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PART 1. FINANCIAL INFORMATION
Item 1.

Condensed Consolidated Financial
Statements
NanoString Technologies, Inc.
Condensed Consolidated Balance Sheets
(in thousands, except par value)
(Unaudited)
September 30,
2019

December 31,
2018

Assets
Current assets:
Cash and cash equivalents
Short-term investments
Accounts receivable, net
Inventory, net
Prepaid expenses and other
Total current assets

$

23,442
105,423
19,542
19,040
10,877

$

178,324
14,863
25,344
2,228

Property and equipment, net
Operating lease right-of-use assets
Other assets
Total assets

24,356
69,641
17,279
13,173
7,258
131,707
15,171
—
680

$

220,759

$

147,558

$

6,724
5,632
10,774
6,462
4,389
—
3,690

$

8,636
3,705
12,060
8,167
9,890
657
—

Liabilities and Stockholders’ Equity
Current liabilities:
Accounts payable
Accrued liabilities
Accrued compensation and other employee benefits
Customer deposits
Deferred revenue, current portion
Deferred rent, current portion
Operating lease liabilities, current portion
Total current liabilities
Deferred revenue, net of current portion
Deferred rent and other long-term liabilities, net of current portion
Long-term debt, net of discounts
Operating lease liabilities, net of current portion
Total liabilities

37,671
876
246
79,194
30,183

43,115
1,620
7,558
58,396
—

148,170

110,689

—

—

Commitment and contingencies (Note 12)
Stockholders’ equity:
Preferred stock, $0.0001 par value, 15,000 shares authorized; none issued
Common stock, $0.0001 par value, 150,000 shares authorized; 35,736 and 30,913 shares issued and outstanding at
September 30, 2019 and December 31, 2018, respectively
Additional paid-in capital
Accumulated other comprehensive income (loss)
Accumulated deficit
Total stockholders’ equity
Total liabilities and stockholders’ equity

4
528,307
217
(455,939)
72,589
$

The accompanying notes are an integral part of these condensed consolidated financial statements.
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3
428,162
(40)
(391,256)

220,759

36,869
$

147,558
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NanoString Technologies, Inc.
Condensed Consolidated Statements of Operations
(in thousands, except per share amounts)
(Unaudited)
Three Months Ended
September 30,
2019

Nine Months Ended
September 30,

2018

2019

2018

Revenue:
Product and service
Collaboration
Total revenue

$

26,349
4,255

$

21,453
7,163

$

70,069
18,568

$

59,882
16,818

30,604

28,616

88,637

76,700

10,925
17,007
23,382

9,291
16,651
17,810

29,239
50,063
69,317

25,538
45,068
57,897

Costs and expenses:
Cost of product and service revenue
Research and development
Selling, general and administrative
Total costs and expenses
Loss from operations

51,314

43,752

148,619

128,503

(20,710)

(15,136)

(59,982)

(51,803)

763
(2,415)
(322)

384
(1,631)
(46)

2,114
(6,052)
(552)

826
(4,798)
(330)

Other income (expense):
Interest income
Interest expense
Other expense, net
Total other expense, net
Net loss before provision for income tax
Provision for income tax
Net loss
Net loss per share - basic and diluted

(1,974)

(1,293)

(4,490)

(4,302)

(22,684)
(64)

(16,429)
(57)

(64,472)
(211)

(56,105)
(185)

$

(22,748)

$

(16,486)

$

(64,683)

$

(56,290)

$

(0.64)

$

(0.56)

$

(1.90)

$

(2.09)

Weighted average shares used in computing basic and diluted net loss
per share

35,576

29,366

The accompanying notes are an integral part of these condensed consolidated financial statements.
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34,121

26,882
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NanoString Technologies, Inc.
Condensed Consolidated Statements of Comprehensive Loss
(in thousands)
(Unaudited)
Three Months Ended
September 30,
2019

Nine Months Ended
September 30,

2018

2019

2018

Net loss

$

$

(16,486)
12

$

(64,683)
257

$

Change in unrealized gain on short-term investments
Comprehensive loss

(22,748)
13

(56,290)
45

$

(22,735)

$

(16,474)

$

(64,426)

$

(56,245)

The accompanying notes are an integral part of these condensed consolidated financial statements.
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NanoString Technologies, Inc.
Condensed Consolidated Statements of Changes in Stockholders’ Equity
(in thousands)
(Unaudited)
Additional
Paid-in
Capital

Common Stock
Shares

Balance at January 1, 2018

25,421

Amount

$

2

$

353,308

Other
Comprehensive
Income (Loss)

$

(99)

Total
Stockholders’
Equity

Accumulated
Deficit

$

(313,102)

