.0¢ $ 014 $ 021 % 0.4t
$ 0.0¢ $ 0.1 % 021 $ 0.4z
67,36: 67,97( 68,33( 66,70¢
68,70 72,23( 69,90¢ 71,05¢

The accompanying notes are an integral part oféhasaudited condensed consolidated financial statgsn
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ALIGN TECHNOLOGY, INC.
CONDENSED CONSOLIDATED BALANCE SHEETS
(in thousands, except per share data)
(unaudited)

ASSETS
Current assett
Cash and cash equivalel
Marketable securities, sh-term
Accounts receivable, net of allowance for doubtittounts of $715 and $760, respecti
Inventories, ne
Prepaid expenses and other current a:
Total current assets
Property and equipment, r
Goodwill
Intangible assets, n
Other assets
Total assets
LIABILITIES AND STOCKHOLDERS ' EQUITY
Current liabilities:
Accounts payabl
Accrued liabilities
Deferred revenue
Total current liabilities
Other long-term liabilities
Total liabilities
Commitments and contingencies (Note
Stockholder’ equity:
Preferred stock, $0.0001 par value (5,000 shart®ered; none issue:
Common stock, $0.0001 par value (200,000 sharémeaned; 67,035 and 68,682 shares iss
respectively; 67,035 and 68,642 shares outstandisgectively’
Additional pait-in capital
Accumulated other comprehensive income,
Accumulated deficit
Total stockholder equity
Total liabilities and stockholders’ equity

September 30 December 31
2008 2007
$ 79,75¢ % 89,14(
34,49¢ 38,77
48,87: 44.,85(
3,01¢ 2,91(
7,417 8,84¢
173,55 184,51°
29,56¢ 25,32(
47¢ 47¢€
8,48¢ 10,61¢
4,432 1,831
$ 216,52( $ 222,76
$ 7,48t $ 9,22z
33,87: 39,87¢
15,38( 12,36
56,74: 61,45¢
124 14¢€
56,86¢ 61,60
7 7
445,92t 450,14(
447 657
(286,72f) (289,65()
159,65 161,15
$ 216,52( $ 222,76

The accompanying notes are an integral part oféehasaudited condensed consolidated financial stetesn
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ALIGN TECHNOLOGY, INC.

CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS

(in thousands)
(unaudited)

Cash Flows from Operating Activities:
Net profit
Adjustments to reconcile net profit to net cashvjited by operating activitie:
Depreciation and amortizatic
Amortization of intangible:
Stock-based compensation expel
Loss on retirement and disposal of fixed as
Excess tax benefit from shi-based payment arrangeme
Non-cash restructuring charg
Changes in assets and liabiliti
Accounts receivabl
Inventories
Prepaid expenses and other current a:
Accounts payabl
Accrued and other loi-term liabilities
Deferred revenue
Net cash provided by operating activit

Cash Flows from Investing Activities:
Purchase of property and equipm
Proceeds from sale of equipmi
Restricted cas
Purchases of marketable securi
Maturities of marketable securiti
Other assets

Net cash used in investing activiti

Cash Flows from Financing Activities:
Proceeds from issuance of common si
Payments on line of crec
Payments on capital leas
Repurchased shares of common si
Excess tax benefit from sh-based payment arrangeme
Employee’ taxes paid upon the vesting of restricted stockst
Net cash provided by (used in) financing activities

Effect of foreign exchange rate changes on casttasid equivalent
Net increase (decrease) in cash and cash equis

Cash and cash equivalents at beginning of pe
Cash and cash equivalents at end of period

Nine Months Ended

September 30
2008 2007

$ 14,49. $ 30,05¢
7,36¢ 7,83¢
2,12i 2,50(C
13,17¢ 8,77t
20€ 23
(18¢) (339)
411 —
(4,099 (12,006
(109) (46€)
1,491 (304)
(737) 437
(6,269 (2,769
3,11¢€ 2,03¢
30,99 35,78:
(12,36) (6,305)
18¢ —
— 74
(65,094 (31,652
66,46 18,55¢
27z 363
(10,53) (18,964
10,22: 27,821
— (11,500
(271) —
(39,43)) —
18¢ 33¢
(347) (377)
(29,64() 16,28:
(204) (24€)
(9,389 32,85¢
89,14( 55,11
$ 79,75¢ $ 87,96¢

The accompanying notes are an integral part oféehasaudited condensed consolidated financial stetesn
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ALIGN TECHNOLOGY, INC.
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENT S
(unaudited)

Note 1. Summary of Significant Accounting Poligs
Basis of presentation

The accompanying unaudited Condensed Consolidatems¢ial Statements have been prepared by AligimA@ogy, Inc. (the
“Company” or “Align”) in accordance with the rulesd regulations of the Securities and Exchange Gssiom (“SEC”) and contain all
adjustments, including normal recurring adjustmemégessary to present fairly Align’s financial pios as of September 30, 2008, its results
of operations for the three and nine months endgxde®hber 30, 2008 and 2007, and its cash flowghéonine months ended September 30,
2008 and 2007. The Condensed Consolidated Bakineet as of December 31, 2007 was derived frorbé&member 31, 2007 audited
financial statements. Certain prior period amotnatge been reclassified to conform with the curpentod presentation. These reclassificat
had no impact on previously reported net earnimgkfenancial position.

The results of operations for the three and ninathwended September 30, 2008 are not necessatitative of the results that may
be expected for the year ending December 31, 20@8the Company makes no representations relateetth The information included in
this Quarterly Report on Form 10-Q should be reacbnjunction with “Management’s Discussion and isis of Financial Condition and
Results of Operations,” “Quantitative and QualitatDisclosures About Market Risk” and the Consd#da-inancial Statements and notes
thereto included in Items 7, 7A and 8, respectivefithe Company’s Annual Report on Form 10-K fog {year ended December 31, 2007.

The preparation of financial statements in accacdamith accounting principles generally acceptetheUnited States of America
requires management to make estimates and assusiftiat affect the amounts reported in Align's Gamsked Consolidated Financial
Statements and accompanying notes. Actual resulisl differ materially from those estimates.

Recent Accounting Pronouncements

In September 2006, the FASB issued FAS No. 157 WFaue Measurements” (“FAS 157”) which providasidance for using fair
value to measure assets and liabilities. It adsponds to investors’ requests for expanded infiomabout the extent to which companies
measure assets and liabilities at fair value, nf@ination used to measure fair value, and thecetfefair value measurements on earnings.
FAS 157 applies whenever other standards requinggionit) assets or liabilities to be measureaatfalue, and does not expand the use of
fair value in any new circumstances. FAS 157, airally issued, was effective for fiscal years ioeing after November 15, 2007. In
February 2008, the FASB issued FASB Staff PosiNon FSP 157-2, “Effective Date of FASB Statement Ne/” (“FSP 157-2"), to partially
defer FASB Statement No. 157, “Fair Value Measumsig“FAS 157”). FSP 157-2 defers the effectiaalof FAS 157 for nonfinancial
assets and nonfinancial liabilities, except thbse &re recognized or disclosed at fair value énfitancial statements on a recurring basis (at
least annually), to fiscal years, and interim pasiavithin those fiscal years, beginning after Nobkeml5, 2008. The Company adopted FAS
157 effective January 1, 2008, and the adoptidrA® 157 had no material impact to its consolidditeaincial position or results of operations.

In February 2007, the Financial Accounting Standd@dard (FASB) issued FAS No. 159 He Fair Value Option for Financial Ass
and Financial Liabilities—Including an amendmenE&fSB Statement No. 115" (“FAS 159”). FAS 159 engsa the use of fair value
accounting but does not affect existing standardsinwrequire assets or liabilities to be carriethatvalue. Under FAS 159, a company may
elect to use fair value to measure accounts antlmeceivable, available-for-sale and held-to-nitgecurities, equity method investments,
accounts payable, guarantees and issued debt. €igiibte items include firm commitments for finaakinstruments that otherwise would not
be recognized at inception and non-cash warrartgaitbns where a warrantor is permitted to pakiedtparty to provide the warranty goods
or services. If the use of fair value is elected; apfront costs and fees related to the item rhasecognized in earnings and cannot be
deferred, e.g., debt issue costs. The fair valeetieh is irrevocable and generally made on amunstnt-by-instrument basis, even if a
company has similar instruments that it electsta@heasure based on fair value. At the adoptioe, datrealized gains and losses on existing
items for which fair value has been elected arentep as a cumulative adjustment to beginningmetaiearnings. Subsequent to the adoptit
FAS 159, changes in fair value are recognized iniegs. FAS 159 is effective for fiscal years meging after November 15, 2007. The
Company adopted FAS 159 effective January 1, 2808 the adoption of FAS 159 had no material impads consolidated financial positic
results of operations or cash flows.
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In December 2007, the FASB issued FAS No. 141 ¢exl/P007), “Business Combinations” (“FAS 141R"AS-141R establishes
principles and requirements for how the acquirea business combination recognizes and measuitssfimancial statements the fair value of
identifiable assets acquired, the liabilities assdrand any noncontrolling interest in the acquatethe acquisition date. FAS 141R determines
what information to disclose to enable users offithencial statements to evaluate the nature arahfiial effects of the business combination.
FAS 141R applies prospectively and is effectivefigral years beginning on or after December 18820 he Company is currently evaluating
the potential impact, if any, of the adoption of $A41R on its consolidated financial position, hssof operations and cash flows.

In December 2007, the FASB issued FAS No.160, “Maitrolling Interests in Consolidated Financial 8tagnts” (“FAS 160”), an
amendment of Accounting Research Bulletin No. &lgrisolidated Financial Statements” (“ARB 51”). FAG changes the accounting and
reporting for minority interests, which will be teracterized as noncontrolling interests and diadsis a component of equity. This new
consolidation method significantly changes the aating for transactions with minority interest hetd. FAS 160 is effective for fiscal years
beginning after December 15, 2008. The Companysgiaadopt FAS 160 beginning in the first quarfe2@9. The Company is evaluating
impact the adoption of FAS 160 will have on its solidated financial position and results of openadi

In March 2008, the FASB issued FAS No. 161, “Discl@s about Derivative Instruments and Hedgingvities an amendment of
FASB Statement No. 133" (“FAS 161”). FAS 161 regsidisclosures of how and why an entity uses dtvie instruments, how derivative
instruments and related hedged items are accot@otemd how derivative instruments and related kedtgems affect an entity’s financial
position, financial performance, and cash flow&SFL61 is effective for fiscal years beginning aftovember 15, 2008, with early adoption
permitted. The Company is currently evaluatingithpact of the pending adoption of FAS 161 on @asolidated financial statements.

In April 2008, the FASB issued FSP SFAS No. 142E&termination of the Useful Life of Intangible Asts.” FSP SFAS 142-3
amends the factors that should be considered ieldewg renewal or extension assumptions usedtermae the useful life of a recognized
intangible asset under SFAS No. 142, “Goodwill &tter Intangible Assets.” FSP SFAS No. 142-3 isaiVe for fiscal years beginning after
December 15, 2008. The guidance for determiningutfedul life of an intangible asset must be apptirzspectively to intangible assets
acquired after the effective date. The Companyisently evaluating the impact of the pending adwpbf FSP SFAS No. 142-3 on its
consolidated financial statements.

In May 2008, the FASB issued FAS No. 162, “The Hiehy of Generally Accepted Accounting Principl€$AS 162”"). FAS 162
identifies the sources of accounting principles tiredframework for selecting the principles usethim preparation of financial statements of
nongovernmental entities that are presented inoconify with generally accepted accounting princip{the GAAP hierarchy). FAS 162 will
become effective November 15, 2008. The Compamesg dot expect the adoption of FAS 162 to have amadeffect on its consolidated
financial position and results of operations.

In May 2008, the FASB issued FSP Accounting PrilesiBoard (“APB”) 14-1 “Accounting for Convertib[2ebt Instruments That
May Be Settled in Cash upon Conversion (IncludiagiiBl Cash Settlement)” (“FSP APB 14-1"). FSP APB1 requires the issuer of certain
convertible debt instruments that may be settlethgh (or other assets) on conversion to separmtetyunt for the liability (debt) and equity
(conversion option) components of the instrumera manner that reflects the issuer’s non-convertilelbt borrowing rate. FSP APB 14-1 is
effective for fiscal years beginning after Decemb®&r 2008 on a retroactive basis and will be adbptethe Company in the first quarter of
2009. The Company is currently evaluating the pgaémimpact, if any, of the adoption of FSP APB 14n its consolidated results of
operations and financial condition.

In August, 2008, the U.S. Securities and Exchangm@ission (SEC) announced that they will issuecomment a proposed roadn
regarding the potential use by U.S. issuers offina statements prepared in accordance with latemal Financial Reporting Standards
(IFRS). IFRS is a comprehensive series of accogrgiandards published by the International Accogn8tandards Board (IASB). Under the
proposed roadmap, the Company could be requiréddal 2014 to prepare financial statements in edamoce with IFRS, and the SEC will
make a determination in 2011 regarding the mangatdoption of IFRS. The Company will assess thegichthat this potential change would
have on its consolidated financial statements aifidnenitor the development of the potential implemtation of IFRS.

In October, 2008, the FASB issued FASB Staff PosifFSP) FAS 157-3, Determining the Fair Value of a Financial Asset Witge
Market for That Asset Is Not Active” (“FSP 157-3"F.SP 157-3 clarifies the application of FAS 15d@ arovides an example to illustrate key
considerations in determining the fair value oiraficial asset when the market for that financiaktis not active. FSP 157-3 is effective upon
issuance, including prior periods for which finald@tatements have not been issued. Revisiongirestriom a change in the valuation
technique or its application should be accountecoa
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change in accounting estimate following the guidaincFAS Statement No. 154, “Accounting ChangesEmdr Corrections” (FAS 154)
However, the disclosure provisions in FAS 154 fahange in accounting estimate are not requiredefadsions resulting from a change in
valuation technique or its application. The adaptid FSP 157-3 did not have a material effect @@lompany’s financial position and results
of operations.

Other recent accounting pronouncements issuedeblf ASB (including its Emerging Issues Task Fortteg,American Institute of
Certified Public Accountants and the SEC did noamer not believed by management to have a materct on the Company’s present or
future consolidated financial statements.

Note 2. Marketable Securities and Fair Value Measurements

The Company’s short-term marketable securitiedf &ptember 30, 2008 and December 31, 2007 alaw$ (in thousands):

Gross Gross
Amortized Unrealized Unrealized
September 30, 200: Costs Gains Losses Fair Value
U.S. government notes and bot $ 9,96¢ $ 23 3 — 8 9,991
Corporate bonds and certificates of dep 8,951 3 (66) 8,894
Agency bonds and discount no 10,84¢ 4 (15 10,83¢
Commercial paper 4,77¢ 0 (3 4,77¢
Total $ 34,55! $ 3¢ $ (84) $ 34,49¢
Gross Gross
Amortized Unrealized Unrealized
December 31, 2007 Costs Gains Losses Fair Value
U.S. government notes and bot $ 4,081 $ 6 $ — 8 4,087
Corporate bond 6,98: — — 6,98
Commercial paper and as-backed securitie 27,75¢ — (53) 27,70:
Total $ 38,81¢ $ 6 $ (53 $ 38,77:
The Company’s long-term marketable securities &epitember 30, 2008 are as follows (in thousands):
Gross Gross
Amortized Unrealized Unrealized
September 30, 200: Costs Gains Losses Fair Value
Corporate bonds and certificates of dep $ 1,00C $ — 8 3 $ 997
Commercial paper 1,89¢ — (24) 1,872
Total $ 2,89¢ $ — $ 27 $ 2,86¢

The long-term marketable securities are include@timer assets in the condensed consolidated basdweets. As of December 31,
2007, the Company did not hold any long-term maatidet securities.

For the three and nine months ended Septembe88,@hd 2007, no significant losses were realizethe sale of marketable securities.

8
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Fair Value Measurements

The following table summarizes the Companfjhancial assets measured at fair value on aniagwbasis in accordance with FAS 1
as of September 30, 2008 (in thousands):

Quoted Prices in

Active Markets for Significant Other
Balance as of Identical Assets Observable Inputs
Description September 30, 2008 (Level 1) (Level 2)
Cash equivalents:
Money market fund $ 27,12¢ $ 27,12¢ $ —
U.S. government debt securiti 7,49 7,491 —
Agency bonds and discount no 4,99( — 4,99(
Corporate bonds and certificates of dep 8,96¢ — 8,96¢
Commercial pape 19,97( — 19,97(
Short-term investments:
Corporate bonds and certificates of dep 8,89« — 8,89
U.S. government debt securiti 9,991 9,991 —
Agency bonds and discount no 10,83¢ — 10,83¢
Commercial pape 4,77¢ — 4,77¢
Long-term investments:
Corporate bonds and certificates of dep 1,871 — 1,871
Agency bonds and discount notes 99¢ — 99¢
$ 105,91° $ 44,61: $ 61,30:

The Company'’s financial assets and liabilities\aieied using market prices on both active markets€l 1) and less active markets
(Level 2). Level 1 instrument valuations are oh¢al from real-time quotes for transactions in acéxchange markets involving identical
assets. Level 2 instrument valuations are obtdfireed readily-available pricing sources for comgdeanstruments. As of September 30,
2008, the Company did not have any assets oritiabilwithout observable market values that woelguire a high level of judgment to
determine fair value (Level 3 assets).

Note 3. Balance Sheet Components

Inventories, net are comprised of (in thousands):

September 30, December 31,
2008 2007
Raw materials $ 1,79¢ $ 1,98:
Work in proces! 853 631
Finished good 363 29¢€
$ 3,01t  § 2,91(

Work in process includes costs to produce the #ligis product. Finished goods primarily representiléary products that support the
Invisalign system.

Accrued liabilities consist of the following (indhsands):

September 30, December 31,
2008 2007
Accrued payroll and benefits $ 17,100 $ 22,16¢
Accrued sales and marketing exper 2,612 2,91(
Accrued sales reba 2,44: 3,72¢
Accrued warrant 2,09t 2,03t
Accrued Patients First Program cc 18¢ 99¢
Other 9,437 8,04t
Total accrued liabilitie: $ 33,877 $ 39,87¢

9
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Note 4. Intangible Assets

The following is a summary of the Company’s pur@thmtangible assets as of September 30, 2008 andriber 31, 2007 (in
thousands):

Spetember 30, 200: December 31, 200°
Estimated Gross Gross
Usefil Life (in Carrying Accumulated  Net Carrying Carrying Accumulated  Net Carrying
years) Value Amortization Value Value Amortization Value
Non-compete agreemer 5 $ 14,00C $ 5512 $ 8,48¢ $ 14,00 $ 3,412 $ 10,58¢
Patent 5 18C 18C — 18C 153 27
Total $ 1418($ 5,69 $ 848t $  14,18( $ 356t $ 10,61

These intangible assets are being amortized oaiglst-line basis over the expected useful liféwé years. The Company performs
an impairment test whenever events or changesdarostances indicate that the carrying value ohsassets may not be recoverable.
Examples of such events or circumstances inclughéfgiant under-performance relative to historicaprojected future operating results,
significant changes in the manner of use of acquassets or the strategy for its business, sigmifioegative industry or economic trends, or a
significant decline in the Company’s stock price dosustained period. Impairments are recognizsédon the difference between the fair
value of the asset and its carrying value, andvidine is generally measured based on discounsdftav analyses. There were no
impairments of intangible assets during the permésented.