$

40,109

Cumulative effect of a change in accounting policy(1)

—

—

—

—

(755)

(755)

Warrants issued for common stock

—

—

749

—

—

749
412

Common stock issued for stock options and restricted stock
units

139

1

411

—

—

Common stock issued for employee stock purchase plan

136

—

767

—

—

767

Stock-based compensation

—

—

2,945

—

—

2,945

Net loss

—

—

—

—

Other comprehensive loss

—

—

—

(13)

Balance at March 31, 2018

25,696

$

3

Warrants issued for common stock

—

—

Common stock issued for stock options and restricted stock
units

89

Stock-based compensation

—

Net loss
Other comprehensive income
Balance at June 30, 2018
Common stock issued in public offering, net of $3.7 million
of issuance costs
Warrants issued for common stock

$

358,180

$

(112)

(19,202)

(19,202)

—
$

(333,059)

(13)
$

25,012

674

—

—

—

583

—

—

583

—

2,903

—

—

2,903

—

—

—

—

—

—

—

46

25,785

$

3

$

362,340

$

(66)

674

(20,601)

(20,601)

—
$

(353,660)

46
$

8,617

4,600

—

53,847

—

—

53,847

—

—

843

—

—

843

Common stock issued for stock options and restricted stock
units

163

—

1,733

—

—

1,733

Common stock issued for employee stock purchase plan

121

—

684

—

—

684

Exercise of common stock warrants, net

100

—

—

—

—

—

Stock-based compensation

—

—

2,835

—

—

2,835

Net loss

—

—

—

—

Other comprehensive income

—

—

—

12

Balance at September 30, 2018

30,769

$

3

$

422,282

$

(54)

(16,486)

(16,486)

—
$

(370,146)

12
$

52,085

Effective January 1, 2018, we adopted Accounting Standard Update No. 2014-09, Revenue from Contracts with Customers. See Note 2. Significant Accounting Policies
and Note 3. Revenue from Contracts with Customers for more information.
(1)
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NanoString Technologies, Inc.
Condensed Consolidated Statements of Changes in Stockholders’ Equity (continued)
(in thousands)
(Unaudited)
Additional
Paid-in
Capital

Common Stock
Shares

Balance at January 1, 2019

30,913

Common stock issued in public offering, net of $4.7 million
of issuance costs

Amount

$

3

$

428,162

Other
Comprehensive Income
(Loss)

$

(40)

Total
Stockholders’
Equity

Accumulated
Deficit

$

(391,256)

$

36,869

3,175

—

68,273

—

—

68,273

—

—

698

—

—

698

Common stock issued for stock options and restricted stock
units

805

—

8,075

—

—

8,075

Common stock issued for employee stock purchase plan

151

—

939

—

—

Tax payments from shares withheld for equity awards

—

—

(1,299)

—

—

Stock-based compensation

—

—

2,882

—

Net loss

—

—

—

—

Warrants issued for common stock

Other comprehensive income

—

Balance at March 31, 2019

35,044

Warrants issued for common stock

—
$

—

Common stock issued for stock options and restricted stock
units
Stock-based compensation
Net loss
Other comprehensive income

Common stock issued for stock options and restricted stock
units

507,730

61
$

21

2,882
(21,898)

—
$

(413,154)

61
$

94,600

1,575

—

—

1,575

323

1

4,590

—

—

4,591

—

—

5,076

—

—

—

—

—

—

35,367

Warrants issued for common stock

—
$

—
(21,898)

—

—

Balance at June 30, 2019

3

939
(1,299)

—
$

4

—
$

518,971

183
$

204

5,076

(20,037)

(20,037)

—
$

(433,191)

183
$

85,988

—

—

516

—

—

516

317

—

3,234

—

—

3,234

Common stock issued for employee stock purchase plan

52

—

1,013

—

—

1,013

Tax payments from shares withheld for equity awards

—

—

—

—

Stock-based compensation

—

—

4,748

—

—

Net loss

—

—

—

—

Other comprehensive income

—

—

—

13

Balance at September 30, 2019

35,736

$

4

(175)

$

528,307

$

217

(22,748)

(22,748)

—
$

The accompanying notes are an integral part of these condensed consolidated financial statements.
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(175)
4,748

(455,939)

13
$

72,589
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NanoString Technologies, Inc.
Condensed Consolidated Statements of Cash Flows
(in thousands)
(Unaudited)
Nine Months Ended September 30,
2019