The total estimated annual future amortization espdor these intangible assets as of Septemb&088, is as follows (in thousand

Fiscal Year

2008 (remaining 3 month $ 70C
2009 2,80(
2010 2,80(
2011 2,18¢
Total $ 8,48¢

Note 5. Legal Proceedings
Ormco

On January 6, 2003, Ormco Corporation (“Ormco’gdikuit against the Company in the United Statsibi Court for the Central
District, Orange County Division, asserting infrargent of certain patents. Ormco is a division difSy Dental Specialties (a Danaher
Corporation subsidiary). The complaint sought @egiied monetary damages and injunctive relief.R@bruary 18, 2003, the Company
answered the complaint and asserted counterclagisrg) a declaration by the Court of invalidity arah-infringement of the asserted patents.
In addition, the Company counterclaimed for infengent of one of its patents, seeking unspecifiedetasy damages and injunctive relief.
Ormco filed a reply to its counterclaims on Mardh 2003 and asserted counterclaims against the &uwyrgeeking a declaration by the Court
of invalidity and non-infringement of the patenhéfCompany amended its counterclaim to add All&#sodontic Appliances, Inc. (“AOA”),
a wholly-owned subsidiary of Ormco, as a countexddént in regard to its counterclaim of infringeineinthe patent.

There have been two appeals. After the permangntdtion was entered, Ormco and AOA appealed tijahction and the orders of
the District Court on summary judgment on whichitijanction was based. In April 2006, the U.S. GairAppeals for the Federal Circuit
(“CAFC") issued a ruling declaring two out of aabbf 71 claims in the Company’s US Patent No. 8,388 and four out of a total of ten
claims in US Patent No. 6,554,611 to be invalidawious.” The CAFC’s decision reversed the CalifiarDistrict Court summary judgment
order of validity.

10
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The second appeal was from the final judgment. @rappealed the ruling of the District Court thatc®®ms in four of its patents are
not infringed by the Company and that the assefgths are invalid. Align appealed the ruling of thistrict Court that certain claims of its
6,398,548 patent which were found to be infringgddbmco’s and AOA’s Red, White & Blue appliancesravenvalid. The CAFC issued a
ruling on August 24, 2007, affirming the Districo@t’s ruling that 86 out of 92 claims in the fasserted Ormco patents are invalid and not
infringed by Align. The CAFC reversed the Distr@burt’s non-infringement rulings on six claims imn@o’s 6,616,444 patent, which will be
returned to the District Court for a determinataifrvalidity and infringement of those claims. Theutt denied Ormco’s petition for rehearing
with respect to the portion of the Federal Ciraudpinion that affirmed the District Court’s ruling non-infringement and non-enablement of
the 86 claims. On Align’s cross-appeal, the CAFrakd the District Court’s finding that six claints the 6,398,548 patent are invalid.

Ormco filed a petition for review with the U.S. Same Court with respect to the portion of the CA$Gpinion that affirmed the
District Court’s ruling of non-infringement and nenablement of Ormco’s 86 claims. The Supreme Giemted Ormco’s petition, and the
case on the six claims in Ormco’s ‘444 patent heentreturned to the District Court for further predings.

The District Court issued orders construing théntherms at issue and granting Align’s motion toesah its answer and counterclaim
to assert inequitable conduct. The parties aneotly conducting discovery. Trial on liabilitgsues is scheduled for June 2, 2009.

Class Action

On May 18, 2007, Debra A. Weber filed a consumasshction lawsuit against Align, OrthoClear, kred OrthoClear Holdings, Inc.
(d/b/a OrthoClear, Inc.) in Syracuse, New York, WD&trict Court. The complaint alleges two caugkaction against the OrthoClear
defendants and one cause of action against Alighriach of contract. The cause of action agaimesCompany, titled “Breach of Third Party
Benefit Contract” references Align’s agreement taken Invisalign treatment available to OrthoCleariguds, alleging that the Company failed
“to provide the promised treatment to Plaintiffagry of the class members”.

On July 3, 2007, the Company filed an answer tactimaplaint and asserted 17 affirmative defensesJin20, 2007, the Company
filed a motion for summary judgment on the Thirdu€a of Action (the only cause of action allegedrsjaAlign). On August 24, 2007, Weber
filed a motion for class certification. On Octoldgr2007, the Company filed an opposition to theiamotor class certification and it is currently
awaiting rulings from the Court. OrthoClear haedila motion to dismiss. The initial case managero@nfierence and all discovery has been
stayed pending the Court’s decision on the motiwrcfass certification, OrthoClear’s motion to dissnand the Company’s motion for
summary judgment.

Litigating claims of these types, whether or ndinuhtely determined in the Company'’s favor or settby the Company, is costly and
diverts the efforts and attention of the Compamyamagement and technical personnel from normahbssioperations. Any of these results
from litigation could adversely affect the Compagesults of operations. From time to time, the @any has received, and may again rec
letters from third parties drawing the Companytgmtion to their patent rights. While the Compaigsinot believe that it infringes any such
rights that have been brought to the Company’siittie, there may be other more pertinent proprnjetights of which the Company is
presently unaware.

Note 6. Credit Facilities

Effective January 1, 2008, the available borrowingder the revolving line of credit is $25 millichhis credit facility matures on
December 31, 2008. As of September 30, 2008, there no outstanding borrowings against this ciiaditity, and the Company is in
compliance with the financial covenant.
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Note 7. Commitments and Contingencies

As of September 30, 2008, minimum future lease matmfor non-cancelable leases are as follow ¢nghnds):

Years Ending December 31,

2008 $ 85C
2009 2,90
2010 2,17¢
2011 1,68¢
2012 and thereafter 2,33:
Total $ 9,947

Lease Guarante

On July 31, 2008, the Company entered into an ageaein favor and for the benefit of Elamex de daa6.A. DE C.V., landlord to
International Manufacturing Solutions Operacior&®.L. (“IMS”), Align’s third party shelter serviseprovider, to guarantee IMS’ lease
payments for its facility located in Juarez, Mexicbhe current lease for this facility expires iyJ2013. Pursuant to the guarantee, the
Company is obligated to pay Elamex de Juarez, BEAC.V. for any rental payments in default by IMS.

In connection with the above guarantee issued &Cthmpany and as of September 30, 2008, the Conipaoyntingently liable for
future payments of approximately $1.8 million, whiwill decrease as IMS pays the monthly rent ofrapinately $30,000. During the three
months ended September 30, 2008, there have beemtad payment defaults by IMS. The fair valugh@ guarantee is not considered
material, therefore the Company has not recordgdaarounts in its financial statements related to gluarantee as of September 30, 2008.

Product Warranty

The Company warrants its products against mateefgcts until the Invisalign case is completede Tompany accrues for warranty
costs in cost of revenues upon shipment of prodiitts amount of accrued estimated warranty cogignsarily based on historical experience
as to product failures as well as current infororatin replacement costs. The Company regularigwessthe accrued balances and updates
these balances based on historical warranty treAdtial warranty costs incurred have not materidiffered from those accrued. However,
future actual warranty costs could differ from gsimated amounts.

The following table reflects the change in the Camys warranty accrual during the nine months endedeBgper 30, 2008 and 20!
respectively (in thousands):

Nine Months Ended

September 30
2008 2007
Balance at beginning of peri $ 2,03 % 2,09/
Charged to cost of revenu 1,91C 1,81«
Actual warranty expenst (1,850 (1,526
Balance at end of period $ 2,098 2,382

Note 8. Stock-based Compensation

Summary of stock-based compensation expense

Stock-based compensation expense recognized {Ddhdensed Consolidated Statements of Operatiortkddhree and nine months
ended September 30, 2008 and 2007 is based omspiiiimately expected to vest and has been rediocestimated forfeitures. FAS 123R

requires forfeitures to be estimated at the timgraht and revised, if necessary, in
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subsequent periods if actual forfeitures diffenfrthose estimates. Forfeitures were estimateddbaséistorical experience. The following
table summarizes stock-based compensation expelased to all of the Company’s stock-based optamts employee stock purchases under
FAS 123R for the three and nine months ended Sdyete0, 2008 and 2007:

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

(In thousands) 2008 2007 2008 2007
Cost of revenue $ 437 $ 25¢ % 1,29¢ $ 703
Sales and marketir 1,39( 1,301 4,06¢ 3,05¢
General and administrati\ 2,00¢ 1,40: 6,122 3,93¢
Research and developme 554 42E 1,687 1,082

Total stock-based compensation expense $ 4,39C $ 3,38¢ $ 13,17¢ $ 8,77¢

The fair value of stock options granted and théomptomponent of the Purchase Plan shares weraatstl at the grant date using the
Black-Scholes option pricing model with the followgi weighted average assumptions:

Three Months Ended Nine Months Ended
September 30, September 30,
2008 2007 2008 2007
Stock Options
Expected term (in year 4.4 4.3 4.4 4.6
Expected volatility 60.2% 56.8% 59.8% 70.7%
Risk-free interest rat 3.1% 4.€% 2.8% 4.7%
Expected dividen: — — — —
Weighted average fair value at grant c $ 54¢ § 1241 $ 6.4¢ $ 10.9%
Employee Stock Purchase Pl
Expected term (in year 1.2 1.2 1.2 1.2
Expected volatility 64.7% 54.6% 67.2% 55.8%
Risk-free interest rat 2.2% 4.8% 2.2% 4.8%
Expected dividen: — — — —
Weighted average fair value at grant c $ 4.4¢ 3 10.2¢ $ 48¢ $ 9.42

Stock Incentive Plans

In May 2005, stockholder approval was obtainedHier2005 Incentive Plan (the “2005 Plan”), whicplaged the 2001 Stock Incentive
Plan (the “2001 Plan”). The 2005 Plan, which expibeecember 31, 2010, provides for the grantingneéitive stock options, non-statutory
stock options, restricted stock units, stock apateEm rights, performance units and performanaeh Employees, non-employee directors
and consultants are eligible to receive grants utite2005 Plan. The options are granted for perimt exceeding ten years and generally
over 4 years with 25% vesting one year from the @é&grant and 1/48th each month thereafter. Tae Rdministrator may, however, grant
options with different vesting schedules at itstition. Options are to be granted at an exercise pot less than the fair market value of the
underlying shares at the date of grant.
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Options

Stock option activity for the nine months endedt8eypber 30, 2008 under the stock incentive plasgtigorth below:

Total Shares Underlying Stock Options In-The-Money Options
Weighted
Number of Average Number of
Shares Weighted Remaining Shares Weighted Aggregate
Underlying Average Contractual Underlying Average Intrinsic
Stock Options Exercise Term Stock Options Exercise Value
(in thousands) Price (in years) (in thousands) Price (in thousands)
Outstanding as of December 31, 2007 7,137 $ 10.9¢
Grantec 2,104 12.92
Cancelled or expire (615) 14.6:
Exercised (820) 6.54
Outstanding as of September 30, 2! 7,802 $ 11.6¢ 7.1 353« $ 6.8¢ $ 14,03:
Vested and expected to vest at
September 30, 20( 7,568 $ 11.6% 7.1 3,511 $ 6.8¢8 $ 13,96:
Exercisable at September 30, 2008 439C $ 10.5¢ 5.8 2,90¢ $ 6.67 $ 12,09:

The aggregate intrinsic value in the table abopeasents the total pre-tax intrinsic value (théedénce between Align’s closing stock
price on the last trading day of the third quaaie2008 of $10.83 and the number of in-the-moneyoos multiplied by the respective exercise
price) that would have been received by the opticlders had all option holders exercised theirangion September 30, 2008. This amount
changes based on the fair market value of Aligtuslks

The total intrinsic value of stock options exerdiger the three and nine months ended Septemb&088, was $1.3 million and $10.3
million, respectively. The total intrinsic valué stock options exercised for the three and ninettroended September 30, 2007 was $17.6
million and $41.8 million, respectively. As of Septber 30, 2008, Align expects to recognize $22l0amiof total unamortized compensation
cost related to stock options over a weighted ayeepeeriod of 2.6 years. The Company has recogi&elbenefits from exercised options for
the nine months ended September 30, 2008 of appately $188,000. The tax benefits associated thighe option exercises reduced income
taxes payable with the offset credited to additignaad-in capital.

Restricted Stock Units

The Company grants restricted stock units (RSUs)denerally vest over 4 years. Prior to Octolfd¥72 25% of the grant vested on
the one year anniversary of the date of grant aP8% vested quarterly thereafter. In October 28®F Compensation Committee of the Board
of Directors approved to change the vesting fospeative grants of RSUs to 25% annually. Thevalue of each award is based on the
Company'’s closing stock price on the date of grafsummary of the nonvested shares for the ninethsoended September 30, 2008 is as
follows:

Weighted
Number of Average
Shares Weighted Remaining Aggregate
Underlying RSUs Average Grant Contractual Intrinsic Value
(in thousands) Date Fair Value Term (in years) (in thousands)
Nonvested as of December 31, 2( 651 $ 15.7¢
Grantec 66¢ 12.8¢
Vested and releast (197 12.7¢
Forfeited (113) 16.8¢
Nonvested as of September 30, 2 1,00¢ $ 14.32 27 $ 10,92:

The aggregate intrinsic value in the table abopeasents the total pre-tax intrinsic value (cal@daby using Align’s closing stock
price on the last trading day of the third quaaie2008 of $10.83 multiplied by the number of nostes restricted stock units) that would have
been received by the award holders had all resttistock units been vested and released on Sept@ah2008. This amount changes based
on the fair market value of Align’s stock.

The total intrinsic value of restricted stock uniested and released for the three and nine menithsd September 30, 2008 was $0.6
million and $2.5 million, respectively. The totatrinsic value of restricted stock units vested aeleased
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for the three and nine months ended September0BT, ®as $0.9 million and $3.0 million, respectivelys of September 30, 2008, the total
unamortized compensation cost related to restristieck units was $12.3 million, which Align expetitisrecognize over a weighted average
period of 2.7 years.

Employee Stock Purchase Plan

Align’s Employee Stock Purchase Plan (the “Purclizlaa”) consists of overlapping twenty-four montfedng periods with four six-
month purchase periods in each offering period.plByrees purchase shares at 85% of the fair magtaewof the common stock at either the
beginning of the purchase period or the end optirehase period, whichever price is lower. The Gany accounts for the Purchase Plan as a
compensatory plan and has valued the shares imdzsuze with FAS 123R. The fair value of the optitmmponent of the Purchase Plan shares
was estimated at the date of grant using the B&atkeles option pricing model.

As of September 30, 2008, Align expects to recagfi@.7 million of total unamortized compensatiostagelated to employee stock
purchases over a weighted average period of 0/$yea

Note 9. Accounting for Income Taxes

On January 1, 2007, the Company adopted the poovidi Financial Accounting Standards Board (“FASBiferpretation No. 48,
“Accounting for Uncertain Income Taxes—An Intertén of FASB Statement No. 109” (“FIN 48”). FIN 4&urifies the accounting for
uncertainty in income taxes recognized in an egtiipancial statements in accordance with FASBeSteent No. 109, “Accounting for Income
Taxes” (“FAS 109”) and prescribes a recognitioresirold and measurement attributes for financisstant disclosure of tax positions taken
or expected to be taken on a tax return. Under4dNhe impact of an uncertain income tax positinrthe income tax return must be
recognized at the largest amount that is moreylikighn-not to be sustained upon audit by the refetaxing authority.

The Company has unrecognized tax benefits of appaiely $2.8 million as of December 31, 2007. lned in the unrecognized tax
benefits are $0.3 million of uncertain tax posiidhat would impact the Company’s effective tae iaitecognized. The application of FIN 48
would have resulted in an increase of the accumdldeficit by $2.9 million, except that the increagas fully offset by the application of a
valuation allowance. In accordance with FIN 4& @ompany recognizes interest and penalties refatedrecognized tax benefits as a
component of income taxes. Interest and penaltiesmmaterial at the date of adoption and arkidtedl in the unrecognized tax benefits.
There was no change to the Company’s unrecognézelenefits for the nine month period ended Sepéerdd, 2008 nor does the Company
expect a material change for the twelve month pegiading December 31, 2008.

The Company is subject to taxation in the U.S.\@aribus states and foreign jurisdictions. All empanys tax years will be open
examination by the U.S. federal and most statatdhorities due to the Company’s net operating &mssoverall credit carryforward position.
With few exceptions, the Company is no longer stidj@ examination by foreign tax authorities foayebefore 2003.

Note 10. Net Profit Per Share

Basic net profit per share is computed using thighted average number of shares of common stodkglthie period. Diluted net
profit per share is computed using the weightedagyenumber of shares of common stock, adjustethéodilutive effect of potential common
stock. Potential common stock, computed usingréesury stock method, includes options, restristedk units, and the dilutive component
of Purchase Plan shares.
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The following table sets forth the computation asiz and diluted net profit per share attributableommon stock (in thousands,
except per share amounts):

Three Months Ended Nine Months Ended
September 30, September 30,
2008 2007 2008 2007
Net profit $ 5157 $ 9,46( $ 14,49: $ 30,05¢
Weighte-average common shares outstanding, k 67,36" 67,97( 68,33( 66,70¢
Effect of potential dilutive common shares 1,33 4,26( 1,57¢ 4,34¢
Total shares, dilute 68,70 72,23( 69,90¢ 71,05¢
Basic net profit per sha $ 0.0¢ $ 014 $ 021 $ 0.4f
Diluted net profit per share $ 0.0¢ $ 0.1 §$ 021 $ 0.4z

For the three and nine months ended SeptembeB88, &tock options and restricted stock units itogeb.0 million and 4.5 million,
respectively, were excluded from diluted net prpét share because of their anti-dilutive effdebr the three and nine months ended
September 30, 2007, stock options and restrictazk stnits totaling 1.0 million and 0.9 million, pectively, were excluded from diluted net
profit per share because of their anti-dilutiveseff

Note 11. Comprehensive Income

Comprehensive income includes net profit, foreigrrency translation adjustments and unrealizedsgaivdl losses on available-for-
sale securities. The components of comprehensagarie are as follows (in thousands):

Three Months Ended Nine Months Ended
Sept 30, Sept 30,
2008 2007 2008 2007
Net profit $ 5157 $ 9,46( $ 14,49 $ 30,05¢
Foreign currency translation adjustme (429 36¢ (17€) 542
Unrealized gain/(loss) on availa-for-sale securitie (43) 5 (34) (5)
Comprehensive income $ 4,68t $ 9,83¢ $ 14,28 $ 30,59:

Note 12. Segments and Geographical Informatio

Segment

The Company reports segment data based on the srapagapproach which designates the internal riegattat is used by
management for making operating decisions and sissggerformance as the source of the Companytri@pe operating segments. During
all periods presented, the Company operated agyiediusiness segment.

Geographical Information

Net revenues and long-lived assets are presented by geographic area (in thousands):

Three Months Ended Nine Months Ended
September 30, September 30,
2008 2007 2008 2007

Net revenues

North America $ 59,627 $ 59,677 $ 182,91( $ 178,73

Europe 15,05¢ 11,19¢ 45,52: 31,00:

Other internationz 49( 584 1,41¢ 2,07¢
Total net revenue $ 75,17 $ 71,451 $ 229,85, $ 211,81¢

As of September 30, As of December 31,
2008 2007

Long-lived assets

North America $ 40,60¢ $ 35,63:

Europe 991 1,081

Other internationz 1,367 1,531
Total lon¢-lived asset: $ 42,96¢ $ 38,24
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Note 13. Common Stock Repurchase Program

In April 2008, the Compang’'Board of Directors approved a common stock rém@age program authorizing management to repur
up to $50 million of the Company'outstanding common stock. Purchases under tgggm were made, from time to time, in the openket
During the three months ended September 30, 2B88C0ompany purchased approximately 930,000 sh&msomon stock at an average pi
of $12.62 per share for an aggregate purchase @iig&1.7 million, including commissions. The commstock repurchases reduced additi
paid-in capital by $8.3 million and increased aculated deficit by $3.4 million.

During the nine months ended September 30, 20@8Ctmpany repurchased approximately 3.1 milliomeshaf common stock at an
average price of $12.64 per share for an aggrenatdase price of $39.4 million, including commigs. The common stock repurchases
reduced additional paid-in capital by $27.9 millamd increased accumulated deficit by $11.4 millidine remaining authorized amount of
stock repurchases under this program is $10.7amjléxcluding commissions. All repurchased shaiéde retired.

Note 14. Restructuring

In July 2008, the Company announced a restructyiiaug to reduce overall spending by reducing itistiimme headcount, implementi
the phased-consolidation of the Company’s ordeuiaitpn operations from its corporate headquarieSanta Clara, California to Juarez,
Mexico and slowing planned headcount growth. Then@any anticipates completing the phased-consaidty the end of 2008, at which
time, the headcount in the United States will lbagitioned out.

For the three months ended September 30, 200& dhgany incurred approximately $2.2 million in rasturing expenses which
includes $0.4 million related to the acceleratibstock option vesting and $1.8 million relatedsverance and termination benefits, of which
$1.4 million was paid during the quarter. The Compeaxpects to incur additional expense of $0.5iomlduring the fourth quarter of 2008
relating to this restructuring plan.

Note 15. Subsequent Events

In October 2008, the Company announced an additiestructuring plan to increase efficiencies asrb® organization and lower its
overall cost structure. The restructuring plariudes a total reduction of 110 full time headcouranta Clara, California, of which 45
positions will be eliminated by January 2009. Tamaining positions are expected to be eliminattd/ben February and July 2009 as the
Company creates a new shared services organizatitsnexisting Costa Rica facility that will corlgtate customer care, accounts receivable,
credit and collections, and customer event redistraorganizations, which are currently locate®amta Clara, California. The Company
anticipates completing the creation of the shaesdises organization in Costa Rica by the end bf 2009. These actions will result in a
restructuring charge of approximately $5.0 milliofwhich $3.5 million will be recognized in theudh quarter of 2008 and the remainder
the first half of 2009.
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ITEM 2. MANAGEMENT 'S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AN D RESULTS OF
OPERATIONS.

In addition to historical information, this quartgrreport on Form 10-Q contains forward-looking taents within the meaning of
Section 27A of the Securities Act of 1933 and @e@1E of the Securities Exchange Act of 1934.& kegements include, among other things,
statements concerning our expectations regardingsatign Assist, Invisalign Teen and Vivera inchglthe expected impact these new
products and product enhancements will have onadadtlization and our market share, our expectaoegarding product mix and prodt
adoption, our expectations regarding the existearog impact of seasonality, the anticipated amodimbgt-savings due to the July and
October restructurings, the expected amount anahgrof the charges to be incurred in connectiormiitese measures, our expectations
regarding the relocation of several customer faaimganizations from our Santa Clara, California fity to our facility in Costa Rica,
including the timing of such relocation, our exgicin that our utilization rate will improve oveinte, our expectations regarding our average
selling prices and gross profits in 2008, our expéons regarding the benefit of increased consumarketing programs, our expectations in
2008 regarding case shipment volume, the anticipbeeel of our operating expenses, and the numbedoctors trained, statements regarding
our stock repurchase program which could be delagddfinitely by conditions in the stock or debtrkeds, our need to conserve capital
resources for use in our operations and other fesctieyond our control, as well as other statemesggrding our future operations, financial
condition and prospects and business strategiessd ktatements may contain words such as “expéetsticipates,” “intends,” “plans,”
“believes,” “estimates,” or other words indicatinfyiture results. These forward-looking statemenessarbject to certain risks and
uncertainties that could cause actual results féedimaterially from those reflected in the forwdabking statements. Factors that could cause
or contribute to such differences include, but maot limited to, those discussed in Item 7 “ManagetseDiscussion and Analysis of Financial
Condition and Results of Operations”, and in pautar, the risks discussed below in Part Il, Item“Bisk Factors”. We undertake no
obligation to revise or update these forward-logkstatements. Given these risks and uncertaingeslers are cautioned not to place undue
reliance on such forward-looking statements.

The following discussion and analysis of our finahcondition and results of operations shouldédrmrtogether with our Condensed
Consolidated Financial Statements and related motisled elsewhere in this Quarterly Report omfran-Q.

Overview

Align Technology, Inc., founded in April 1997, dgss, manufactures and markets the Invisalign sysdgmnoprietary method for
treating malocclusion, or the misalignment of tedthvisalign corrects malocclusion using a seokslear, nearly invisible, removable
appliances that gently move teeth to a desired fiosition. Because it does not rely on the useefal or ceramic brackets and wires,
Invisalign significantly reduces the aesthetic atfter limitations associated with braces. We rambthe United States Food and Drug
Administration (“FDA") clearance to market Invisgii in 1998. The Invisalign system is regulatedh®/FDA as a Class Il medical device.

Each Invisalign treatment plan is unique to theviadial patient. Our full Invisalign treatment casts of as many aligners as indicated
by ClinCheck in order to achieve the doctors’ tneamt goals. Our Invisalign Express is a dual arthodontic treatment for cases that meet
certain predetermined clinical criteria and congfatip to ten sets of aligners. Invisalign Exprieeatment is intended to assist dental
professionals to treat a broader range of patignfgroviding a lowercost option for adult relapse cases, for minor diog and spacing, or a
pre-cursor to restorative or cosmetic treatmentd s$ veneers. Invisalign Teen, which was launamddly 2008, is designed to meet the
specific needs of the non-adult comprehensivear teeatment market. Invisalign Assist (which weviously referred to as Invisalign
ClinAssist), launched in October 2008, is thetfiiisase of our GP-specific product platform anihtended to help newly-certified and low
volume Invisalign GPs accelerate the adoption aagliency of use of Invisalign into their practitihon completion of an Invisalign or non-
Invisalign treatment, the patient may be prescribe@dVivera retainers, a clear aligner set designedngoing retention.

A number of factors, the most important of which aet forth below, may affect our results during tmainder of 2008 and beyond.

e Product innovation—New products and enhancemerggitting products We believe that product performance and innovation
is a cornerstone to our future long-term growthdhying and sustaining product adoption and enhanttie user experience and
thereby increasing utilization growth. Currentlye Invisalign system is a single system used bly &d&°s and orthodontists. We
are committed to delivering new products and inimdg new product features to better meet the netdsr two customers—
orthodontists and GPs—each with distinct and seépar@eds. Orthodontists want a more robust seiotd for greater
predictability, wider applicability and more flexiity in the use of the Invisalign system. On thber hand, typical GPs want
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greater ease of use, more efficient and simplifiaginostic tools, guidance through the case sgtropess, minimal treatment
intervention and self-help tools designed to sifgdlieatment of cases of mild to moderate malodolusBased on this
knowledge, in July 2008 we announced the releasevifalign Teen, and in October 2008, we annouribedelease of Invisalic
Assist.

With the introduction of Invisalign Teen in Julyronvisalign product family now includes a proddetsigned to meet the spec
needs of the non-adult comprehensive or teen matkeisalign Teen includes features such as amafiwear indicator to help
gauge patient compliance and specially enginedigaea features to address the natural eruptidcegfteeth and root control
issues common in teen patients. Predominantly etedkio orthodontists who treat the vast majoritgnalocclusion in teen
patients, these features make it easier and mficeeaf for orthodontists to treat those youngetigogeés. The launch of a teen-
specific product makes the Invisalign system mgieable to an orthodontist's patient base, whighbelieve will increase our
penetration into and our share of the teen treatmeanket. We expect that orthodontists will adiopisalign Teen slowly, after
they experience multiple successful treatment ong As a result, we anticipate that Invisaligermgolume may increase
gradually and will not constitute a significant fion of our total product mix in the near-term.

Invisalign Assist is the first phase of our GP-sfieproduct platform and is intended to help nesgbrtified and low volume
Invisalign GPs accelerate the adoption and frequehase of Invisalign into their practice. Inviiggn Assist includes new
software and clinical protocols that make it eaBeidoctors to select appropriate cases for #vgderience level or treatment
approach. In addition, GPs can plan and submitscaBigiently, manage appointments with suggesastlq, and receive batch
shipments of aligners based on treatment progr&¥s.believe Invisalign Assist will help GPs incseaheir confidence in
prescribing Invisalign treatment by delivering meredictable results.

We believe continuing to introduce new products pratluct features as well as enhancing the userexee will keep us at the
forefront of the market and increase demand foishlign. The recent launch of Invisalign Teen amddalign Assist and other
future products will rely on new features, toolsl aelivery options to meet specific clinical demam¢hile providing a family of
end-to-end solutions for our customers. Enhanceduymt performance and innovation should continugritee the adoption and
frequency of use (what we call utilization). Althgh we believe new product introduction to be anetstone to our future long-
term growth, we expect that adoption of these nesdycts will increase gradually over a number afrgeSee Part Il, Item 1A—
“Risk Factors” for risks related to our ability tdevelop and successfully introduce new products.

* Increase customer adoption and utilizatidBy increasing adoption through the expansion ofcustomer base and then
increasing utilization by offering new products dadture enhancements to meet the needs of orttistdoand GPs, we believe
the overall market for Invisalign and our sharehaft market will increase. Although we expect thatr the long-term our
utilization rates will gradually improve, we expélat period over period comparisons of our uttlarates will fluctuate. Our
quarterly utilization rates from the second quanfe2006 through the third quarter of 2008 areddgws:

Utilization Rates*
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»  Utilization rates = # of cases shipped / # of dostoases were shipped to

« Training new orthodontists and general practitioseExpanding our customer base through training isyagart of our strategy.
Through September 30, 2008, we have trained 31G3®and 8,600 orthodontists in the United Statdsl&670 doctors
internationally. We expect to train approximaté|900 GPs and orthodontists worldwide in 2008addition, by educating den
students and orthodontic residents on the berdfitse Invisalign technique, we believe they wil more likely to use this
technology in their future practices and offer balign as a treatment option. Currently, we haceriporated the Invisalign
technigue into the curriculum of 38 university pras.

¢ Focus on education and customer suppdmtorder to build long-term relationships with awstomers and increase utilization,
we focus on providing ongoing training, support aedvices. In early 2008, we announced the inttidn of the Aligntech
Institute program brandwww.aligntechinstitute.coim which is a new interactive website that will pide clinical education and
practice development training. These clinical edion and practice development training opportesitwill include instructor-led
certification classes, seminars and workshops,etente calls, web-based videos, case studies,thadadinical resources. Many
of these courses and resources are eligible fdimedng education (CE) credits. By participatingtiese events, we believe that
our customers will emerge with a better understamof the product and its applicability, and witlgr@ater aptitude for starting
and finishing Invisalign cases successfully. OUP Yortal (Virtual Invisalign Practice) providesrdwained doctors and their staff
access to thousands of Invisalign cases and badtiqas as well as up-to-date support informatwagrams and marketing
materials for continuous support and informatiooess.

e Stimulate demand for Invisalign treatment—Incregginr patient baseMarketing to the consumer and creating demandés on
of our key strategic objectives to driving longaregrowth. Our market research indicates that #s# majority of people with
malocclusion who desire treatment do not eleciticadhl treatment because of its many limitatiosisch as compromised
aesthetics and oral discomfort. By communicatirgglienefits of Invisalign to both dental profesaisrand consumers, we intend
to increase the number of patients who seek Irgisateatment annually. We launched our new TVeatising campaign in the
first quarter of 2008 in the United States andeased our focus on other programs, such as dagitede media, designed to raise
the profile of Invisalign and drive more consumir®ur most experienced doctors. In addition, meaiired and will continue to
incur additional costs in the United States relatedringing new products to market, such as Ifiggalreen and Invisalign
Assist. We also initiated similar consumer mamgfforts, but on a smaller scale, in key Europgamtries. Despite the
continuing challenges in the U.S. economy and vesgisumer spending, we believe that consumer decraation is critical to
our long-term growth. As a result, we will contéto invest in efforts to increase consumer awa®oé Invisalign.

* Impact of new products on deferred reverDeer the past twelve months, we launched threepreducts: Vivera retainers in
November 2007, Invisalign Teen in July 2008, anddalign Assist in October 2008. As a result of @epending upon customer
adoption of these new products, we expect our mpraducts to begin shifting gradually as we exi0 and move into 2009.
Key features of these new products include stagéidetty of retainers with Vivera, up to six fregol@cement aligners with
Invisalign Teen and staged delivery of alignerdwhitvisalign Assist. As a result of these featutksse new products will have a
significantly higher amount of deferred revenua agrcentage of their average selling prices coeaptar our current products.

The Vivera retainer subscription includes four sigmts per year, and revenue is deferred uponritesfiipment and then
recognized ratably over the one year subscripteriod. Revenue for the six replacement alignechuged in Invisalign Teen wi
be deferred based on their fair market value tindilearlier of replacement aligners being usect the case is completed.
Invisalign Assist will be deferred upon the firsaged shipment and will be recognized upon shiproktite final staged
shipment. In addition, included in the price df favisalign treatment, we offer case refinememljch is a finishing tool used to
adjust a patient’s teeth to the desired final pasitBoth Invisalign Teen and Invisalign Assistlume a deferral for case
refinement. As these new products increase ascamage of our total case volume, deferred revenugur balance sheet will
increase.

e Growth of international marketswWe will continue to focus our efforts towards inaseng adoption of Invisalign by dental
professionals in our key international markets,dperand Japan. We expect our
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international revenues to continue to increaségokute dollars and as a percentage of total nenrees in the foreseeable future.
We continually evaluate cost effective ways to suppur customers in smaller and less strategiketsr During 2007, we
transitioned the sales of our product in part ef Asia-Pacific and Latin American regions to arilisitor model. We will consider
selling through distributors in other smaller destrategic markets as well as consider expartiiagtly into additional countrie
on a case-by-case basis.

* Reliance on international manufacturing operatioi@ur manufacturing efficiency has been and will gon to be an important
factor in our future profitability. Currently, twaf our key production steps are performed in openatlocated outside of the U.S.
At our facility in Costa Rica, dental techniciargewa sophisticated, internally developed computedating program to prepare
electronic treatment plans. These electronic treatrplans form the basis of ClinCheck and are ts@danufacture aligner mole
In addition, we use International Manufacturing8ioins Operaciones, S.R.L. (“IMS"), a third parigsed in Juarez, Mexico, for
the fabrication and packaging of aligners. Our sgsavill depend in part on the efforts and abgiti¢ management to effectively
manage these international operations. In additiencurrently are and will continue to be depenadsntMS’s and our ability to
hire and retain employees, as well as hire andhretaployees with the necessary skills to perfdimrhore technical aspects of
our operations. If our management or IMS fail ity afithese respects, we could experience produdibeys and lost or delayed
revenue. In addition, even if we have case subamnisswe may not have a sufficient number of trdidental technicians in Costa
Rica to create the ClinCheck treatments, or if [i8l8nable to ship our product to our customers timaly basis, our revenue w
be delayed or lost, which will cause our operatiesgpults to fluctuateSee Part I, tem 1LA—"Risk Factors” for risks redat to our
international operations.

«  Stock Repurchase Prograr@n April 29, 2008, we announced that our Board iwé€ors had approved a stock repurchase
program of up to $50 million. During the three rtitmended September 30, 2008, we repurchased @B8h@des of our common
stock at an average price of $12.62 per sharefaggregate purchase price of $11.7 million, iniclgdtommissions. For the ni
months ended September 30, 2008, we repurchasexilBah shares of our common stock at an averagewf $12.64 per share
for an aggregate purchase price of $39.4 milliooluding commissions. The remaining authorized amof stock repurchases
under this program is $10.7 million, excluding coission.

e Seasonal Fluctuations.Seasonal fluctuations in the number of doctothéir offices and available to take appointmeratgeh
affected, and are likely to continue to affect, business. Specifically, our customers often tadeation or are on holiday during
the summer months and therefore tend to start feas#s. These seasonal trends have caused afileMilcontinue to cause,
fluctuations in our quarterly results, includingdtuations in sequential revenue growth rates.

*  Foreign Exchange Rates\lthough the U.S. dollar is our reporting currenayportion of our revenues and profits are gendriat
foreign currencies. Revenues and profits genetatesiibsidiaries operating outside of the UnitedeStare translated into U.S.
dollars using exchange rates effective during #spective period and as a result are affected égges in exchange rates. We
have generally accepted the exposure to exchatgen@ements without using derivative financiatinsients to manage this
risk. Therefore, both positive and negative movet:ién currency exchanges rates against the UlBr ddll continue to affect
the reported amount of revenues and profits inconsolidated financial statements.

. July Restructuring In July 2008, we announced a restructuring dameduce our overall company spending by reduoingfull
time headcount, implementing a phased-consolidatiarder acquisition operations from our corpota@dquarters in Santa
Clara, California to Juarez, Mexico and slowinghpled headcount growth. We anticipate completiegptiasedonsolidation b
the end of 2008, at which time, the headcount énthited States will be transitioned out. Forttivee months ended
September 30, 2008, we incurred approximately 8#li®n in restructuring expenses and we expedhéor additional expense
of $0.5 million during the fourth quarter of 20G8ating to this restructuring plan. We expect sgsiof $10.0 to $12.0 million in
2009, a significant portion of which is relatedatgubstantial reduction of planned hiring in 2009.

. October Restructuringn October 2008, we announced an additional restring plan to increase efficiencies across the
organization and lower our overall cost structufée restructuring plan includes a total reducté 10 full time headcount in
Santa Clara, California, of which 45 positions Wi eliminated between now and January 2009. dimaining positions are
expected to be eliminated between February and2D{l9 as we create a new shared services orgamizatour existing Costa
Rica facility that will consolidate customer caagcounts receivable, credit and collections, arstiorner event registration
organizations, which are currently
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located in Santa Clara, California. We anticipaégisg the relocation to Costa Rica in an attemphinimize disruptions to
customer service levels and expect the relocatidretcompleted by the end of July 2009. Theserscwill result in a
restructuring charge of approximately $5.0 milliofiwhich $3.5 million will be recognized in theudh quarter of 2008 and the
remainder over the first half of 2009. We expectuaiized savings of $12 to $15 million in 2009, gfhconsists primarily of
headcount reduction and reductions in discretiospanding. This cost savings does not includesanyunts related to slowing
of planned hiringSee Part I, Item 1A—"Risk Factors” for risks redat to the October restructuring, including the pés
relocation of our customer facing operations to tadRica”.

. Review of our investment portfolio and polici€3ur cash equivalent and short-term investment plaotés of the date of this
Form 10-Q consisted of US government notes and harodporate bonds and certificates of deposiesnagbonds and discount
notes and commercial paper. We follow an estaitishvestment policy and set of guidelines to maminanage and limit our
exposure to interest rate, liquidity credit riskelpolicy sets forth credit quality standards amit$ our exposure to any one
issuer, as well as our maximum exposure to varissst classes. As a result of current adversedi@amarket conditions,
investments in some financial instruments, suctiastured investment vehicles, sub-prime mortdaaeked securities and
collateralized debt obligations, may pose risksiag from liquidity and credit concerns. As of tiete of this Form 10-Q, we had
no direct holdings in these categories of investsiand our indirect exposure to these financidtimsents through our holdings
in money market mutual funds was immaterial. Ashefdate of this Form 10-Q, we had no impairméarge associated with
our short-term investment portfolio relating to Bwxverse financial market conditions. Althoughhedieve our current
investment portfolio has very little risk of impaient, we cannot predict future market conditionmarket liquidity and can
provide no assurance that our investment portfeliboremain unimpaired.See Part Il, Item 1A—“Risk Factors” for risks redat
to global financial and securities markets.