2018

Operating activities
Net loss
Adjustments to reconcile net loss to net cash used in operating activities:
Stock-based compensation expense
Depreciation and amortization
Non-cash operating lease cost
Amortization of premium on short-term investments
Amortization of deferred financing costs
Conversion of accrued interest to long-term debt
Provision for bad debts
Provision for inventory obsolescence
Changes in operating assets and liabilities:
Accounts receivable
Inventory
Prepaid expenses and other assets
Accounts payable
Accrued liabilities
Accrued compensation and other employee benefits
Customer deposits
Deferred revenue
Operating lease liabilities
Deferred rent and other liabilities
Net cash used in operating activities

$

(64,683)

$

(56,290)

12,706
3,625
2,069
(11)
575
1,565
(62)
784

8,683
2,975
—
373
276
1,130
467
629

(2,224)
(7,161)
(5,292)
(2,027)
1,133
(1,232)
(1,705)
(6,244)
(1,701)
—

562
3,468
(2,418)
1,261
(1,388)
532
1,263
(789)
—
(384)

(69,885)

(39,650)

(1,832)
2,500
84,070
(122,084)

(2,855)
5,410
34,100
(62,150)

(37,346)

(25,495)

20,000
(100)
68,273
1,821
(1,474)
1,952
15,899

—
—
53,847
2,266
(197)
1,451
2,727

Investing activities
Purchases of property and equipment
Proceeds from sale of short-term investments
Proceeds from maturity of short-term investments
Purchases of short-term investments
Net cash used in investing activities
Financing activities
Borrowings under long-term debt agreement
Deferred costs related to long-term debt
Proceeds from sale of common stock, net
Proceeds from issuance of common stock warrants
Tax withholdings related to net share settlements of restricted stock units
Proceeds from issuance of common stock for employee stock purchase plan
Proceeds from exercise of stock options
Net cash provided by financing activities

106,371

Net decrease in cash and cash equivalents

60,094

(860)
(54)

Effect of exchange rate changes on cash and cash equivalents
Cash and cash equivalents
Beginning of period

(5,051)
(29)

24,356

26,279

End of period

$

23,442

$

21,199

Supplemental disclosures
Operating lease right-of-use assets obtained in exchange for lease obligations