Our short-term marketable securities as of Septel®e2008 are as follows (in thousands):

Gross Gross
Amortized Unrealized Unrealized
September 30, 2008 Costs Gains Losses Fair Value
U.S. government notes and bot $ 9,96¢ $ 23 % — 3 9,991
Corporate bonds and certificates of dep 8,951 3 (66) 8,894
Agency bonds and discount no 10,84¢ 4 (15) 10,83¢
Commercial pape 4,77¢ 0 (3 4,77¢
Total $ 34,55! $ 30 % (84) $ 34,49¢

Our long-term marketable securities as of SepterBde2008 are as follows (in thousands):

Gross Gross
Amortized Unrealized Unrealized
September 30, 2008 Costs Gains Losses Fair Value
Corporate bonds and certificates of dep $ 1,00C $ — 3 3 $ 997
Commercial paper 1,89¢ — (29 1,872
Total $ 2,89 $ — $ 27 $ 2,86¢

. Tax Valuation Allowance.We have recorded a valuation allowance to fullgres our net deferred tax assets. We continually
monitor our position to determine whether it is mbkely than not that we will be able to utilizeost of our net operating loss
carryforwards prior to their expiration and othefatred tax assets as they reverse. As we exiotirth quarter of 2008, we will
again review and determine whether circumstanapsne us to release this valuation allowance héftax valuation allowance is
released, we will record a one-time income tax fieakapproximately $60 million to $70 million oour statement of operations.
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e  Stock-based compensatiowe implemented Statement of Financial Accountiren8ards No. 123 (Revised 2004), “Share-basec
Payment” (“FAS 123R”") in 2006, and we expect stbalsed compensation to increase until at least 204i@h corresponds to
our standard 4 year vesting term. Thereafter, giamts will be expensed over the vesting periogyewer, this expense may be
offset by fully vested grants that are no longgremsed. For the three and nine months ended Septe&3@, 2008 and 2007,
stock-based compensation expense recognized imdacuze with FAS 123R is as follows (in thousands):

Nine Months Ended
September 30, 2007
Stock-based % of
Compensation  net revenues

Nine Months Ended
September 30, 2008
Stock-based % of
Compensation  net revenues

Three Months Ended

September 30, 2007

Stock-based % of
Compensation net reveues

Three Months Ended
September 30, 2008
Stock-based % of
Compensation net revenues

Cost of revenues $ 437 0.6% $ 25¢ 0.3% $ 1,29¢ 0.6% $ 703 0.2%
Sales and marketir 1,39(C 1.8% 1,301 1.6% 4,06¢ 1.6% 3,05¢ 1.4%
General and administrati\ 2,00¢ 2.7% 1,407 2.(% 6,122 2.€% 3,93¢ 1.%
Research and development 554 0.7% 42F 0.€% 1,687 0.7% 1,082 0.5%
Total stock-based compensatic

expense 4,39( 5.8% $ 3,38¢ 47% $ 13,17¢ 5.7% $ 8,77¢ 4.1%

Results of Operations
Net revenues:

Invisalign product revenues by channel and othezmees, which represented training and sales atamygroducts, for the three and
nine months ended September 30, 2008 and 2005 dodlaws (in millions):

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

Net % Net %
Net revenues 2008 2007 Change Change 2008 2007 Change Change
North America:
Ortho $ 22z $ 22t $ (0.2 -0¢% $ 68 $ 68¢ $ (0.6 -0.€%
GP 35.7 34.¢ 0.4 1.1% 106.¢€ 101.C 5.6 5.E%
Total North American Invisalig 57.t 57.2 0.2 0.2% 174.¢ 169.¢ 5.C 2.8%
International Invisalign 15.1 11.€ 315 30.2% 45,7 32.: 13.4 41.5%
Total Invisalign revenues 72.€ 68.¢ 3.7 54%  220.¢ 202.2 18.4 9.1%
Other revenues 2.6 2.€ 0.C 0.C% 9.3 9.€ 0.3 -3.1%
Total net revenues $ 75z $ 71t 3 3.7 52% $ 229.¢ $ 211¢ $ 18.1 8.5%

Case volume data which represents Invisalign daipenents by channel, for the three and nine moatitded September 30, 2008 and
2007 are as follows (in thousands):

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

Net % Net %
Invisalign case volume 2008 2007 Change Change 2008 2007 Change Change
North America:
Ortho 18.C 18.c (0.3 -1.8% 53.€ 55.k (1.9 -3.4%
GP 25.7 26.5 (0.8) -3.C% 78.7 76.€ 2.1 2. 7%
Total North American Invisalign 43.7 44.¢ (1.2) -2.5% 132.0 132.1 0.2 0.2%
International Invisaligr 9.1 7.3 1.8 24.7% 27.1 20.C 7.1 35.5%
Total Invisalign case volume 52.¢ 52.1 0.7 1.2% 159.¢ 152.] 7.2 4.8%

For the three month period ended September 30, 20@Pared to the same period in 2007, overalleetrues improved as a result
of increased International Invisalign revenues Wwhienefited from increased case volume and
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favorable exchange rates against the U.S. do@ar. North American Invisalign revenues were higthering the third quarter of 2008
compared to the same period in 2007 due to incdeaserage selling prices, resulting from fewer wadurebates, related to a reduction in O
and GP case volume.

For the nine month period ended September 30, 200tpared to the same period in 2007, overall netmees improved as a resull
increased case volume in International Invisaligd higher average selling prices primarily dueaeofable exchange rates against the U.S.
dollar. Our North American Invisalign revenues whigher during the first nine months of 2008 conegiatio the same period in 2007 reflec
increased average selling prices as a result afiffeslume rebates.

For 2008, we expect our total net revenues to asgeompared to 2007 resulting from increasedwasene. We expect our average
selling price to be slightly higher in 2008 comphte 2007. As a result of and depending upon cust@doption of Invisalign Teen, which
launched in July 2008 and Invisalign Assist, whighlaunched in October 2008, we expect our prodhicto begin shifting gradually as we
exit 2008 and move into 2009. These new produdthave a significantly higher amount of defermedenue as a percentage of their average
selling price, compared to our current products. tidese new products increase as a percentage wftacase volume in the latter part of
2008, deferred revenue on our balance sheet wiltase.

Cost of revenues and gross profit:

Three Months Ended Nine Months Ended
September 30, September 30,
(In millions) 2008 2007 Change 2008 2007 Change
Cost of revenue $ 18 $ 181 $ 07 $ 58. $ 55¢ % 2.7
% of net revenue 25.(% 25.4% 25.5% 26.2%
Gross profil $ 56.£ % 532 $ 31 $ 1712 $ 155.¢ $ 15.:
Gross profit% 75.(% 74.€% 74.5% 73.€%

Cost of revenues includes salaries for staff inedlin the production process, costs incurred by, |dird party shelter service
provider in Juarez, Mexico, the cost of materiplckaging, shipping costs, depreciation on capijaipment used in the production process,
training costs and stock-based compensation expense

For the three month period ended September 30, 20®®ared to the same period in 2007, overall goosft reflects an increase in
average selling price combined with a slightly lighase volume over our relatively fixed cost durces, which resulted in a decrease in our per
unit standard cost. The improvement in gross pfofithe nine months ended September 2008 wasapiimdriven by an increase in case
volume compared to the same period in 2007. Aaldlitily, cost reductions resulting from improved i@ieg efficiencies contributed to the
increase in gross profit for both periods.

We anticipate our gross profit in 2008 to be higthan 2007 due to increased case volume, higheageeselling prices and improved
operating efficiencies partially offset by increage fuel surcharges.

Sales and marketing

Three Months Ended Nine Months Ended
September 30 September 30
(In millions) 2008 2007 Change 2008 2007 Change
Sales and marketir $ 28.2 $ 24z $ 4C $ 88.7 $ 717 $ 17.C
% of net revenue 37.5% 33.9% 38.6% 33.9%

Sales and marketing expense includes sales foropamsation (including travel-related costs), mankgpersonnel-related costs,
media and advertising, clinical education, produatketing and stock-based compensation expense.
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Our sales and marketing expenses increased dinéniiptee months ended September 30, 2008 compatied same period in 2007
primarily due to higher payroll-related expensasjuding stock-based compensation and commissafi$2.4 million, as a result of increased
headcount. We also incurred higher costs relabngew product development and media of $2.0 mmjlishich was partially offset by a $0.6
million decrease in advertising and promotionstfar three months ended September 30, 2008.

Sales and marketing expenses increased for themonéhs ended September 30, 2008 compared to e gariod in 2007 due to
higher payroll-related expenses, including stockeldlacompensation and commissions, of $7.0 mill®a eesult of increased headcount. We
also incurred higher expenditures for new prodesttbpment costs of $5.5 million and media cost835 million for the nine months ended
September 30, 2008.

For 2008, we expect sales and marketing expendeding stock-based compensation, to be higher ith@007 as a result of the
expansion of the North American sales force inftheth quarter of 2007 and our international séese in 2008. In addition, we have higher
marketing spending in the United States and Euvdgfiea focus on consumer advertising, includingtedion and print media. We have
incurred and will continue to incur additional co8t the United States related to bringing new potslto market, such as Invisalign Teen and
Invisalign Assist.

General and administrative:

Three Months Ended Nine Months Ended
September 30, September 30,
(In millions) 2008 2007 Change 2008 2007 Change
General and administrati\ $ 144 $ 13¢ $ 0t % 45¢ $ 38.C $ 7.¢
% of net revenue 19.1% 19.5% 20.(% 17.%

General and administrative expense includes sal&feadministrative personnel, outside consuliagices, legal expenses and
stock-based compensation expense.

General and administrative expenses increasedgitithree months ended September 30, 2008 cothftatke same period in 20
primarily due to higher stock-based compensatigrease.

General and administrative expenses increasedgitiénine months ended September 30, 2008 compatkd same period in 2007
primarily due to higher payroll-related expense$456 million resulting from additional headcountlaéncreased stock-based compensation
expense of $2.2 million. In addition, legal andestprofessional fees were also higher by $3.0 aniltompared to the same period in 2007
primarily due to a $1.6 million credit in 2007 framsurance reimbursement we received associatédthetOrthoClear litigation.

For 2008, we expect general and administrative es@encluding stock-based compensation, to beehitftan 2007 due to increased
headcount and other compensation expenses and Ipigtiessional and legal fees.

Research and development:

Three Months Ended Nine Months Ended
September 30, September 30,
(In millions) 2008 2007 Change 2008 2007 Change
Research and developm $ 59 $ 6.7 $ 0.8 % 20z $ 19.1 $ 1.1
% of net revenue 7.8% 9.4% 8.8% 9.C%

Research and development expense includes thenpets@lated costs and outside consulting expessssciated with the research
and development of new products and enhancementdsting products, conducting clinical and postdkeing trials and stock-based
compensation expense.

Research and development expenses were lower dhertree months ended September 30, 2008 comfuatked same period in
2007 primarily due to decreases in outside sena€&®.4 million and payroll-related expenses whiatludes stock-based compensation.

Research and development expenses increased theinghe months ended September 30, 2008 compatéd same period in 2007
primarily due to higher payroll-related expensas|uding stock-based compensation, of $2.3 milasra result of increased headcount in the
first six months of 2008, partially offset by a degse in consulting fees of $1.2 million.
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For 2008, we expect research and development egperse comparable to 2007.

Patients First Program

Three Months Ended Nine Months Ended
September 30, September 30,
(In millions) 2008 2007 Change 2008 2007 Change
Patients First Progra $ — 3 — 3 — $ — 3 1.9 $ 1.8
% of net revenue —% —% —% -0.8%

As part of the OrthoClear Agreement in October 2@@hoClear agreed to stop the importation ofradig into the United States and
discontinue all aligner business operations wortthwiAs a result, most OrthoClear patients were lgnabcomplete their orthodontic treatment
with OrthoClear. In an attempt to help minimizeatment disruptions for the OrthoClear patientstaed doctors, we committed to make
treatment available to these patients at no aduditicost under the “Patients First Program”. kfiburth quarter of 2006, we recorded an $8.3
million charge for the anticipated costs of comipigthis program. Subsequently, in the first geladf 2007, we reduced our Patients First
Program accrual by $1.8 million to reflect a redueiof our initial estimate to the number of caaetually received by the case submission
deadline. We shipped all Patients First Prograsesdy June 30, 2007.

Restructuring

Three Months Ended Nine Months Ended
September 30, September 30,
(In millions) 2008 2007 Change 2008 2007 Change
Restructuring $ 22 % — % 22 % 22 % — 8 2.2
% of net revenue 2.5% —% 1.C% —%

In July 2008, we announced a restructuring plamduce our overall company spending by reducinguutime headcount,
implementing a phased-consolidation of order aéggmiisoperations from our corporate headquarteiSanta Clara, California to Juarez,
Mexico and by slowing our planned headcount grovife anticipate completing the phased-consolidétipthe end of 2008, at which time,
the headcount in the United States will be tramiséd out.

For the three months ended September 30, 2008 auered approximately $2.2 million in restructuriexpenses which includes $0.4
million related to the acceleration of stock opti@sting and $1.8 million related to severancetantination benefits, of which $1.4 million
was paid during the quarter. We expect to incuitatdhl expense of $0.5 million during the fourthagter of 2008 relating to this restructuring
plan.

Interest and other income, net

Three Months Ended Nine Months Ended
September 30, September 30,
(In millions) 2008 2007 Change 2008 2007 Change
Interest incomt $ 07 $ 12 $ 0.5) $ 2€ $ 28 $ (0.2
Interest expens — — — — (0.3 0.3
Other income (expense), net (0.9 (0.7 0.9 (0.9 0.3 (0.6)
Total interest and other, net $ 03 $ 1.1 3 0.9 $ 17 $ 22 $ (0.5

Total interest and other income, net includes @geincome earned on cash balances, and inteqgshsx on debt, foreign currency
translation gains and losses and other miscellaneloarges.

Interest income, net for the three months endedeBdyer 30, 2008 decreased compared to the threthsended September 30, 2(
primarily due to lower average cash, cash equitaland marketable securities balances resulting fro
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the $11.7 million stock repurchase in the thirdrtpraof 2008 and lower interest rates.

Interest income, net for the nine months endede®elper 30, 2008 decreased compared to the nine mented September 30, 2007
primarily due to lower average cash, cash equitaland marketable securities balances resulting fhee $39.4 million stock repurchase and
lower interest rates. In addition, we also incdrirgerest expense on the outstanding balancerdimauof credit in the first nine months of
2007. We repaid the outstanding balance of outitcfacility during the first nine months of 200W/le had no outstanding borrowings as of
September 30, 2008.

Other income (expense), net decreased in the #m@@ine months ended September 30, 2008 compathd same periods in 2007
reflecting the decreases in foreign currency titiesh gains.

Income tax provision

Three Months Ended Nine Months Ended
September 30 September 30
(In millions) 2008 2007 Change 2008 2007 Change
Provision for income taxe $ 08 $ — % 08 $ 14 $ 1.C $ 04

We recorded an income tax provision of $0.8 millzowd $43,000 for the three months ended Septenth@088 and 2007,
respectively, representing effective tax rates3#% and 0.5%. We recorded an income tax pravigfé1.4 million and $1.0 million for the
nine months ended September 30, 2008 and 200&atdsgy, representing effective tax rates of 888d 3.3%. Our effective tax rate for the
remainder of 2008 may fluctuate based upon ouratipey results for each taxable jurisdiction in whige operate and the amount of statutory
tax that we incur in each jurisdiction.

We exercise significant judgment in regards tonestes of future market growth, forecasted earnamgbprojected taxable income, in
determining the provision for income taxes, andgiorposes of assessing our ability to utilize artyrie tax benefit from deferred tax assets
have historically experienced operating losseshtawe significant net operating loss and tax creglityforwards. We have considered our
future taxable income and tax planning strategiesssessing our valuation allowance. Future taxabtame is based upon our estimates, and
actual results may significantly differ from thesstimates. If it is determined that the valuatidoveance should be released, it will result in a
significant one-time benefit to our statement oéigions of approximately $60 million to $70 mihio

Liquidity and Capital Resources
We fund our operations from product sales, the geds from the sale of our common stock, and frooasional borrowings under ¢

available credit facility. As of September 30, 8Gthd December 31, 2007 we had the following cashcash equivalents, and short-term
marketable securities (in thousands):

September 30, December 31,
2008 2007
Cash and cash equivalents $ 79,75¢ $ 89,14(
Marketable securities, sh-term 34,49¢ 38,77
Total $ 114,25! $ 127,91:

Net cash provided by operating activities was $3dildon for the nine months ended September 3082@sulted primarily from our
net profit of $14.5 million adjusted for non-casns such as depreciation, amortization of intdegiand stock-based compensation expense
totaling $23.1 million. These increases in casw from operating activities were due primarilyat$4.1 million increase in accounts
receivable, a $3.1 million increase in deferrecereie and a $6.3 million decrease in accrued arat Gihg-term liabilities.

Net cash provided by operating activities was $3&il8on for the nine months ended September 30,72@sulted primarily from our
net profit of $30.0 million adjusted for non-caséns such as depreciation, amortization of intdegiand stock-based compensation totaling
$18.8 million. These increases in cash flows frqgrarating activities were partially offset by a $1illion increase in accounts receivable.
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Net cash used in investing activities was $10.%ionilfor the nine months ended September 30, 2@B§ely consisted of $12.4
million used for the purchase of property and emépt and offset by $1.4 million of net maturitidsmarketable securities. Net cash used in
investing activities for the nine months ended Beylter 30, 2007, largely consisted of $13.1millibme&t purchases of marketable securities
and $6.3 million used for the purchase of capitakss.

As a result of current adverse financial marketditions, investments in some financial instrumengsy pose risks arising from
liquidity and credit concerns. Although we belieug current investment portfolio has very littlskiof impairment, we cannot predict future
market conditions or market liquidity and can pd®/ho assurance that our investment portfolio ngithain unimpaired.

Net cash used in financing activities was $29.8ionilfor the nine months ended September 30, 280&h resulted primarily from
our $39.4 million stock repurchase offset by $@iRion in proceeds from the issuance of our commtmetk, primarily from exercises of
employee stock options. Net cash provided by fiapactivities for the nine months ended Septer@0e2007 consisted of $27.8 million in
proceeds from the issuance of common stock, priyniidm exercises of employee stock options. Thigéase was partially offset by the
repayment of $11.5 million against the outstandiatance on our line of credit.

Net proceeds from the issuance of our common stleked to the exercise of employee stock opti@wehistorically been a
significant component of our liquidity. In 2006ewegan granting restricted stock units (“RSUs")alvhunlike stock options, do not generate
cash from exercises. As a result, we will likegngrate less cash from the proceeds of the salerafommon stock in future periods. In
addition, because RSUs are taxable to the indilédwben they vest, the number of shares we isseadh of our executive officers will be net
of applicable withholding taxes which will be pdig us on their behalf. During the first nine mantf 2008, we paid $0.3 million of taxes
related to RSUs that vested during the period fecetive officers.

Effective January 1, 2008, the available borrowingder the revolving line of credit is $25 milliofhis credit facility matures on
December 31, 2008. During the first nine month2@d7, we repaid $11.5 million of our outstandirmgrbwing on this credit facility. As of
September 30, 2008, we have no outstanding borgsaand we are in compliance with the financial carg of this credit facility. We intend
to renew the line of credit, although there is ssumance that the bank will offer a renewal othé renewal is offered, that it will be on
favorable terms.

On April 29, 2008, we announced that our Board wé&ors had approved a stock repurchase prograip td $50 million. For the
nine months ended September 30, 2008, the Compaayahased 3.1 million shares of common stock avanage price of $12.64 per share
for an aggregate purchase price of $39.4 milli@huding commissions. The remaining authorized amhofi stock repurchases under this
program is $10.7 million.

In July, 2008, we entered into an agreement inrfaval for the benefit of Elamex de Juarez, S.A.Q¥., landlord to IMS, our third
party shelter services provider, to guarantee IM&ise payments for its facility located in JuaMexico. The current lease for the facility
expires in July 2013. Pursuant to the guarantegre®bligated to pay Elamex de Juarez, S.A. DE @Many rental payments in default by
IMS. As of September 30, 2008, we are contingdighle for future payments of approximately $1.8ion which will decrease monthly as
IMS pays the monthly rent of approximately $30,000.

In July 2008, we announced a restructuring plamduce our overall company spending by reducingudutime headcount,
implementing a phased-consolidation of order aégmiisoperations from our corporate headquarteiSanta Clara, California to Juarez,
Mexico and by a slowing our planned headcount gnowVe anticipate completing the phased-consobdaty the end of 2008, at which time,
the headcount in the United States will be tramséd out. For the three months ended Septemb@088, we incurred approximately $2.2
million in restructuring expenses and we expeéhtar additional expense of $0.5 million during foarth quarter of 2008 relating to this
restructuring plan. We expect annualized costggsvof $10.0 to $12.0 million from this action wik realized in 2009, a significant portior
which is related to the substantial slowing in planned hires in 2009.

In October 2008, we announced an additional restring plan to increase efficiencies across theization and lower our overall
cost structure. The restructuring plan includéstal reduction of 110 full time headcount in Sa@tara, California, of which 45 positions will
be eliminated between now and January 2009. Thairéng positions are expected to be eliminatedéeh February and July 2009 as we
create a new shared services organization in dstirex Costa Rica facility that will consolidatestamer care, accounts receivable, credit and
collections, and customer event registration ogtions, which are currently located in Santa Cl&alifornia. We anticipate staging the
relocation to Costa Rica in an attempt to minindigguptions to customer service levels and exgectélocation to be completed by the end of
July 2009.
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These actions will result in a restructuring chasfapproximately $5.0 million, of which $3.5 mdh will be recognized in the fourth quarte
2008 and the remainder over the first half of 200@. expect annualized cost savings of $12.0 toGd#ilion from this action will be realized
in 2009, which consists primarily of headcount retthn and reduction in discretionary spending.

Contractual Obligations

As of September 30, 2008 there were no other naiehtanges to our contractual obligations outdigeardinary course of business
from those disclosed in our Annual Report on Fofi¥Kifor the Year ended December 31, 2007.

Critical Accounting Policies

Management’s discussion and analysis of our firerogindition and results of operations is basethupo Condensed Consolidated
Financial Statements, which have been prepareddordance with accounting principles generally pteg in the United States of America.
The preparation of financial statements requiresntanagement to make estimates and judgmentsfthat the reported amounts of assets and
liabilities, revenues and expenses and discloaatré®e date of the financial statements. We evaloar estimates on an on-going basis,
including those related to revenue recognitionpaats receivable, legal contingencies and incomestaWe use authoritative
pronouncements, historical experience and othemgsons as the basis for making estimates. Acesllts could differ from those estima

We believe the following critical accounting poésireflect our most significant estimates, judgmmemtd assumptions used in the
preparation of our consolidated financial statemmefhese critical accounting policies and relatiedldsures appear in our Annual Report on
Form 10-K for the year ended December 31, 2007.

. Revenue recognitior

. Stock-based compensation expense;

. Long-lived assets, including finite lived purchased mgible assets
. Deferred tax valuation allowance.

There have been no significant changes in ourcatiiccounting policies during the nine months enleptember 30, 2008 compared
to what was previously disclosed in ItemVfanagement’s Discussion and Analysis of Financiahdition and Results of Operatioimeluded
in our Annual Report on Form 10-K for the year eh@&=cember 31, 2007.

Recent Accounting Pronounceme

See Note 1 “Summary of Significant Accounting Piel¢ of the Notes to Condensed Consolidated Firgdi&tatements for a
discussion of recent accounting pronouncements.

ITEM 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARK  ET RISK

For quantitative and qualitative disclosures abmatket risk affecting us, see Item 7A, “Quantitatand Qualitative Disclosures
About Market Risk,” in our Annual Report on Form-K{or the year ended December 31, 2007, whichésiporated herein by reference.
Our exposure to market risk has not changed méyesiace December 31, 2007.

ITEM 4. CONTROLS AND PROCEDURES
Evaluation of disclosure controls and procedures

Under the supervision and with the participatiomof management, including our Chief Executive €ffiand our Chief Financial
Officer, we have evaluated the effectiveness ofigsign and operation of our disclosure controts@ocedures (as defined in Rules 13a-15
(e) and 15d-15(e) under the Exchange Act) as oétiteof the period covered by this Quarterly ReparForm 10-Q. Based upon that
evaluation, our Chief Executive Officer and our &Hitinancial Officer have concluded that our disal@ controls and procedures are effective
as of September 30, 2008 to provide reasonableag®ithat information required to be disclosedi®yn the reports that we file or submit
under the Exchange Act is accumulated and commigrida our management, including our Chief Exeeu@fficer and our Chief Financial
Officer,

29




Table of Contents

as appropriate, to allow timely decisions regardiequired disclosure, and that such informatioecorded, processed, summarized and
reported within the time periods specified in ti&CSules and forms.

Changes in internal control over financial repogin

There was no change in our internal control ovearicial reporting that occurred during the periodered by this Quarterly Report
Form 10-Q that has materially affected, or is reasty likely to materially affect, our internal dool over financial reporting.

PART II—OTHER INFORMATION
ITEM 1. LEGAL PROCEEDINGS
Ormco

On January 6, 2003, Ormco Corporation (“Ormco’gdikuit against us in the United States Distriatir€for the Central District,
Orange County Division, asserting infringement o8lUPatent Nos. 5,447,432, 5,683,243 and 6,244@6tco is a division of Sybron Dental
Specialties (a Danaher Corporation subsidiary)e démplaint sought unspecified monetary damagesngumttive relief. On February 18,
2003, we answered the complaint and asserted aolaites seeking a declaration by the Court of ildiyl and non-infringement of the
asserted patents. In addition, we counterclaimedthfdngement of our U.S. Patent No. 6,398,54&kseg unspecified monetary damages and
injunctive relief. Ormco filed a reply to our coentlaims on March 10, 2003 and asserted countarslapainst us seeking a declaration by the
Court of invalidity and non-infringement of U.S.tBat No. 6,398,548. We amended our counterclaiadtbAllesee Orthodontic
Appliances, Inc. (“AOA”), a wholly-owned subsidiaof Ormco, as a counterdefendant in regard to ounterclaim of infringement of U.S.
Patent No. 6,398,548. The Court then permitted @rta@mend its Complaint and permitted us to antemccounterclaim to add an additional
patent each. Ormco filed a first amended compfaininfringement of U.S. Patent No. 6,616,444 onidber 15, 2003. On October 27, 2003,
we filed an answer to Ormco’s first amended comnmpland a counterclaim for invalidity and naoriringement of U.S. Patent No. 6,616,444
for infringement of U.S. Patent No. 6,554,611.

In connection with these claims, the Court graffiieglmotions for summary judgment that we filedrsEion May 14, 2004, the Court
granted our motion for summary judgment of noniilfement, finding that our Invisalign system doesinfringe any of the asserted Ormco
patents (5,447,432, 5,683,243, 6,244,861 and 6484}, Second, on July 2, 2004, the Court grantqzhith our motion for summary judgment
of infringement, finding that Ormco and AOA infriagertain, but not all, claims of our patents N§898,548 and 6,554,611 through the
manufacture and sale of Red, White & Blue applian@#ird, on August 26, 2004, the Court grantedmation for summary judgment of
invalidity of Ormco’s asserted patents claims (3,482, 5,683,243, 6,244,861 and 6,616,444). Aschab®ve, the Court earlier found that we
do not infringe these patents. In addition, thei€also denied Ormco’s and AOA’s motion for summpugygment seeking a finding of
invalidity of our asserted patent claims (6,398,848 6,554,611). Fourth, the Court granted our samrjudgment motion that our asserted
patent claims are not invalid based on the evidencently before the Court. Although the Courtrdesl that motion, it reopened discovery on
two additional invalidity arguments Ormco and AOgsarted. Fifth, the Court also granted our summuatgment motion that our patents are
not unenforceable and granted Ormco’s and AOA’sreary judgment motion that Ormco and AOA did notfwily infringe our patents.

On December 20, 2004, we filed a further summadginent motion that our asserted claims are notithbased on Ormco’s and
AOA'’s new evidence. Ormco and AOA filed a countemsnary judgment motion that our asserted claimsreaid based on this new
evidence. On February 24, 2005, the Court grantednmtion in part, confirming the validity of alf the asserted claims of our 6,554,611
patent and two of the asserted claims of our 6338Bpatent. The Court also granted Ormco’s and AOAbtion in part, finding certain claims
of our 6,398,548 patent to be invalid in view odifbpiuse evidence. On March 10, 2005, Ormco and A@Aed for reconsideration of the
Court’s ruling that Claims 10 and 17 of our U.StdPé& No. 6,398,548 are not invalid. On April 8, 80€he Court ruled that it would adhere to
its previous ruling that Claims 10 and 17 of ol898,548 patent are not invalid.

On March 28, 2005, we filed a motion for permarigjunction to prevent Ormco and AOA from sellingtimfringing Red, White &
Blue system. On May 26, 2005, the Court issuedrapeent injunction (the “Permanent Injunction”)eejoin Ormco and AOA from further
infringement of Claims 10 and 17 of our 6,398,548pt and Claims 1-3 and 7 of our 6,554,611 pa@ntMay 31, 2005, Ormco and AOA
filed a notice of appeal with the Federal Circuitri the Permanent Injunction.
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There have been two appeals. After the Permangnitdtion was entered, Ormco and AOA appealed thjahction and the orders of
the District Court on summary judgment on whichitijanction was based. In April 2006, the U.S. GairAppeals for the Federal Circuit
(“CAFC”) issued a ruling declaring two out of aabbf seventy-one claims in our US Patent No. 6,298 and four out of a total of ten claims
in US Patent No. 6,554,611 to be invalid as “obsidThe CAFC's decision reverses the Californiatis Court summary judgment order of
validity.

The 6,398,548 patent consists of 71 claims; ordintd 10 and 17 were at issue in the first appediGhFC ruling. These two claims
are directed to a system of appliances and methoepbositioning teeth from an initial to a finalott arrangement where at least some of the
appliances are marked to show order of use. THagascontain further limitations requiring insttions as to the order in which the
appliances are to be worn and use of the appliandagervals of 2-20 days.

The 6,554,611 patent consists of ten claims dicetie system for repositioning teeth that incluoles or more intermediate
appliances and a final appliance, provided in glsipackage, as well as instructions which sehftré order in which the appliances are to be
worn. The CAFC'’s ruling pertains only to claims?1 .3 and 7 in the patent.

The second appeal was from the final judgment. @rappealed the ruling of the District Court thatc@@ms in four of its patents are

not infringed by us and that the asserted clairasraralid. We appealed the ruling of the Districtu®t that certain claims of our 6,398,548
patent which were found to be infringed by Ormaarisl AOA’s Red, White & Blue appliances were invalitie CAFC issued a ruling on
August 24, 2007, affirming the District Court’s ing that 86 out of 92 claims in Ormco’s 5,447,43583,243, 6,244,861 and 6,616,444
patents are invalid and not infringed by us. The=CAeversed the District Court’s non-infringemend anvalidity rulings on six claims in
Ormco’s 6,616,444 patent, which will be returnedht® District Court for a determination of validiyd infringement of those claims. The
Court has denied Ormco’s petition for rehearindwiéspect to the portion of the Federal Circuipgaon that affirmed the District Court’s
ruling of non-infringement and non-enablement & &6 claims.

Ormco filed a petition for review with the U.S. Same Court with respect to the portion of the CA$Gpinion that affirmed the
District Court’s ruling of non-infringement and nenablement of Ormco’s 86 claims. The Supreme Giemted Ormco’s petition, and the
case on the six claims in Ormco’s ‘444 patent wivighne returned to the District Court for furtheopeedings.

The District Court issued orders construing théntheerms at issue and granting our motion to anmeadswer and counterclaim to
assert inequitable conduct. The parties are ctlyreanducting discovery. Trial on liability isssiés scheduled for June 2, 2009.
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Other matters
USPTO

During fiscal 2005 and 2006, requests were filethwhe United States Patent and Trademark OfficSPTO”) by a San Francisco,
California, law firm, acting on behalf of an unnaingarty, requesting Ex Parte re-examination ofgaients. A Reexamination Certificate has
been issued regarding the 6,309,215, 6,398,5485@®3, 6,217,325, 6,722,880, 6,318,994 and 5,9358tents and therefore these patents
are no longer in reexamination. We received arnofc€losing Prosecution on the 6,685,469 pateifie Status of the 6,629,840 patent is as
follows:

Request for Initial Office
Patent Reexamination Actions
No. Granted? Received? Status
6,629,84( Yes Yes In this initial Office Action dated June 13, 20@6e

examiners confirmed the validity of eight of the\an
claims of U.S. Patent No. 6,629,840 (the ‘840 paten
without amendment and preliminarily rejected the
remaining claims of the patents. The non-finalidhit
Office Action presented us with the first opportyrto
respond to the USPTO’s review and interpretation of
the prior art. On September 13, 2006, we subméted
response to the initial Office Action. A petitioaeking
a waiver was filed on February 15, 2007 and was
granted on April 17, 2007, granting a single inievw
The interview was held on May 22, 2007, and an
Interview Summary was filed with the USPTO on
June 21, 2007. We are awaiting further action ley th
USPTO.

As part of the OrthoClear Agreement, OrthoCleaeadrto take no further action with respect to titerlParte Requests, including the
6,629,840 patent.

Class Action

On May 18, 2007, Debra A. Weber filed a consumasshction lawsuit against us, OrthoClear, Inc.@rtdoClear Holdings, Inc.
(d/b/a OrthoClear, Inc.) in Syracuse, New York, \D&trict Court. The complaint alleges two causkaction against the OrthoClear
defendants and one cause of action against ugdach of contract. The cause of action againstlad tBreach of Third Party Benefit
Contract” references our agreement to make Ingealieatment available to OrthoClear patientsgatig that we failed “to provide the
promised treatment to Plaintiff or any of the classmbers”.

On July 3, 2007, we filed our answer to the commtland asserted 17 affirmative defenses. On JulR@07, we filed a motion for
summary judgment on the Third Cause of Action €thly cause of action alleged against us). On Augds2007, Weber filed a motion for
class certification. On October 1, 2007, we filedopposition to the motion of class certificatiordave are currently awaiting rulings from the
Court. OrthoClear has filed a motion to dismisse Tititial case management conference and all d&sgdvas been stayed pending the Court’s
decision on the motion for class certification, l@€lear’'s motion to dismiss and our motion for suaryrjudgment.

Litigating claims of the types discussed in thisaQerly Report on Form 10-Q, whether or not ultiehatletermined in our favor or
settled by us, is costly and diverts the efforts attention of our management and technical pereddnom normal business operations. Any of
these results from litigation could adversely dff@ar results of operations and stock price. Frione to time, we have received, and may again
receive, letters from third parties drawing oueation to their patent rights. While we do not eedi that we infringe any such rights that have
been brought to our attention, there may be otr@emertinent proprietary rights of which we aregamtly unaware.
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ITEM 1A.

RISK FACTORS

We have only recently returned to profitability. If we fail to sustain or increase profitability or revenue growth in future periods, the
market price for our common stock may decline.

While we returned to profitability in 2007 and irttze first nine months of 2008, we experiencedtdoss in each quarter of 2006. If
we are to sustain or increase profitability in fetperiods, we will need to continue to increasereuenues, while controlling our expenses.
While we generated positive operating cash flo®007 and into the first nine months of 2008, weegignced negative cash flow in 2006. We
cannot be certain that we will be able to achievgtive cash flow from operations, from period &xipd, in the future. Because our business is
evolving, it is difficult to predict our future opsting results or levels of growth, and we havéhmpast not been and may in the future not be
able to sustain our historical growth rates. Ifdeenot increase profitability or revenue growttotirerwise meet the expectations of securities
analysts or investors, the market price of our comistock will likely decline.

Our financial results have fluctuated in the past ad may fluctuate in the future which may cause voldlity in our stock price.

Our operating results have fluctuated in the padtwe expect our future quarterly and annual opegaesults to fluctuate as we foc
on increasing doctor and consumer demand for adumts. These fluctuations could cause our stoicke po decline. Some of the factors that
could cause our operating results to fluctuateuiel

limited visibility into and difficulty predictingtte level of activity in our custom¢ practices from quarter to quart:
weakness in consumer spending as a result ofdlaglslvn in the United States economy and certagrmational economies;

changes in the timing of receipt of case produders during a given quarter which, given our cyictee and the delay
between case receipts and case shipments, couddainampact on which quarter revenue can be rezedr

changes in product mi;
seasonal fluctuations in the number of doctor@irtoffices and available to take appointments;
success of marketing programs from quarter to guart

changes in the timing of revenue recognition whth introduction of new products such as Invisaligsist and Invisalig!
Teen;

unanticipated delays in production caused by ingefit capacity;

any disruptions in the manufacturing process, iidlg unexpected turnover in the labor force orititieduction of new
production processes or natural or other disabysnd our contro

the development and marketing of directly compegifproducts by existing and new competit
aggressive price competition from competitc

costs and expenditures in connection with litigatio

inaccurate forecasting of revenues, productionathdr operating costs; a

investments in research and development to devedapproducts and enhancements to Invisalign.

To respond to these and other factors, we may teethke business decisions that could adversedgtadiur operating results such as
modifications to our pricing policy, business stiue or operations. Most of our expenses, suchrgdoyee compensation and lease payment
obligations, are relatively fixed in the short tefdhoreover, our expense levels are based, in pardbur expectations regarding future revenue
levels. As a result, if our revenues for a paracyderiod fall below our expectations, whether eausy changes in consumer spending,
consumer preferences, weakness in the U.S. or
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global economies, changes in customer behaviateceta advertising and prescribing our producther factors, we may be unable to adjust
spending quickly enough to offset any shortfaltémenues. Due to these and other factors, we leeffeat quarter-t@uarter comparisons of c
operating results may not be meaningful. You showldrely on our results for any one quarter amditation of our future performance.

We depend on the sale of the Invisalign system ftine vast majority of our revenues, and any declin@ sales of Invisalign for any
reason, including as a result of a decline in genareconomic conditions, or a decline in average $iab prices would adversely affect
revenues, gross margin and net profits.

We expect that revenues from the sale of the Ihigisaystem will continue to account for the vastjomity of our total revenues for
the foreseeable future. Continued and widespreall@hacceptance of Invisalign by orthodontists, @Rgd consumers is critical to our future
success. If orthodontists and GPs experience atiedun consumer demand for orthodontic servidasynsumers prove unwilling to adopt
Invisalign as rapidly as we anticipate or in théuwee that we anticipate, if orthodontists or GPsade to use a competitive product rather than
Invisalign or if the average selling price of ouoguct declines as it has in the past, our opagagsults would be harmed. Factors that could
cause Invisalign not to achieve market acceptahtteeaate at which we expect, as well as themstted to declining average selling prices
described more fully below.

Orthodontists and GPs may not adopt Invisalignuffisient numbers or as rapidly as we anticipate.

Our success depends upon increasing acceptandeegudncy of use of the Invisalign system by deptafessionals (what we refer
to as utilization). Invisalign requires orthodotgiSGPs and their staff to undergo special traiind learn to interact with patients in new
ways. Increasing adoption and cumulative use byodontists and GPs will depend on factors sudhe@sapability, safety, efficacy, ease of
use, price, quality and reliability of our prodyatsir ability to provide effective sales supparjring and service and the availability of
competing products, technologies and alternatattnents. In addition, unanticipated poor clinfpaiformance of Invisalign could result in
significant adverse publicity and, consequentigdueed acceptance by dental professionals. Alsea&sad competition from direct competitors
could cause us to lose market share and reducel geofessionals’ efforts and commitment to exptrer Invisalign practice. If adoption and
utilization does not increase as we anticipate reuenues may fail to grow as expected and ouradipgrresults may be harmed.

Consumers may not adopt Invisalign in sufficiemnbars or as rapidly as we anticipate.