$

27,364

$

—

The accompanying notes are an integral part of these condensed consolidated financial statements.
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NanoString Technologies, Inc.
Notes to Condensed Consolidated Financial Statements
(Unaudited)
1. Description of the Business
NanoString Technologies, Inc. (the “Company”) was incorporated in the state of Delaware on June 20, 2003. The Company’s headquarters is located in
Seattle, Washington. The Company’s proprietary optical barcoding chemistry enables direct detection, identification and quantification of individual target
molecules in a biological sample by attaching a unique color coded fluorescent reporter to each target molecule of interest. The Company currently markets and
sells two platforms based on its proprietary technology, its nCounter Analysis System and its GeoMx Digital Spatial Profiler, or GeoMx DSP system, both
consisting of instruments and consumables, to academic, government, biopharmaceutical and clinical laboratory customers.
The Company has incurred losses to date and expects to incur additional losses for the foreseeable future. The Company continues to invest the majority
of its resources in the development and growth of its business, including significant investments in new product development and sales and marketing efforts. The
Company’s activities have been financed to date primarily through the sale of equity securities and incurrence of indebtedness and cash received by the Company
pursuant to certain product development collaborations.
In March 2019, the Company completed an underwritten public offering of3,175,000 shares of its common stock, including the exercise in full by the
underwriters of their option to purchase 675,000 additional shares of common stock. An additional 2,000,000 shares were sold by a related party stockholder. The
Company’s total gross proceeds were $73.0 million. The Company did not receive any proceeds from the sale of shares of common stock by the related party
stockholder. After underwriter’s commissions and other expenses of the offering, the Company’s aggregate net proceeds were approximately $68.3 million.
In July 2018, the Company completed an underwritten public offering of 4,600,000 shares of common stock, including the exercise in full by the
underwriters of their option to purchase 600,000 additional shares of common stock in August 2018, for total gross proceeds of$57.5 million. After underwriter’s
commissions and other expenses of the offering, the Company’s aggregate net proceeds were approximately $53.8 million.
In January 2018, the Company entered into a Sales Agreement with a sales agent to sell shares of the Company’s common stock through an “at the
market” equity offering program for up to $40.0 million in gross cash proceeds. In March 2019, the Company terminated this agreement and there wereno shares
of common stock sold under this agreement.
2. Summary of Significant Accounting Policies
Basis of Presentation
The accompanying unaudited condensed consolidated financial statements reflect the accounts of the Company and its wholly-owned subsidiaries. The
unaudited condensed consolidated balance sheet at December 31, 2018 has been derived from the audited consolidated financial statements at that date but does
not include all information and disclosures required by generally accepted accounting principles in the United States of America (“U.S. GAAP”) for annual
financial statements. These unaudited condensed consolidated financial statements and notes should be read in conjunction with the Company’s audited
consolidated financial statements and accompanying notes included in the Company’s Annual Report on Form 10-K for the year ended December 31, 2018. The
accompanying unaudited condensed consolidated financial statements have been prepared in accordance with the rules and regulations of the Securities and
Exchange Commission (“SEC”) and U.S. GAAP for unaudited condensed consolidated financial information. Accordingly, they do not include all information and
footnotes required by U.S. GAAP for complete financial statements. The accompanying unaudited condensed consolidated financial statements reflect all
adjustments consisting of normal recurring adjustments which, in the opinion of management, are necessary for a fair statement of the Company’s financial
position and results of its operations as of and for the periods presented.
Unless indicated otherwise, all amounts presented in financial tables are presented in thousands, except for per share and par value amounts.
The preparation of financial statements in conformity with U.S. GAAP requires management to make estimates and assumptions that affect the amounts
reported in the condensed consolidated financial statements and accompanying notes. Actual results could differ from those estimates. The results of the
Company’s operations for the three and nine month periods ended September 30, 2019 are not necessarily indicative of the results to be expected for the full year or
for any other period.
-8-
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Revenue Recognition
The Company recognizes revenue when control of the promised goods or services is transferred to its customers, in an amount that reflects the
consideration expected to be received in exchange for those products and services. This process involves identifying the contract with a customer, determining the
performance obligations in the contract, determining the contract price, allocating the contract price to the distinct performance obligations in the contract, and
recognizing revenue when the performance obligations have been satisfied. A performance obligation is considered distinct from other obligations in a contract
when it provides a benefit to the customer either on its own or together with other resources that are readily available to the customer and is separately identified in
the contract. Performance obligations are considered satisfied once the Company has transferred control of a product or service to the customer, meaning the
customer has the ability to use and obtain the benefit of the product or service. The Company recognizes revenue for satisfied performance obligations only when
there are no uncertainties regarding payment terms or transfer of control.
The Company generates the majority of its revenue from the sale of products and services. The Company’s commercial products consist of its proprietary
nCounter Analysis System and GeoMx DSP System, and related consumables. Services consist of instrument service contracts and service fees for assay
processing.
Revenue from instruments and consumables, including in vitro diagnostic kits, is recognized generally upon shipment to the end customer, which is when
title of the product has been transferred to the customer. Performance obligations related to instrument sales are reviewed on a contract-by-contract basis, as
individual contract terms may vary, and may include installation and calibration services. Performance obligations for consumable products are generally
completed upon shipment to the customer. Instrument revenue related to installation and calibration services is recognized when the customer has possession of the
instrument and the services have been performed. Such services can also be provided by the Company’s distribution partners and other third parties. For
instruments sold solely to run in vitro diagnostic assays, such as our Prosigna assay, training the customer is a required performance obligation that must be
provided by the Company prior to any revenue recognition related to the instrument sale.
Instrument service contracts are sold with contract terms ranging from 12–36 months and cover periods after the end of the initial 12-month warranty.
These contracts include services to maintain performance within the Company’s designed specifications and a minimum of one preventative maintenance service
procedure during the contract term. Revenue from services to maintain designed specifications is considered a stand-ready obligation and recognized evenly over
the contract term and service revenue related to preventative maintenance of instruments is recognized when the procedure is completed. Revenue from service
fees for assay processing is recognized upon the rendering of the related performance obligation.
For arrangements with multiple performance obligations, the Company allocates the contract price in proportion to its stand-alone selling price. The
Company uses its best estimate of stand-alone selling price for its products and services based on average selling prices over a 12-month period and reviews its
stand-alone prices annually.