Invisalign represents a significant change frorditranal orthodontic treatment, and consumers mayetuctant to accept it or may
find it preferable to traditional treatment We bagenerally received positive feedback from bothadontists, GPs and consumers regarding
Invisalign as both an alternative to braces ana elical method for treatment of malocclusiont unumber of dental professionals believe
that Invisalign is appropriate for only a limitedrpentage of their patients. Market acceptancedejlend in part upon the recommendations of
dental professionals, as well as other factorsigtiog effectiveness, safety, ease of use, reltgbdiesthetics, greater comfort and hygiene
compared to traditional orthodontic products aridepfor Invisalign compared to competing produEtsithermore, consumers may not resg.
to our direct marketing campaigns or we may be cesssful in reaching our target audience. In agitittonsumer spending habits are affe
by, among other things, prevailing economic condgi levels of employment, salaries and wage rgtessprices, consumer confidence and
consumer perception of economic conditions. A gardowdown in the United States economy and teitéernational economies or an
uncertain economic outlook would adversely affextsumer spending habits which could have a matedietrse effect on our sales and
operating results.

The frequency of use by orthodontists or GPs majnecease at the rate that we anticipate or at all

One of our key objectives is to continue to incesaslization, or the adoption and frequency of,ufehe Invisalign system by new
and existing customers. If utilization of Invisaligpy our existing and newly trained orthodontigt&s®s does not occur or does not occur as
quickly as we anticipate, our operating resultsi¢de harmed.

We may experience declines in average selling pra¢®ur products.

In response to challenges in our business, inciuioreased competition, in November 2005, we reduhbe list price of full
Invisalign cases and in the third quarter of 20@5imiroduced Invisalign Express, a lower-cost solufor less complex cases. In addition, in
the fourth quarter of 2005, we expanded our volbased discount program to all doctors. If we ar@atroduce any similar price reductions
discount programs in the future or if participatiarthese programs increases, our revenues, gragsmand net profits (losses) may be
adversely affected.
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We may experience unexpected problems and expensasociated with the phased-relocation of our custoen facing organizations to
Costa Rica.

In October 2008, we announced a restructuring fgancrease efficiencies across the organizatiahlewer our overall cost
structure. In addition to headcount reduction,réstructuring plan included the phased-relocadfoour customer care, accounts receivable,
credit and collections and customer event registrairganizations currently located in Santa Cl@aljfornia, to our facility in Costa Rica.
We expect this relocation to be completed by thieafnuly 2009. This relocation is accompaniedbyumber of risks and uncertainties that
may affect our results of operations and stateroboash flows, including:

. failure to successfully coordinate and phase tleeation of these customer facing organizations oeyse our
customers to experience decrease in service le

. the relocation may absorb significant managemedtkay employee attention and resources that wathleravise be
available for the ongoing development of our buss;

. failure to retain key employees who possess spdaifowledge or expertise and who we are depending for the
timely and successful transition to Costa Rica,;

. difficulties hiring employees in Costa Rica witlethecessary skills to perform these customer fdcingtions.
If any of these risks materialize in the futurer operating results, statement of operations astl laws may be adversely affected.
Our future success may depend on our ability to deatop and successfully introduce new products.

Our future success may depend on our ability telbgy manufacture, market, and obtain regulatopr@yal or clearance of new
products. We launched Invisalign Teen in July 2808 Invisalign Assist in October 2008. There cambassurance that we will be able to
successfully develop, sell and achieve market daoep of these and other new products and applitatind enhanced versions of our exis
product. The extent of, and rate at which, markeeptance and penetration are achieved by futwdupts is a function of many variables,
which include, among other things, our ability talude functionality and features that addressotust requirements, the availability of third-
party reimbursement of procedures using our newymts, the existence of competing products andrgeeeonomic conditions affecting
purchasing patterns. In addition, even if our neadpcts are successfully introduced, it is unlikiblgt they will rapidly gain market share and
acceptance primarily due to the relatively longgeof time it takes to successfully treat a pati&ince it takes approximately 12 to 24 mol
to treat a patient, our customers may be unwillimgapidly adopt our new products until they suséelsy complete at least one case or until
more historical clinical results are available.

Our ability to market and sell new products maydie subject to government regulation, includingrapal or clearance by the
United States Food and Drug Administration (“FDAdhd foreign government agencies. Any failure inatility to successfully develop and
introduce or achieve market acceptance of our medytts or enhanced versions of existing produmttdchave a material adverse effect on
our operating results and could cause our revetoudscline.

A disruption in the operations of our key shipper @ higher shipping costs could cause a decline in ovevenues or a reduction in our
earnings.

We are dependent on commercial freight carrieimamily UPS, to deliver our products. If the opéras of these carriers are
disrupted for any reason, we may be unable to elebur products to our customers on a timely bas$ige cannot deliver our products in an
efficient and timely manner, our customers may cediheir orders from us and our revenues and apgratofits could materially decline. Ir
rising fuel cost environment, our freight costslvitrease. If freight costs materially increase ave are unable to pass that increase along to
our customers for any reason or otherwise offset sucreases in our cost of revenues, our grosgimand financial results could be adver
affected.

We are dependent on our international operations, hch exposes us to foreign operational, politicalrad other risks that may harm our
business.

Currently, two of our key production steps are perfed in operations located outside of the U.Souktfacility in Costa Rica,
technicians use a sophisticated, internally devedapmputer-modeling program to prepare electrivaitment
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plans, which are transmitted electronically backh®U.S. These electronic files form the basi€laiCheck and are used to manufacture
aligner molds. IMS, our third party shelter sergiggovider located in Juarez, Mexico fabricatesaligner molds, the aligners and ships the
completed products to our customers. In additiothéoresearch and development efforts conductedriitanta Clara, California facility, we
also carry out research and development at locatioSan Jose, Costa Rica and Moscow, Russia. ISWegpect to have completed the
relocation of our order acquisition operations fronr Santa Clara facility to Mexico by the end 608. In addition, in October 2008, we
announced the phased-consolidation of our cust@auer;-accounts receivable, credit and collectiomscastomer event registration
organizations, which are currently located in S&ltra, California, to our facility in Costa Ric&#Ve expect this relocation to be completed by
the end of July 2009. Our increasing reliancenternational operations exposes us to risks andrtainties that may affect our business or
results of operation, including:

. difficulties in hiring and retaining employees geally, as well as difficulties in hiring and reta&ig employees with the
necessary skills to perform the more technical espaf our operation:

. difficulties in managing international operatioimg;luding our relationship with IMS, our third pgighelter services
provider;

. fluctuations in currency exchange rat

. import and export license requirements and regirist

. controlling production volume and quality of the maéacturing process;

. political, social and economic instabilit

. acts of terrorism and acts of war;

. interruptions and limitations in telecommunicat&ervices

. product or material transportation delays or disom

. burdens of complying with a wide variety of localntry and regional law:

. trade restrictions and changes in tariffs; and

. potential adverse tax consequences.

If any of these risks materialize in the future, @a@ild experience production delays and lost caydsl revenue.

A key step in our manufacturing process relies onaphisticated computer technology that requires newechnicians to undergo a
relatively long training process. If we are unableo accurately predict our volume growth, and fail © hire a sufficient number of
technicians in advance of such demand, the delivetyme of our products could be delayed which coulddversely affect our results of
operations.

Training technicians to use our sophisticated campmodeling program that produces the electrawigtinent plan that forms the
basis of ClinCheck takes approximately 90 to 12fsdAs a result, if we are unable to accuratelyioteour volume growth, we may not hav
sufficient number of trained technicians to timefhgate ClinCheck treatment plans within the timesour customers expect. Any delay in
ClinCheck processing time could delay the ultimdgévery of finished aligners to our customers. ISaaelay could cause us to lose existing
customers or fail to attract new customers. Thidatcause a decline in our revenues and net piarfiiscould adversely affect our results of
operations.

Our headquarters, ClinCheck setup and other manufaturing processes are all principally located in re@ns that are subject to
earthquakes and other natural disasters.

Our digital dental modeling is processed in ouilitydocated in San Jose, Costa Rica. The openatieam in Costa Rica creates
ClinCheck treatment plans using sophisticated cdermoftware. In addition, our aligner molds amisfihed aligners are fabricated by IMS,
third party shelter services provider located iarda, Mexico. Both Costa Rica and Mexico are ithemrake zones and may be subject to other
natural disasters. If there is a major earthqualang other
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natural disaster in a region where one of thesiéitias is located, our ability to create ClinCheckatment plans or manufacture and ship our
aligners could be compromised which could resutiuncustomers experiencing a significant delagetreiving their completed aligners. In
addition, our headquarters facility is locatedhia San Francisco Bay Area. An earthquake or otaierral disaster in this region could result in
a disruption in our operations. Any such businagsriuption could materially and adversely affeat business, financial condition and results
of operations.

We currently rely on third parties to provide key inputs to our manufacturing process, and if our accss to these inputs is diminished,
our business may be harmed.

We currently outsource key portions of our manufdéng process. We rely on IMS, a third party stredtervices provider located in
Juarez, Mexico, to fabricate aligner molds as waelfinished aligners and to ship the completedymbtb customers. In addition, by the end of
2008, we expect to complete the relocation of adepacquisition process to the same third partyufecturer in Mexico. If IMS fails to
deliver its components or if we unexpectedly ldseservices, we may be unable to deliver our prisdimca timely manner, and our business
may be harmed. Any difficulties encountered by uBMS with respect to hiring and retaining qualifipersonnel, and maintaining acceptable
manufacturing standards, controls, procedures aticigs could disrupt our ability to deliver ourgalucts in a timely manner.

We experience competition from manufacturers of trditional braces and expect aggressive competitiondim these and other companie
that may introduce new technologies in the future.

Currently, our Invisalign product competes directfyainst products manufactured and distributed tmgd® Orthodontics, a division
Sybron Dental Specialties (a Danaher Corporatidsigiiary), and traditional braces manufactured lyGompany and Dentsply International.
These manufacturers have substantially greatendinbresources and manufacturing and marketingmaapce than we do and may, in the
future, attempt to develop an orthodontic systemilar to ours or combine technologies that makepyaduct economically unattractive. Lai
consumer product companies may also enter thedwtiiw supply market. Furthermore, we may face aetitipn in the future from new
companies that may introduce new technologies. \&g Ime unable to compete with these competitorsoaedr more of these competitors
may render our technology obsolete or economicaiBttractive. If we are unable to compete effetyivéth existing products or respond
effectively to any products developed by new osgmng competitors, our business could be harmexe&sed competition has resulted in the
past and may in the future result in volume dis¢imgnand price reductions, reduced gross margatyjaed profitability and loss of market
share, any of which could have a material adveffeeteon our revenues, volume growth, net profises) and stock price. We cannot assure
you that we will be able to compete successfullgiagt our current or future competitors or that petitive pressures will not have a mate
adverse effect on our business, results of operatimd financial condition.

Our information technology systems are critical toour business. System integration and implementatioissues and system security risl
could disrupt our operations, which could have a mierial adverse impact on our business and operatinggsults.

We rely on the efficient and uninterrupted operatid complex information technology systems. Afoinmation technology systems
are vulnerable to damage or interruption from aetgof sources. As our business has grown inamecomplexity, the growth has placed,
will continue to place, significant demands on mfiormation technology systems. To effectively mga#his growth, we will need to
continually upgrade and enhance our informatiotiesys. In addition, experienced computer programraedshackers may be able to penel
our network security and misappropriate our comfidé information or that of third parties, creaiestem disruptions or cause shutdowns.
Furthermore, sophisticated hardware and operayisigs software and applications that we eitherinatidy produce or procure from third
parties may contain defects in design and manufactocluding “bugs” and other problems that caexpectedly interfere with the operation
of the system. The costs to eliminate or allevisteurity problems, viruses and bugs could be saamif, and the efforts to address these
problems could result in interruptions that mayéavmaterial adverse impact on our operationsntesand operating results.

We are currently focused on adding additional fiomztlity into our business enterprise systems toenedficiently integrate these
systems with our other system applications, suatuasmer facing and manufacturing tools, and htencontinue this effort for the
foreseeable future. System upgrades and enhanceneguire significant expenditures and allocatibwaduable employee resources. Delay
integration or disruptions to our business fromlenpentation of these new or upgraded systems dwaud a material adverse impact on our
financial condition and operating results. Furtheren we continuously upgrade our customer faciriyvswe applications, specifically
ClinCheck and VIP. Software applications frequertiyntain errors or defects, especially when theyfiest introduced or when new versions
are released. The discovery of a defect or errarriew upgraded version or the failure of our primiaformation systems may result in the
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following consequences, among others: loss of nee@m delay in market acceptance, damage to outagpn or increased service costs, any
of which could have a material adverse effect anbusiness, financial condition or results of opierss.

Our success depends in part on our proprietary teamlogy, and if we are unable to successfully enfaecur intellectual property rights,
our competitive position may be harmed. Litigatingclaims of this type is costly and could distract oumanagement and cause a decline
in our results of operations and stock price.

Our success will depend in part on our ability taimeain existing intellectual property and to ohtand maintain further intellectual
property protection for our products, both in th&Uand in other countries. Our inability to docsalld harm our competitive position. As of
September 30, 2008, we had 109 issued U.S. pafditgpending U.S. patent applications, and 43 g$oieign patents, and 132 pending
foreign patent applications.

We intend to rely on our portfolio of issued andagieg patent applications in the U.S. and in ottemtries to protect a large part of
our intellectual property and our competitive piasit However, our currently pending or future patdings may not result in the issuance of
patents. Additionally, any patents issued to us braghallenged, invalidated, held unenforceabtepaivented, or may not be sufficiently
broad to prevent third parties from producing cotimgeproducts similar in design to our productsribg fiscal 2005 and 2006, requests were
filed with the United States Patent and Trademdflc®©(“USPTO") by a San Francisco, California l&wm, acting on behalf of an unnamed
party and in some instances acting on behalf did@tear, requesting re-examination of a numbemofpatents.See Part Il, Item 1 of this
Quarterly Report on Form 10-Q for a summary of tH&PTO proceeding$n addition, any protection afforded by foreigngyas may be more
limited than that provided under U.S. patents amtellectual property laws. We also rely on protactdf our copyrights, trade secrets, know-
how and proprietary information. We generally ent¢o confidentiality agreements with our employeamnsultants and our collaborative
partners upon commencement of a relationship vatiHowever, these agreements may not provide mgfaiprotection against the
unauthorized use or disclosure of our trade seoratsher confidential information, and adequateedies may not exist if unauthorized use or
disclosure were to occur. Our inability to maintttie proprietary nature of our technology througtepts, copyrights or trade secrets would
impair our competitive advantages and could havaterial adverse effect on our operating resuhsnfcial condition and future growth
prospects. In particular, a failure to protect proprietary rights might allow competitors to camyr technology, which could adversely affect
our pricing and market share.

In addition, in an effort to protect our intelleatproperty we have in the past been and may ifiutivee be involved in litigation. For
example, we are currently involved in a patentimgfement lawsuit with Ormco. In addition, duringd®0and 2006 we were involved in several
lawsuits with OrthoClear, Inc. and other partidated to OrthoClear, including a patent infringemaction against OrthoClear filed in the
Western District of Wisconsin (Madison). We settthid lawsuit in October 2006, however, the potdreffects on our business operations
resulting from similar litigation that we may paipate in the future, whether or not ultimatelyetatined in our favor or settled by us, are
costly and divert the efforts and attention of management and technical personnel from normahbasioperations. Any of these results 1
our litigation could adversely affect our resulfoperations and stock price.

We are currently a party to various other legatpealings and claims. Management does not beliewdht ultimate outcome of the
other legal proceedings and claims will have a netadverse effect on our financial position csuks of operations. In addition, litigation is
subject to inherent uncertainties and unfavoratdiegs could occur. An unfavorable ruling couldlume monetary damages or, in cases where
injunctive relief is sought, an injunction prohibi us from selling our products. Any of these Hessfrom our litigation could adversely affect
our results of operations and stock prisee Part I, Item 1 of this Quarterly Report on Fot0-Q for a summary of our material pending legal
proceedings

While we believe we currently have adequate interdaontrol over financial reporting, we are required to assess our internal control
over financial reporting on an annual basis and anyuture adverse results from such assessment coulesult in a loss of investor
confidence in our financial reports and have an aderse effect on our stock price.

Pursuant to the Sarbanes-Oxley Act of 2002 andtes and regulations promulgated by the SEC, weenuired to furnish in our
Form 10-K an Annual Report by our management raggrithe effectiveness of our internal control ofieancial reporting. The report
includes, among other things, an assessment @ftbetiveness of our internal control over finahceporting as of the end of our fiscal year,
including a statement as to whether or not ourriivatiecontrol over financial reporting is effectivihis assessment must include disclosure of
any material weaknesses in our internal controt éimancial reporting identified by management. Whie currently believe our internal
control over financial reporting is effective, teiectiveness of our internal controls to futureiges is subject to the risk that our controls may
become inadequate because of changes in conditindsas a result, the degree of compliance ofrteimal control over financial reporting
with the policies or procedures may deterioratevdfare unable to assert that our internal cowtvel financial
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reporting is effective in any future period (ooifir auditors are unable to express an opinion eretfectiveness of our internal controls or
conclude that our internal controls are ineffedtivee could lose investor confidence in the acopstd completeness of our financial reports,
which could have an adverse effect on our stoatepri

If we lose our key personnel or are unable to attret and retain key personnel, we may be unable to psue business opportunities or
develop our products.

We are highly dependent on the key employees irclinical engineering, technology development, saled marketing personnel &
management teams. The loss of the services of thdsgduals may significantly delay or prevent thehievement of our product development
and other business objectives and could harm aginbss. Our future success will also depend orability to identify, recruit, train and retain
additional qualified personnel, including orthodst®. Few orthodontists are accustomed to working inanufacturing environment since they
are generally trained to work in private practiagsyersities and other research institutions. Tinesmay be unable to attract and retain
personnel with the advanced qualifications necgdsarthe further development of our business. lkenmore, we may not be successful in
retaining our key personnel or their services. éfave unable to attract and retain key personoelbasiness could be materially harmed.

If we infringe the patents or proprietary rights of other parties or are subject to a patent infringenent claim, our ability to grow our
business may be severely limited.

Extensive litigation over patents and other intgll@l property rights is common in the medical devindustry. We have been sued
infringement of third party’s patents in the pastl ave may be the subject of patent or other litigain the future. From time to time, we have
received and may in the future receive letters ftbimd parties drawing our attention to their pateghts. While we do not believe that we
infringe upon any valid and enforceable rights theate been brought to our attention, there maytheronore pertinent rights of which we are
presently unaware. The defense and prosecutiantalfdctual property suits, interference proceesliagd related legal and administrative
proceedings could result in substantial expensss @nd significant diversion of effort by our tettah and management personnel. An adverse
determination of any litigation or interference peeding to which we may become a party could stibg¢o significant liabilities. An adverse
determination of this nature could also put ouept at risk of being invalidated or interpretedoaly or require us to seek licenses from
third parties. Licenses may not be available onroencially reasonable terms or at all, in which évenr business would be materially
adversely affected.

We maintain single supply relationships for certainof our key machines and materials technologies, drour business and operating
results could be harmed if supply is restricted oends or the price of raw materials used in our manfacturing process increases.

We are highly dependent on manufacturers of speethscanning equipment, rapid prototyping machiresin and other advanced
materials. We maintain single supply relationshiggamany of these machines and materials technedogin particular, our scanning and
stereolithography equipment are provided by sisgigplier. We are also committed to purchasingfatiur resin and polymer, the primary r
materials used in our manufacturing process, fraimgle-source. In addition, technology changestyvendors could disrupt access to
required manufacturing capacity or require expendime consuming development efforts to adaptiatedjrate new equipment or processes.
Our growth may exceed the capacity of one or mbthese manufacturers to produce the needed equipane materials in sufficient
quantities to support our growth. In the eventezhinology changes, delivery delays, or shortages wifcreases in price for these items, our
business and growth prospects may be harmed.