Product and service revenues from sales to customers through distributors are recognized consistent with the policies and practices for direct sales to
customers, as described above.
The Company at times may enter into collaboration agreements that may generate upfront fees, and in some cases subsequent milestone payments that
may be earned upon completion of certain product development milestones or other designated activities. The Company estimates the expected total cost of
product development and other services under these arrangements and recognizes collaboration revenue using a contingency-adjusted proportional performance
model. Costs incurred to date compared to total expected costs are used to determine proportional performance, as this is considered to be representative of the
delivery of outputs under the arrangements. Revenue recognized at any point in time is limited to cash received, amounts contractually due, or the amounts of any
product development or other contractual milestone payments when achievement of a milestone is deemed to be probable. Changes in estimates of total expected
collaboration product development or other costs are accounted for prospectively as a change in estimate. From period to period, collaboration revenue can
fluctuate substantially based on the achievement or probable achievement of product development or other milestones, or as estimates of total expected
collaboration product development or other costs are changed or updated. The Company may recognize revenue from collaboration agreements that do not include
upfront or milestone-based payments. Amounts due to collaboration partners are recognized when the related activities have occurred and are classified in the
statement of operations, generally as research and development expense, based on the nature of the related activities.
-9-
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Reclassifications
Certain reclassifications have been made to prior year financial statements to conform to current year presentation.
Recently Adopted Accounting Pronouncements
In February 2018, FASB issued “ASU 2018-02, Income Statement — Reporting Comprehensive Income (Topic 220): Reclassification of Certain Tax
Effects from Accumulated Other Comprehensive Income.” The new guidance permits companies to reclassify the stranded tax effects of the Tax Cuts and Jobs Act
(the “Act”) on items within accumulated other comprehensive income to retained earnings. The standard became effective for the Company beginning January 1,
2019, and did not have a material impact on its results of operations, financial condition, cash flows or financial statement disclosures, as the Company has not
historically recorded the tax effects within accumulated other comprehensive income. The Company maintains a full valuation allowance for its net deferred tax
assets.
Leases
In February 2016, FASB issued “ASU 2016-02, Leases – Recognition and Measurement of Financial Assets and Financial Liabilities.” The standard
requires the recognition of lease assets and lease liabilities by lessees for those leases classified as operating leases. Leases will be classified as either finance or
operating, with classification affecting the pattern of expense recognition. In August 2018, FASB issued “ASU 2018-11, Leases (Topic 842): Targeted
Improvements,” which allows the cumulative-effect adjustment to the opening balance of retained earnings in the period of adoption.
On January 1, 2019, the Company adopted ASU 2016-02 and has elected the optional modified transition method. Accordingly, all periods prior to
January 1, 2019 were presented in accordance with the previous ASC Topic 840, Leases, and no retrospective adjustments were made to the comparative periods
presented. The adoption of the standard had a material impact on the Company’s condensed consolidated balance sheet as of March 31, 2019, but did not have a
material impact on the Company’s condensed consolidated statements of operations or condensed consolidated statements of cash flows. Upon adoption, the
Company recognized operating lease right-of-use assets, current and non-current operating lease liabilities, and derecognized current and non-current deferred rent
liabilities, with no cumulative-effect adjustment to the opening balance of retained earnings.
The Company elected the package of practical expedients permitted under the transition guidance within the new standard which, among other things,
allowed the carry forward of the historical lease classification and assessment of prior conclusions about lease identification. In addition, the Company elected, as
an accounting policy election, to use the short-term lease recognition exemption on all classes of assets. Leases with an initial term of 12 months or less are not
recorded on the balance sheet and the Company recognizes lease expense for these leases on a straight-line basis over the lease term.
The Company determines if an arrangement is a lease at inception of a contract. The Company’s leasing portfolio is comprised of operating leases
primarily for general office, manufacturing, and research and development purposes. Operating lease liabilities and the corresponding right-of-use assets are
recognized based on the present value of the future minimum lease payments over the lease term at commencement date. The operating lease right-of-use asset is
reduced by lease incentives included in the agreement. As the existing leases do not contain an implicit interest rate, the Company estimates its incremental
borrowing rate based on information available at commencement date in determining the present value of future payments. The Company includes options to
extend the lease in the lease liability and right-of-use asset when it is reasonably certain that the option will be exercised. Lease expense for minimum lease
payments is recognized on a straight-line basis over the lease term. For our short-term leases, we recognize lease payments as an expense on a straight-line basis
over the lease term. See Note 4. Operating Leases for additional information regarding lease agreements.
Recent Accounting Pronouncements
In June 2016, FASB issued “ASU 2016-13, Financial Instruments: Credit Losses.” The standard requires disclosure regarding expected credit losses on
financial instruments at each reporting date, and changes how other than temporary impairments on investment securities are recorded. The standard will become
effective for the Company beginning January 1, 2020 with early adoption permitted. The Company is currently assessing the impact adoption of this standard will
have on its consolidated results of operations, financial condition, cash flows, and financial statement disclosures.
In August 2018, FASB issued “ASU 2018-15, Intangibles — Goodwill and other — Internal-use software (Subtopic 350-40): Customer’s Accounting for
Implementation Costs Incurred in a Cloud Computing Arrangement That Is a Service Contract.” The standard aligns the requirements for capitalizing
implementation costs incurred in a hosting arrangement that is a service contract with the requirements for capitalizing implementation costs incurred to develop or
obtain internal-use software. The Company has had a practice of expensing the implementation costs related to cloud computing arrangements. Upon adoption of
the standard, the Company may capitalize certain implementation costs for new cloud computing arrangements in other assets, and amortize the costs over the
related service contract period for the hosted arrangement. The
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amortization of the implementation costs and the related service contract costs will be presented in its results of operations. The impact to the Company’s
consolidated financial statements will depend on multiple factors, including the timing, scope and cost of future cloud-based implementation projects. The
Company will adopt the standard, on a prospective basis, on January 1, 2020, the effective date of the standard.
In November 2018, the FASB issued “ASU 2018-18, Collaborative Arrangements (Topic 808): Clarifying the Interaction between Topic 808 and Topic
606.” The new guidance clarifies when certain transactions between collaborative arrangement participants which should be accounted for as revenue under Topic
606. The Company will adopt the standard on January 1, 2020, the effective date of the standard. The Company has assessed its collaborative arrangements and
had concluded no adjustment is necessary, based on guidance in the standard.
3. Revenue from Contracts with Customers
Disaggregated Revenues
The following table provides information about disaggregated revenue by major product line and primary geographic market (in thousands):
Three Months Ended September 30, 2019
Americas