We rely on our direct sales force to sell our prodeats, and any failure to maintain our direct salesdrce could harm our business.

Our ability to sell our products and generate resndepends upon our direct sales force withirNmuth American and international
markets. As of September 30, 2008, our North Anagrigales organization consisted of 163 people hidlwl34 were direct sales
representatives and 29 were sales administratidmeggional sales management. Internationally, we I3 people engaged in sales and sales
support as of September 30, 2008. We do not hayéoag-term employment contracts with the memloéisur direct sales force. The loss of
the services of these key personnel may harm ainéss. If we are unable to retain our direct s personnel or replace them with
individuals of equivalent technical expertise aundldications, or if we are unable to successfidistill such technical expertise or if we fail to
establish strong relationships with our custometkiwa relatively short period of time, our revesuand our ability to maintain market share
could be materially harmed. In addition, due to lawmge and fragmented customer base, we may nableeto provide all of our customers with
product support immediately upon the launch ofw peoduct. As a result,
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adoption of new products by our customers may tesl than anticipated and our ability to grow masdtgare and increase our revenues may
be harmed.

Complying with regulations enforced by the FDA andbther regulatory authorities is an expensive and the-consuming process, and any
failure to comply could result in substantial pendiies.

Our products are medical devices and are subjesttemsive regulation in the U.S. and internatign&DA regulations are wide
ranging and govern, among other things:

. product design, development, manufacture and tgstin
. product labeling;

. product storage

. pre-market clearance or approval;

. advertising and promotion; at

. product sales and distribution.

Our failure to comply with applicable regulatoryguérements could result in enforcement action keyRDA or state agencies, which
may include any of the following sanctions:

. warning letters, fines, injunctions, consent desr@®d civil penalties

. repair, replacement, refunds, recall or seizureunfproducts;

. operating restrictions or partial suspension altstutdown of productiot

. refusing our requests for 510(k) clearance o-market approval of new products, new intended use

modifications to existing product
. withdrawing clearance or -market approvals that have already been grantet
. criminal prosecutior

If any of these events were to occur, they coultnhaur business. We must comply with facility régition and product listing
requirements of the FDA and adhere to applicablali@uSystem regulations. The FDA enforces its Qua&ystem regulations through
periodic unannounced inspections. Our failure erfdilure of IMS to take satisfactory correctivéiac in response to an adverse inspection or
the failure to comply with applicable manufacturirgulations could result in enforcement actiord ae may be required to find alternative
manufacturers, which could be a long and costlggss.

Before we can sell a new medical device in the lbSmarket a new use of or claim for an existingdoict we must obtain FDA
clearance or approval, unless an exemption apgibtining regulatory clearances or approvals ea kengthy and time-consuming process.
Even though the devices we market have obtaineddbessary clearances from the FDA, we may be arnalvhaintain such clearances in the
future. Furthermore, we may be unable to obtaim#eessary clearances for new devices that wedritemarket in the future. Our inability to
maintain or obtain regulatory clearances or appgsosauld materially harm our business.

If the security of our customer and patient informaion is compromised, patient care could suffer, anave could be liable for related
damages, and our reputation could be impaired.

We retain confidential customer and patient infaiiorain our processing centers. Therefore, it isaal that our facilities and
infrastructure remain secure and that our fac#lifed infrastructure are perceived by the marke¢ptand our customers to be secure. Despite
the implementation of security measures, our itfuasure may be vulnerable to physical break-iospputer viruses, programming errors,
attacks by third parties or similar disruptive geobs. If we fail to meet our clients’ expectatiorgarding the security of healthcare
information, we could be liable for damages andreputation
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could be impaired. In addition, patient care cauéfer, and we could be liable if our systems tiaitleliver correct information in a timely
manner. Our insurance may not protect us fromrtblis

If compliance with healthcare regulations becomesostly and difficult for our customers or for us, wemay not be able to grow our
business.

Participants in the healthcare industry are sulieetensive and frequently changing regulatiam$en numerous laws administered
by governmental entities at the federal, statelacal levels, some of which are, and others of W@y be, applicable to our business.
Furthermore, our healthcare provider customergks@subject to a wide variety of laws and regatatithat could affect the nature and scope
of their relationships with us.

The healthcare market itself is highly regulated anbject to changing political, economic and ratprly influences. Regulations
implemented pursuant to the Health Insurance Pititjadind Accountability Act (HIPAA), including ragations affecting the security and
privacy of patient healthcare information held ®althcare providers and their business associagseguire us to make significant and
unplanned enhancements of software applicatiosemices, result in delays or cancellations of tgder result in the revocation of
endorsement of our products and services by heatthmarticipants. The effect of HIPAA and newly@og&d regulations on our business is
difficult to predict, and there can be no assurahe¢we will adequately address the business dedated by HIPAA and its implementation or
that we will be able to take advantage of any tesybusiness opportunities.

Extensive and changing government regulation of thhealthcare industry may be expensive to comply witand exposes us to the risk of
substantial government penalties.

In addition to medical device laws and regulationgnerous state and federal healthcare-relatedriagudate our business, covering
areas such as:

»  storage, transmission and disclosure of medicahmétion and healthcare recor

. prohibitions against the offer, payment or receifptemuneration to induce referrals to entitiesviimg healthcare services
or goods or to induce the order, purchase or recamdation of our products; al

« the marketing and advertising of our products.

Complying with these laws and regulations couleékgensive and timeensuming, and could increase our operating castduice ¢
eliminate certain of our sales and marketing atiéisior our revenues.

We face risks related to our international salesnicluding the need to obtain necessary foreign regatiory clearance or approvals.

We currently sell our products in Europe, Canadexikb, Brazil, Australia, Hong Kong and Japan aray mxpand into other
countries from time to time. We do not know whetbghodontists, GPs and consumers outside our Morterican market will adopt
Invisalign in sufficient numbers or as rapidly as anticipate. In addition, sales of our productsioe the U.S. are subject to foreign regula
requirements that vary widely from country to caynfhe time required to obtain clearances or apgdsorequired by other countries may be
longer than that required for FDA clearance or apal, and requirements for such approvals may wiften FDA requirements. We may be
unable to obtain regulatory approvals in one orevairthe other countries in which we do business @rhich we may do business in the
future. We may also incur significant costs in @jing to obtain and maintain foreign regulatorpm@vals. If we experience delays in receipt
of approvals to market our products outside ofulf®., or if we fail to receive these approvals,ma&y be unable to market our products or
enhancements in international markets in a timedymer, if at all.

Our business exposes us to potential product liality claims, and we may incur substantial expenseive are subject to product liability
claims or litigation.

Medical devices involve an inherent risk of prodiiedbility claims and associated adverse publiditde may be held liable if any
product we develop or any product that uses orpaates any of our technologies causes injurg othierwise found unsuitable. Although we
intend to continue to maintain product liabilitysimance, adequate insurance may not be availatdeaaptable terms, if at all, and may not
provide adequate coverage against potential ltagsliA product liability claim, regardless of iteerit or eventual outcome, could result in
significant legal defense costs. These costs would
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have the effect of increasing our expenses andtidigemanagement’s attention away from the opemnadioour business, and could harm our
business.

Historically, the market price for our common stockhas been volatile.

The market price of our common stock could be suliewide price fluctuations in response to vasidactors, many of which are
beyond our control. The factors include:

. quarterly variations in our results of operationd &dquidity;

. changes in recommendations by the investment cortynanin their estimates of our revenues or oprtatesults;
. speculation in the press or investment communityceming our business and results of operati

. strategic actions by our competitors, such as proglnnouncements or acquisitio

. announcements of technological innovations or nesdycts by us, our customers or competitors; and

. general market condition

In addition, the stock market in general, and tlzekeat for technology and medical device companigsaiticular, have experienced
extreme price and volume fluctuations that haverofieen unrelated to or disproportionate to theatimg performance of those companies.
These broad market and industry factors may sdyidusm the market price of our common stock, rdigms of our operating performance. In
the past, class action litigation has often beeudint against the issuing company following periofigolatility in the market price of a
company'’s securities. If a securities class actiaihis filed against us in the future, we wouldunsubstantial legal fees, and our managermsent’
attention and resources would be diverted from atpegy our business in order to respond to theatitan.

Future sales of significant amounts of our commontsck may depress our stock price.

A large percentage of our outstanding common si®ckirrently owned by a small number of significattckholders. These
stockholders have sold in the past, and may s#flerfuture, large amounts of common stock ovextiredly short periods of time. Sales of
substantial amounts of our common stock in theipubbrket by our existing stockholders may adveraéfiect the market price of our
common stock. Such sales could create public pgorepf difficulties or problems with our businesssd may depress our stock price.

Changes in, or interpretations of, accounting rulesnd regulations, could result in unfavorable acconting charges.

We prepare our consolidated financial statement®iriormity with accounting principles generallycapted in the United States of
America. These principles are subject to interpi@teby the SEC and various bodies formed to imrand create appropriate accounting
policies. A change in these policies can have mifsdignt effect on our reported results and maynensgroactively affect previously reported
transactions. Our accounting policies that recemilye been or may be affected by changes in treuatiag rules are as follows:

. revenue recognitior
. accounting for share-based payments; and
. accounting for income taxe

If we fail to manage our exposure to global finaneil and securities market risk successfully, our opating results and financial
statements could be materially impacted.

The primary objective of most of our investmeni\aties is to preserve principal while at the satinge maximizing yields without
significantly increasing risk. To achieve this daffjee, a majority of our marketable investmentsiav@stment grade, liquid, short-term fixed-
income securities and money market instrumentsméraded in U.S. dollars. If the carrying value of anvestments exceeds the fair value,
and the decline in fair value is deemed to be etinain-
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temporary, we will be required to write down théueaof our investments, which could materially hayar results of operations and financial
condition. Moreover, the performance of certainusiéies in our investment portfolio correlates wilte credit condition of the U.S. financial
sector. With the current unstable credit environthere might incur significant realized, unrealizmdmpairment losses associated with these
investments.

We have adopted a shareholders rights’ plan to liniithe possibility that we are acquired, which may rean that a transaction that
shareholders are in favor of or are benefited by mabe prevented.

Our board of directors has the authority to isguéou5,000,000 shares of preferred stock and terahéte the rights, preferences,
privileges and restrictions of such shares wittant further vote or action by our shareholdersdate, our board of directors has designated
200,000 shares as Series A participating prefestaek in connection with our shareholder rightsirpl The issuance of preferred stock under
certain circumstances could have the effect ofyiledpor preventing an acquisition of the companythrerwise adversely affecting the right:
the holders of our stock. The shareholder righlia’ pnay have the effect of rendering more diffi@rdiscouraging an acquisition of our
company which is deemed undesirable by our boadirettors. The shareholder rights’ plan may ceaudestantial dilution to a person or grt
attempting to acquire us on terms or in a manneapproved by our board of directors, except purst@an offer conditioned on the negati
purchase or redemption of the rights issued urdeshareholder rights’ plan.

Our effective tax rate may vary significantly from period to period, and we could owe significant taxe@even during periods when we
experience low operating profit or operating losses

We have negotiated tax incentives with the Costa Rinistry of Foreign Trade, an agency of the Goweent of Costa Rica. Under
the incentives, all of the income we earn in C&ta during these eight to twelve year incentivequs is subject to reduced rates of Costa
Rica income tax. The incentive tax rates will egpir various years beginning in 2010. The Costa Rarporate income tax rate that would
apply, absent the incentives, is 30% for 2008. Assalt of these incentives, income taxes decrebg&? million in 2007. In order to receive
the benefit of the incentives, we must hire spedifiumbers of employees and maintain minimum levefixed asset investment in Costa
Rica. If we do not fulfill these conditions for angason, our incentive could lapse and our incom@adsta Rica would be subject to taxation at
higher rates, which could cause our operating tesolbe harmed.

43




Table of Contents
ITEM 2. UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS

Following is a summary of stock repurchases forttinee months ended September 30, 2008 (1):

Total Number of Approximate Dollar Value
Total Number of Shares Repurchased as of Shares that May
Shares Average Price Paid Part of Publicly Yet Be Repurchased Under

Period Repurchased per Share Announced Program the Program
August 1, 2008 to August 31, 2008 895,00C $ 12.63 895,00C $ 11,100,00t
September 1, 2008 to September 30,

2008 (2) 35,000 $ 12.51 35,000 $ 10,662,00!
B 930,000 g 12.62 930,00(

In April 2008, our Board of Directors authorizedtack repurchase program of up to $50.0 milliostdres of common stock. Purchases u
the program were made, from time to time, in theromarket. As of September 30, 2008, we repurchddemillion shares of common stock
at an average price of $12.64 per share for aregatg purchase price of $39.4 million including cussions. The remaining authorized
amount of stock repurchases under this prograr@s7$million, excluding commissions. All repurckdsshares will be retired.

(1) All shares were repurchased pursuant to the pytdichounced repurchase program described a

(2) The stock repurchase program has no expiration
ITEM 3. DEFAULTS UPON SENIOR SECURITIES

Not applicable.
ITEM 4. SUBMISSION OF MATTERS TO A VOTE OF SECURITY HOLDERS
None.

ITEM 5. OTHER INFORMATION

None.
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ITEM 6. EXHIBITS
(a) Exhibits:

Exhibit Exhibit

Number Description Filing Date Number Filed herewith

10.1 Severance Agreement between Afsaneh Azadeh and *
Technology, Inc. date August 1, 200¢

31.1 Certification of Chief Executive Officer pursuant18 U.S.C *
Section 1350, as adopted pursuant to Section 3@&darbanes-
Oxley Act of 2002

31.2 Certification of Chief Financial Officer pursuant18 U.S.C. *
Section 1350, as adopted pursuant to Section 3@&dbarbanes-
Oxley Act of 2002

32.1 Certification of Chief Executive Officer and Chigihancial *

Officer pursuant to 18 U.S.C. Section 1350, as t&tbpursuant 1
Section 906 of the Sarbal-Oxley Act of 2002

t Management contract or compensatory planrangement
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SIGNATURES

Pursuant to the requirements of the Securities &xgé Act of 1934, as amended, the registrant hgscdused this report to be signec
its behalf by the undersigned thereunto duly auko:

Date: November 5, 20C ALIGN TECHNOLOGY, INC.
By: /s/ THOMAS M. PRESCOT

Thomas M. Presco
President and Chief Executive Offic

By: /s/ KENNETH B. AROLA
Kenneth B. Arole
Chief Financial Officer and Vice President, Finar
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EXHIBIT INDEX

Exhibit Exhibit

Number Description Filing Date Number Filed herewith

10.1 Severance Agreement between Afsaneh Azadeh and Alig *
Technology, Inc. date August 1, 200¢

31.1 Certification of Chief Executive Officer pursuaont18 *
U.S.C. Section 1350, as adopted pursuant to Segiarof
the Sarban«Oxley Act of 2002

31.2 Certification of Chief Financial Officer pursuaat 18 *
U.S.C. Section 1350, as adopted pursuant to Segiarof
the Sarban«Oxley Act of 2002

32.1 Certification of Chief Executive Officer and Chief *

Financial Officer pursuant to 18 U.S.C. Section(,3%s
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Exhibit 10.1
FINAL EXECUTION COPY
SEVERANCE AGREEMENT AND GENERAL RELEASE

This Separation and General Release Agreement €&kgent”) is made by and between Afsaneh Azadehadal” or
“Employee”) and Align Technology, Inc. (“Align” dhe “Company”).

RECITALS
WHEREAS, Azadeh has been for a time employed bgrAli

WHEREAS, the Company and Azadeh have entered m#dnaended and Restated Employment Agreement datsd3y12008 (the
“Employment Agreement”), which provided for an imdiually negotiated severance package in the evfethie termination of her employment
under certain circumstances;

WHEREAS, the Parties agree that Azadeh shall dease an executive officer of the Company and otiwr cease performing
services, except as expressly provided hereinun2b, 2008 (the “Separation Date”), and her empient with the Company shall be
terminated on July 31, 2008 (the “Termination Dgte”

WHEREAS, Azadeh and Align (together “the Partiesi3h permanently to resolve all disputes that exist or may exist between
them in the future arising out of Azadeh’s employteith Align and the termination thereof and thath resolution shall constitute a General
Release as described below;

NOW, THEREFORE, for and in consideration of therpizes and undertakings described below, the Pagieese as follows:
1. In consideration for this Agreemehg Company shall provide the following to Azadeh:

a. In accordance with Section 6(b)haf Employment Agreement, following the executiothi§ Agreement and after the
expiration of the revocation period referred td*aragraph 7 below, Align shall pay to Azadeh thaltamount of Four Hundred
Ninety Five Thousand Nine Hundred and Thirty Dalé$8495,930) to be paid in a lump sum, less applécdeductions and
withholdings, which represents an amount equal#):the fiscal year 2008 target bonus prorateddfiemumber of days of Azadeh is
employed in said year; (b) one year's base satarg;(c) the greater of the then-2008 target bontiseoactual prior year's bonus.

b. In accordance with Section 6(b)hef Employment Agreement, as of the Termination D&tadeh shall immediately
conditionally vest in an additional number of slsamader all outstanding options and restrictedkstwits as if Azadeh had performed
twelve (12) additional months of service measurethfthe Termination Date, subject to Azadeh’s etienwf this Agreement and
provided that she does not revoke this Agreemeatlased in Paragraph 7 below and the exercisdsigilith respect to such
conditionally vested shares shall be suspendetsuth execution and expiration of such revocagieriod.

C. Beginning after the execution obtAigreement by Azadeh and after the expiratiomefrevocation period referred to in
Paragraph 7 below, if Azadeh is eligible and timallycts to continue medical coverage for herselftaar eligible dependents under
COBRA, Align will pay,




on Azadeh’s behalf, the premiums to continue thigig health insurance, including coverage for Asleligible dependents for a
period of twelve (12) months; provided, howeveattAlign will pay such premiums only for the covgesfor which Azadeh and her
eligible dependents were enrolled immediately ptaothe Termination Date.

d. Align shall pay the premiums for Bwoverage until the earlier of (a) twelve (12) ni@nfollowing the expiration of the
revocation period; (b) the effective date of Azddeloverage by a health plan of a subsequent eraploy (c) the date Azadeh is no
longer eligible for COBRA coverage. For the bakoé€the period that Azadeh is entitled to covenaigger COBRA, she shall be
entitled to maintain coverage for herself and Higitde dependents at her own expense as provigegd@BRA.

In exchange for the foregoing coasidion and other good and valuable consideragbfosth herein, Azadeh agrees as follows:

a. Azadeh warrants and agrees thaCtmpany, its predecessors, successors and assigaphid Azadeh any and alll
compensation due to her, including vacation pargaother wages or expenses, and all compensatiany type, except as identifi
in Paragraph 1 above, due or due to become duthahdo the extent that any of the foregoing remaipaid, any such payments are
included in the sum specified in Paragraph 1 abatéch is more than sufficient to cover such ameyifitany. Excluding the
amounts in Paragraph 1, which may come due up@sfasztion of the conditions herein, the Companyieeizadeh is owed any
compensation other than her final paycheck anduadcbut unused vacation, which shall be paid orfihal day of employment
whether or not she signs this agreement. At sooh as Align pays the amounts in Paragraph 1 akavebligations to Azadeh shall
cease and she shall be entitled to no further patgad any kind from Align, including but not lineitl to any salary, bonuses or
incentive compensation payments, or payments otyrg: In this regard, Azadeh understands andceagtet she has not earned any
bonuses or other amounts and, except for such asoefierred to in Paragraph 1 above and subjabieteonditions herein, is and
shall be entitled to no other bonuses, paymentempensation of any type.

b. Azadeh agrees that the foregoindl shastitute an accord and satisfaction and adnll complete settlement of her claims,
shall constitute the entire amount of monetary wharation provided to her under this Agreement, dvadl she will not seek any
further compensation for any other claimed damagsts or attorneys’ fees in connection with theteratencompassed in this
Agreement.