Product revenue:
Instruments
Consumables
In vitro diagnostic kits

$

5,823
8,872
776

Europe and
Middle East

Asia Pacific

$

$

1,577
3,040
1,670

637
824
71

Nine Months Ended September 30, 2019

Total

$

8,037
12,736
2,517

Americas

$

11,609
25,241
1,852

Europe and
Middle East

Asia Pacific

$

$

4,066
9,084
5,350

1,620
2,331
243

Total

$

17,295
36,656
7,445

Total product revenue
Service revenue

15,471
2,004

6,287
841

1,532
214

23,290
3,059

38,702
5,965

18,500
2,136

4,194
572

61,396
8,673

Total product and service revenue
Collaboration revenue

17,475
4,255

7,128
—

1,746
—

26,349
4,255

44,667
18,568

20,636
—

4,766
—

70,069
18,568

Total revenues

$

21,730

$

7,128

$

1,746

$

30,604

$

Three Months Ended September 30, 2018
Americas

Product revenue:
Instruments
Consumables
In vitro diagnostic kits

$

3,696
7,808
783

Europe and
Middle East

Asia Pacific

$

$

1,149
2,633
1,687

584
699
77

5,429
11,140
2,547

$

20,636

$

4,766

$

88,637

Nine Months Ended September 30, 2018

Total

$

63,235

Americas

$

9,512
20,770
2,382

Europe and
Middle East

Asia Pacific

$

$

4,189
7,882
4,600

1,890
2,126
252

Total

$

15,591
30,778
7,234

Total product revenue
Service revenue

12,287
1,582

5,469
641

1,360
114

19,116
2,337

32,664
4,383

16,671
1,589

4,268
307

53,603
6,279

Total product and service revenue
Collaboration revenue

13,869
7,163

6,110
—

1,474
—

21,453
7,163

37,047
16,818

18,260
—

4,575
—

59,882
16,818

Total revenues

$

21,032

$

6,110

$

1,474

$

28,616

$

53,865

$

18,260

$

4,575

$

76,700

Contract balances and remaining performance obligations
Contract liabilities are comprised of the current and long-term portions of deferred revenue of $5.3 million and $11.5 million as of September 30, 2019
and December 31, 2018, respectively, and customer deposits of $6.5 million and $8.2 million as of September 30, 2019 and December 31, 2018, respectively,
included within the condensed consolidated balance sheets. Total contract liabilities decreased by $8.0 million for the nine months ended September 30, 2019 as a
result of the recognition of previously deferred revenue and customer deposits of $23.9 million for the completion of certain performance obligations
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during the period, partially offset by cash payments received of $16.0 million related to our collaborations and service contracts. The Company did not record any
contract assets as of September 30, 2019.
As of September 30, 2019, unsatisfied or partially unsatisfied performance obligations related to the collaboration agreement with Lam Research
Corporation (“Lam”) were $6.0 million and are expected to be completed by the first half of 2020. Performance obligations related to undelivered products and
service contracts as of September 30, 2019 were $5.7 million and are expected to be completed over the term of the related contract or as products are delivered.
4. Operating Leases
The Company maintains operating leases for its manufacturing, research and development and general operations with terms that expire
from 2020 to 2030 and include renewal options to extend the lease term at the then current fair market rental for each of the lease agreements. None of the options
to extend the rental term of existing leases were considered reasonably certain as of September 30, 2019. The Company’s lease agreements do not contain any
material variable lease payments, material residual value guarantees or any material restrictive covenants.
The components of lease expense were as follows (in thousands):
Three Months Ended
September 30, 2019

Operating lease cost

$

Nine Months Ended
September 30, 2019

1,540 $

4,404

Other information related to leases were as follows (in thousands):
Nine Months Ended
September 30, 2019

Cash paid for amounts included in the measurement of lease liabilities:
Operating cash flows from operating leases

$

4,134

The lease term and discount rate was as follows:
September 30, 2019

Weighted Average Remaining Lease Term (years)

6.9

Weighted Average Discount Rate

7.1%

Future minimum lease payments under the lease agreements as of September 30, 2019 were as follows (in thousands):
Remainder of 2019
2020
2021
2022
2023
Thereafter

$

1,398
6,159
6,266
6,327
6,506
17,676

Total future minimum lease payments
Less: imputed interest

$

44,332
(10,459)

$

33,873

Total
-12-

Table of Contents

Disclosures related to periods prior to adoption
Future minimum lease payments under non-cancellable leases as of December 31, 2018 were as follows (in thousands):
2019
2020
2021
2022
2023
Thereafter
Total future minimum lease payments

$

5,526
5,560
5,593
5,708
5,869
13,458

$

41,714

5. Net Loss Per Share
Net loss per share is computed by dividing the net loss by the weighted average number of shares of common stock outstanding. Outstanding stock
options, restricted stock units and warrants have not been included in the calculation of diluted net loss per share because to do so would be anti-dilutive.
Accordingly, the numerator and the denominator used in computing both basic and diluted net loss per share for each period are the same.
The following shares underlying outstanding options, restricted stock units and warrants were excluded from the computation of basic and diluted net loss
per share for the periods presented (in thousands):
Three Months Ended
September 30,
2019

Options to purchase common stock

2018

4,448
1,864
1,231

Restricted stock units
Common stock warrants

Nine Months Ended
September 30,
2019

5,302
1,194
551

2018

4,682
1,675
1,052

5,496
1,135
460

6. Concentration of Risks
Financial instruments that potentially expose the Company to concentrations of credit risk consist principally of cash and cash equivalents, short-term
investments and accounts receivable. Cash is invested in accordance with the Company’s investment policy, which includes guidelines intended to minimize and
diversify credit risk. Most of the Company’s investments are not federally insured. The Company has credit risk related to the collectability of its accounts
receivable. The Company performs initial and ongoing evaluations of its customers’ credit history or financial position and generally extends credit on account
without collateral. The Company has not experienced significant credit losses to date.
During the three and nine months ended September 30, 2019, the Company had one collaborator, Lam, that individually represented 13% and 15% of total
revenue, respectively. The Company had one collaborator, Lam, that individually represented 18% of total revenue during the three and nine months
ended September 30, 2018, respectively. The Company had no customers or collaborators that represented more than 10% of total product and service revenue for
the three and nine months ended September 30, 2019 and 2018, respectively. The Company had no customers or collaborators that represented more than 10% of
total accounts receivable as of September 30, 2019 or December 31, 2018.
The Company is also subject to supply chain risks related to the outsourcing of the manufacturing and production of its instruments to sole suppliers.
Although there are a limited number of manufacturers for instruments of this type, the Company believes that other suppliers could provide similar products on
comparable terms. Similarly, the Company sources certain raw materials used in the manufacture of consumables from certain sole suppliers. A change in
suppliers could cause a delay in manufacturing and a possible loss of sales, which would adversely affect operating results.
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7. Short-term Investments
Short-term investments consisted of available-for-sale securities as follows (in thousands):
Gross
unrealized
gains

Amortized
cost

Type of securities as of September 30, 2019

Gross
unrealized
losses

Fair value

Corporate debt securities

$

$

148
48
21

$

—
—
—

$

U.S. government-related debt securities
Asset-backed securities
Total available-for-sale securities

66,299
28,431
10,476

66,447
28,479
10,497

$

105,206

$

217

$

—

$

105,423

Gross
unrealized
gains

Amortized
cost

Type of securities as of December 31, 2018

Gross
unrealized
losses

Fair value

Corporate debt securities

$

47,299
14,972
7,410

$

1
—
—

$

(21)
(11)
(9)

$

U.S. government-related debt securities
Asset-backed securities
Total available-for-sale securities

47,279
14,961
7,401

$

69,681

$

1

$

(41)

$

69,641

The fair values of available-for-sale securities by contractual maturity were as follows (in thousands):
September 30,
2019