C. Azadeh acknowledges and agreeghbaompany has made no representations to hediegdhe tax consequences of i
amounts received by her pursuant to this Agreem@nadeh further agrees to pay federal or statestéxat are required by law to be
paid with respect to this Agreement, and furtheeag to indemnify the Company for any fines, péeslinterest or other levies due
any federal or state taxing authorities as a redhie characterization of any of the paymentuesd herein.

d. Azadeh understands and agrees thitgithe period from her Separation Date to heniiieation Date, she shall not be an
executive officer of the Company, shall not be atitted to act on behalf of the Company, and st@lrepresent herself to any third
party as a representative




authorized to act on behalf of the Company. Azeaedil not report to work during this period, bbaB be available to assist the
Company if the Company requests her assistance.

e. Azadeh also agrees to cooperatetiwttCompany regarding any pending or subsequélatylitigation, claims, or other
disputes involving Align that relate to mattershiiit the knowledge or responsibility of Azadeh dgrirer employment with Align.
Without limiting the foregoing, Azadeh agrees @)meet with Company representatives, its counsalther designees at mutually
convenient times and places with respect to amysteithin the scope of this provision; (ii) to prde truthful testimony regarding
same to any court, agency, or other adjudicatodyband (iii) to provide the Company with noticeaaintact by any adverse party or
such adverse party’s representative, except asmagquired by law. Azadeh shall also comply withsonable requests for
information that relate to matters with the knovgedr responsibility of Azadeh during her employmeilign will reimburse Azade
for all reasonable expenses in connection wittctiegeration described in this paragraph.

3. This Agreement, all of its termsdaail of the obligations of the Company containedein are expressly contingent upon the
condition that Azadeh does not exercise her rifine\wocation as described in subparagraph (g) cddtaph 7 below.

4, Azadeh represents that she willfi®{or ask or allow anyone to file on her behadiy charge, complaint, claim or lawsuit of any
kind in connection with any claim released by #thggeement. This provision shall not apply, howeverany non-waivable charges or claims
brought before any governmental agency. With retsigeany such non-waivable claims, Azadeh agreegaive her right (if any) to any
monetary or other recovery should any governmexgahcy or other third party pursue any claims arbledalf, either individually, or as part
of any collective action. Nothing herein shallgtele any claim Azadeh may file alleging that theawer of claims under the Age
Discrimination in Employment Act of 1967 (“ADEA”) &s not knowing or voluntary. Likewise, nothing éiarshall preclude Azadeh from
making any claims for workers’ compensation besefinemployment benefits, indemnification or reimsgment for business expenses under
Labor Code section 2802, or any other claims thahot be waived by private agreement under appédatis. With regard to claims under
section 2802, Employee acknowledges and agreeshbdtias conducted a reasonable investigatiorsamthiware of any indemnification
claims that have not been disclosed in writingh €ompany.

5. Azadeh without limitation herebyewocably and unconditionally releases and foreisahdrges the Company, its current and for
subsidiaries, divisions, affiliates, officers, atgmlirectors, supervisors, employees, represgattsuccessors and assigns, and all persons
acting by, through, under, or in concert with afigh@m from any and all charges, complaints, claicasises of action, debts, demands, sur
money, controversies, agreements, promises, danaag#bilities of any kind or nature whatsoeumth at law and equity, known or
unknown, suspected or unsuspected, anticipatedanticipated (hereinafter referred to as “claim*adaims”), arising from conduct occurring
on or before the date of this Agreement, includiridpout limitation any claims incidental to or drig out of Azadeh’s employment with the
Company or the termination thereof. It is expnessiderstood by Azadeh that among the varioussightl claims being waived in this release
are those arising under the Age Discrimination impfbyment Act of 1967 (29 U.S.C. § 621. et se®, ®lder Workers Benefit Protection A
Title VIl of the Civil Rights Act of 1964, the EquRay Act of 1963, the Americans With Disabilitidst, the Civil Rights Act of 1991, the
California Fair Employment and Housing Act, thei@ahia Family Rights Act, the federal and Calif@Worker Adjustment and
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Retraining Act, or any other federal, state or ldaa or regulation, except as specified hereihisTprovision is intended by the parties to bt
encompassing and to act as a full and total relefany claim, whether specifically enumerated hrece not, that Azadeh might have or has
had, that exists or ever has existed on or befarelate of this Agreement, which may legally beaséd.

6.

The parties understand the wordifftlar “claims” to include without limitation all @ions, claims and grievances, whether actual or

potential, known or unknown, related, incidentabtarising out of Employes’employment with the Company and the terminati@ndof. Al
such claims, including related attorneys’ fees eosts, are forever barred by this Agreement andowitregard to whether those claims are
based on any alleged breach of a duty arising itraot or tort; any alleged unlawful act, any otbkaim or cause of action; and regardless of
the forum in which it might be brought.

7.

The parties hereby agree that byisgthis Agreement and by acceptance of the paydescribed above, Azadeh gives up any and

all rights she may have to file any claim or actidnich she may now have, has ever had, or mayeitiuture have, with respect to any matter
pertaining to or arising from her employment witle Company. In this regard, Azadeh agrees thatiieement covers both known and
unknown claims or actions, and as such Employeeessly waives any rights or protection she may hander California Civil Code section
1542, which provides:

A general release does not extend to claims wihiettteditor does not know or suspect to exist $noniher
favor at the time of executing the release, whidtnown by him or her must have materially affectési or
her settlement with the debtor.

Azadeh understands and agreestieat s
a. Has had the opportunity of a fuletiy-one (21) days within which to consider thiségment before signing it, and that if
she has not availed herself of that full time petioat she failed to do so knowingly and voluntarihzadeh, however, may not sign
this Agreement on or before July 31, 2008.
b. Has carefully read and fully undensts all of the provisions of this Agreement.
C. Is, through this Agreement, releggime Company and its officers, agents, direcgupervisors, employees, representatives,

successors and assigns and all persons actingrbygh, under, or in concert with any of them, frany and all claims she may have
against the Company or such individuals.

d. Knowingly and voluntarily agreesatbof the terms set forth in this Agreement.
e. Knowingly and voluntarily intendshe legally bound by the same.
f. Was advised and hereby is advigeslriting to consider the terms of this Agreememd aonsult with an attorney of

Employee’s choice prior to signing this Agreement.

g. Has a full seven (7) days followihg execution of this Agreement to revoke this A&gnent, and has been and hereby is
advised in writing that this Agreement shall notdme effective or enforceable until the revocapeniod has expired. If Azadeh
desires to revoke this




Agreement, she must provide written notice to RageBeorge by 5:00 p.m. on the seventh day follgwWiar execution of this

Agreement.
h. Understands that rights or claimdarrthe Age Discrimination in Employment Act of 79&9 U.S.C. § 621, et seq.) that
may arise after the date this Agreement is signedhat waived.
9. The parties agree that any changierntathe Agreement offered to Azadeh on July PB82whether material or immaterial and
regardless of the reason for the change, will estart the running of the twenty-one (21) day pkrio
10. This Agreement has been individuattgotiated and is not part of a group exit incentiv other termination program.
11. Azadeh specifically acknowledges tieatemployment by Align created a relationshipro$t between Azadeh and the Company

with respect to any information of a confidentialsecret nature of which she became aware durmgéhiod of her employment and which
(i) relates to the business of the Company, oh¢éddusiness of any customer, licensor or suppfiftedCompany; or (ii) is processed by the
Company and has been created, discovered or dextlyp or has otherwise become known to the Comlatyhas commercial value to the
business in which the Company is engaged. All sda@mation is hereinafter called “proprietaryanfation.” By way of illustration, and not
in limitation, proprietary information includes tta secrets, processes, computer programs, data,Hoe, strategies, forecasts, customer lists,
pricing, testing methods and results, clinicalltdiata, product designs, product performance geti#ies, operational procedures, staffing,
billing and collection practices, and contract ps@ns and philosophies. At all times Azadeh wéep in confidence and trust all such
proprietary information and will not use or dis@aany such proprietary information or anything tiafato it without the written consent of the
Company. Azadeh hereby agrees that all propriétdoymation shall be the sole and exclusive propef the Company and its assigns.
Azadeh further acknowledges and agrees that thddyew Proprietary Information and Inventions Agreatentered into by Azadeh and
dated October 1, 2007, remains in full force addatfand is unaffected by this Agreement. Azadsdmawledges and agrees that she has
delivered to the Company all documents, data aogdrjgtary information of any nature pertaininghe Company or its affiliated companies,
and will not take from the Company or its affilidteompanies any documents or data of any desaripti@ny reproduction containing or
pertaining to any proprietary information nor w#isame.

12. Azadeh agrees not to interfere with@Companys relationship with current or prospective emplayeseippliers, or investors. Azac
also agrees to refrain from communicating any degiag, derogatory, libelous or scandalous statésrterany third party regarding the
Company. The Company agrees that its Executivie@# have not and will not make any derogatorgpaiaging or negative statements a
Azadeh. During the period beginning on the Separddate and ending on the sTermination Date Azddeher agrees that she will not
represent to any person or entity that she is antagr executive officer of the Company, or has amghority to bind the Company. On and
after the Termination Date, Azadeh agrees thatslheot represent to any person or entity that ish@n agent or employee of the Company, or
has any authority to bind the Company.

13. This Agreement and compliance wiik fkgreement shall not be construed as an admissidhe Company of any liability
whatsoever, or as admission by the Company of @igtion of the rights of Employee, violation ofyaarder, law, statute, duty or contract
whatsoever. The Company specifically




disclaims any liability to Azadeh for any allegedlation of the rights of Employee, or for any gkl violation of any order, law, statute, duty
or contract on the part of the Company, or its eyeés or agents.

14. The parties hereto represent andacletge that in executing this Agreement they dorely and have not relied upon any
representation or statement made by any of théepast by any of the parties’ agents, attorneyepresentatives with regard to the subject
matter or effect of this Agreement or otherwisdentthan those specifically stated in this writegreement.

15. This Agreement shall be binding upgmparties hereto and upon their heirs, admin@arepresentatives, executors, successors,
and assigns, and shall inure to the benefit of gaitles and each of them and to their heirs, adinittors, representatives, executors,
successors, and assigns. Azadeh expressly wathantshe has not transferred to any person diyeanty rights or causes of action, or claims
released by this Agreement.

16. The Parties further agree that theefits provided in this Agreement fully satisfy aolyligations Align may have to provide any
severance or other benefits to Azadeh under thitticeemployment offer letter by and between Azadet Align September 27, 2007, and the
Amended and Restated Employment Agreement by ameeba Azadeh and Align dated May 5, 2008. Thisekgnent may be changed only
by another written agreement signed by Azadeh digth’/A Chief Executive Officer.

17. Should any provision of this Agreemne& declared or be determined by any court of ederg jurisdiction to be illegal, invalid, or
unenforceable, the legality, validity and enfordkghof the remaining parts, terms or provisiofeh not be effected thereby and said illegal,
unenforceable, or invalid term, part or provisityals be deemed not to be a part of this Agreement.

18. With the exception of any agreemeith whe Company pertaining to proprietary, traderseor other confidential information and/or
the ownership of inventions, all of which shall i@min full force and effect and are unaffectediig Agreement, this Agreement sets forth
entire agreement between the parties hereto alydsiypersedes any and all prior agreements andrstagieings, written or oral, between the
parties hereto pertaining to the subject matteedferThis Agreement may only be amended or matlifig a writing signed by the parties
hereto. Any waiver of any provision of this Agreemb shall not constitute a waiver of any other pion of this Agreement unless expressl|
indicated otherwise.

19. This Agreement shall be interpreteddcordance with the plain meaning of its terntsraot strictly for or against any of the parties
hereto.
20. This Agreement is made and enterexdiinthe State of California, and shall in allpests be interpreted, enforced and governed by

and under the laws of the State of California. phgies agree that any and all disputes arisingbiine terms of this Agreement, their
interpretation, and any of the matters herein sedashall be subject to binding arbitration int&a@lara County in accordance with the
JAMS/Endispute Arbitration Rules and ProcedureEimployment Disputes. Either Azadeh or the Compaay initiate arbitration within the
statute of limitations for the underlying claim,else said claim shall be deemed waived. Other $pacified below, the parties agree that they
shall each bear the same costs in arbitrationwasiitd bear in civil litigation. The parties agrisat in any arbitration held to enforce or
interpret the terms of this Agreement, and/or sthi@ube necessary for either party to file a petitio compel arbitration, the arbitrator or the
court, as the case may be, shall have the authordyard the prevailing party reasonable attornegs and costs as allowed by law. Said
attorneys’ fees




and costs shall extend to any appeal process ddiateto and to the enforcement and collectiomgfaurt judgment and any execution
related thereto.

21. This Agreement may be executed imtanparts and each counterpart, when executed,reha the efficacy of a second original.
Photographic or facsimile copies of any such sigrmehterparts may be used in lieu of the originalany said purpose.

In Witness Whereof, the parties hereto have exddhie Severance Agreement and General Releadelss date upon
which the last party to sign this Agreement doesascet forth below.

ALIGN TECHNOLOGY, INC. AFSANEH AZADEH

By: /s/ Roger E. Georg
ROGER E. GEORGI /s/ Afsaneh Azade
Vice President, Corporate & Legal Affairs, AFSANEH AZADEH
General Counsel & Secrete

Dated: August 1, 200 Dated: August 1, 200




Exhibit 31.1

CERTIFICATION

I, Thomas M. Prescott, certify that:

1.

2.

5.

| have reviewed this quarterly report on Form 10f@lign Technology, Inc.;

Based on my knowledge, this report does not comtajnuntrue statement of a material fact or ométéde a material fact necessary to
make the statements made, in light of the circunt&s under which such statements were made, nletadisg with respect to the peri
covered by this report;

Based on my knowledge, the financial statement$,atimer financial information included in this repdairly present in all material
respects the financial condition, results of operstand cash flows of the registrant as of, amgdtfe periods presented in this report;

The registrant’s other certifying officer(s) andre responsible for establishing and maintainisgldsure controls and procedures (as
defined in Exchange Act Rules 13a-15(e) and 15&)}%nd internal control over financial reportirg @efined in Exchange Act
Rules 13a-15(f) and 15d-15(f)) for the registrami ehave:

(a) Designed such disclosure controls and procedorecaused such disclosure controls and procedoifge designed under our
supervision, to ensure that material informatidatieg to the registrant, including its consolidhtibsidiaries, is made known tc
by others within those entities, particularly dgrithe period in which this report is being prepared

(b) Designed such internal control over financegdarting, or caused such internal control overrfaial reporting to be designed
under our supervision, to provide reasonable assargegarding the reliability of financial repogiand the preparation of financ
statements for external purposes in accordancegeitierally accepted accounting principles;

(c) Evaluated the effectiveness of the registragisslosure controls and procedures and presenttisi report our conclusions
about the effectiveness of the disclosure contintsprocedures, as of the end of the period cougredis report based on such
evaluation; and

(d) Disclosed in this report any change in thesggnt's internal control over financial reportitigat occurred during the
registrant’s most recent fiscal quarter (the regigts fourth fiscal quarter in the case of an aimeaport) that has materially
affected, or is reasonably likely to materiallyeaff, the registrant’s internal control over finaiceporting; and

The registrant’s other certifying officer(s) antddve disclosed, based on our most recent evaluatimternal control over financial
reporting, to the registrant’s auditors and theitacmmmittee of the registrant’s board of direct@spersons performing the equivalent
functions):

(a) All significant deficiencies and material weakses in the design or operation of internal cbotrer financial reporting which
are reasonably likely to adversely affect the regig’s ability to record, process, summarize apbrt financial information; and

(b) Any fraud, whether or not material, that inedvmanagement or other employees who have a sinifiole in the registrant’s
internal control over financial reporting.

Date: November 5, 20C

/sl THOMAS M. PRESCOT"

Thomas M. Presco
President and Chief Executive Offic




Exhibit 31.2

CERTIFICATION

I, Kenneth B. Arola, certify that:

1.

2.

5.

| have reviewed this quarterly report on Form 10f@lign Technology, Inc.;

Based on my knowledge, this report does not comtajnuntrue statement of a material fact or ométéde a material fact necessary to
make the statements made, in light of the circunt&s under which such statements were made, nletadisg with respect to the peri
covered by this report;

Based on my knowledge, the financial statement$,atimer financial information included in this repdairly present in all material
respects the financial condition, results of operstand cash flows of the registrant as of, amgdtfe periods presented in this report;

The registrant’s other certifying officer(s) andre responsible for establishing and maintainisgldsure controls and procedures (as
defined in Exchange Act Rules 13a-15(e) and 15&)}%nd internal control over financial reportirg @efined in Exchange Act
Rules 13a-15(f) and 15d-15(f)) for the registrami &ave:

(a) Designed such disclosure controls and procedorecaused such disclosure controls and procedoifge designed under our
supervision, to ensure that material informatidatieg to the registrant, including its consolidhtibsidiaries, is made known tc
by others within those entities, particularly dgrithe period in which this report is being prepared

(b) Designed such internal control over finanoggdorting, or caused such internal control oveatritial reporting to be designed
under our supervision, to provide reasonable assargegarding the reliability of financial repogiand the preparation of financ
statements for external purposes in accordancegeitierally accepted accounting principles;

(c) Evaluated the effectiveness of the registragisslosure controls and procedures and presenttisi report our conclusions
about the effectiveness of the disclosure contintsprocedures, as of the end of the period cougredis report based on such
evaluation; and

(d) Disclosed in this report any change in thesggnt's internal control over financial reportitigat occurred during the
registrant’s most recent fiscal quarter (the regigts fourth fiscal quarter in the case of an aimeaport) that has materially
affected, or is reasonably likely to materiallyeaff, the registrant’s internal control over finaiceporting; and

The registrant’s other certifying officer(s) antddve disclosed, based on our most recent evaluatimternal control over financial
reporting, to the registrant’s auditors and theitacmmmittee of the registrant’s board of direct@spersons performing the equivalent
functions):

(a) All significant deficiencies and material weakses in the design or operation of internal cbotrer financial reporting which
are reasonably likely to adversely affect the regig’s ability to record, process, summarize apbrt financial information; and

(b) Any fraud, whether or not material, that inedvmanagement or other employees who have a sinifiole in the registrant’s
internal control over financial reporting.

Date: November 5, 20C

/sl KENNETH B. AROLA

Kenneth B. Arole
Chief Financial Officer and Vice President, Fina




Exhibit 32.1

CERTIFICATION OF CHIEF EXECUTIVE OFFICER AND CHIEF  FINANCIAL OFFICER
PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

I, Thomas M. Prescott, certify, pursuant to 18 8.Section 1350, as adopted pursuant to SectioroBe Sarbane®xley Act of 2002
that the Quarterly Report of Align Technology, Ineea. Form 10-Q for the quarter ended September @8 2ully complies with the
requirements of Section 13(a) or 15(d) of the SéearExchange Act of 1934 and that informationtagmed in such Quarterly Report on
Form 10-Q fairly presents in all material respebesfinancial condition and results of operatiohé\lign Technology, Inc.

By: /sl THOMAS M. PRESCOT"
Date: November 5, 200¢ Name: Thomas M. Prescott
Title: President and Chief Executive Offic

I, Kenneth B. Arola, certify, pursuant to 18 U.SS&ction 1350, as adopted pursuant to Section B Garbanes-Oxley Act of 2002,
that the Quarterly Report of Align Technology, Ina. Form 10-Q for the quarter ended September @18 2ully complies with the
requirements of Section 13(a) or 15(d) of the S&earExchange Act of 1934 and that informationtedmed in such Quarterly Report on
Form 10-Q fairly presents in all material respebesfinancial condition and results of operatiohé\lign Technology, Inc.

By: /sl KENNETH B. AROLA
Date: November 5, 200¢ Name: Kenneth B. Arola
Title: Chief Financial Officer and Vice President

Finance