December 31, 2018

Maturing in one year or less

$

$

Maturing in one to three years
Total available-for-sale securities

97,894
7,529

69,641
—

$

105,423

$

69,641

The Company has both the intent and ability to sell its available-for-sale investments maturing greater than one year within 12 months from the balance
sheet date and, accordingly, has classified these securities as current in the condensed consolidated balance sheets.
8. Fair Value Measurements
The Company establishes the fair value of its assets and liabilities using the price that would be received to sell an asset or paid to transfer a financial
liability in an orderly transaction between market participants at the measurement date. A fair value hierarchy is used to measure fair value. The three levels of the
fair value hierarchy are as follows:
• Level 1 — Quoted prices in active markets for identical assets and
liabilities.
• Level 2 — Quoted prices for similar instruments in active markets; quoted prices for identical or similar instruments in markets that are not
active; and model-derived valuations in which all significant inputs and significant value drivers are observable in active markets.
• Level 3 — Valuations derived from valuation techniques in which one or more significant inputs or significant value drivers are
unobservable.
The recorded amounts of certain financial instruments, including cash, accounts receivable, prepaid expenses and other, accounts payable and accrued
liabilities, approximate fair value due to their relatively short-term maturities. The recorded amount of the Company’s long-term debt approximates fair value
because the related interest rates approximate rates currently available to the Company.
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The Company’s available-for-sale securities by level within the fair value hierarchy were as follows (in thousands):
As of September 30, 2019

Level 1

Level 2

Level 3

Total

Cash equivalents:
Money market fund
Short-term investments:
Corporate debt securities
U.S. government-related debt securities
Asset-backed securities
Total

$

15,687

$

—
—
—
$

As of December 31, 2018

15,687

—

$

—

66,447
28,479
10,497
$

Level 1

105,423

$

—
—
—
$

—

Level 2

15,687
66,447
28,479
10,497

$

Level 3

121,110
Total

Cash equivalents:
Money market fund
Short-term investments:
Corporate debt securities
U.S. government-related debt securities
Asset-backed securities
Total

$

16,293

$

—
—
—
$

16,293

—

$

—

47,279
14,961
7,401
$

69,641

$

—
—
—
$

—

16,293
47,279
14,961
7,401

$

85,934

9. Inventory
Inventory consisted of the following as of the date indicated (in thousands):
September 30, 2019

December 31, 2018

Raw materials

$

$

Work in process
Finished goods
Total inventory

4,610
4,800
9,630

3,408
4,054
5,711

$

19,040

$

13,173

10. Long-term Debt
Term Loan Agreements
In April 2014, the Company entered into a term loan agreement (“2014 Term Loan”), under which it borrowed$45.0 million. Interest on the 2014 Term
Loan accrued at an annual rate of 12.0%, payable quarterly, of which 3.0% can be deferred during the first six years of the term at the Company’s option and paid
together with the principal at maturity. The 2014 Term Loan had an interest-only period through March 2021 and a final maturity date of March 2022.
In October 2018, the Company entered into an amended and restated term loan agreement (“2018 Term Loan”), under which it may borrow up to$100.0
million, which is due and payable in September 2024. At closing, the Company received net proceeds of approximately$7.8 million, pursuant to borrowings of
$60.0 million under the new facility, net of repayment of the Company’s 2014 Term Loan of $50.4 million, including deferred interest and transaction-related fees
and expenses. In June 2019, the Company borrowed an additional $20.0 million under the 2018 Term Loan and has the option to borrow the remaining $20.0
million until March 2020, which is subject to the achievement of annual revenue thresholds on or prior to December 31, 2019.
The term loan agreements involved multiple lenders who were considered members of a loan syndicate. In determining whether the most recent
amendment was to be accounted for as a debt extinguishment or a debt modification, the Company considered whether lenders remained the same or changed. As
all the lenders who were members of the loan syndicate changed as part of the amended and restated loan agreement, the 2014 Term Loan was extinguished, and
the 2018 Term Loan was treated as a new borrowing. The extinguishment resulted in a loss of approximately $0.8 million for the year ended December 31, 2018,
which was included in interest expense during the fourth quarter of 2018.
The 2018 Term Loan accrues interest at a rate of10.5%, payable quarterly, of which 3.0% may be deferred during the six-year term at the Company’s
option and repaid at maturity together with the principal. The Company paid an upfront fee of 0.5% of the aggregate principal amount of the initial borrowing
under the 2018 Term Loan, and will pay a facility fee equal to
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2.0% of the total amount borrowed including any deferred interest at the time the principal is repaid. A long-term liability of$1.9 million is being accreted using
the effective interest method for the facility fee over the term of the 2018 Term Loan. Additional borrowings under the 2018 Term Loan will bear the same upfront
and facility fees as the initial borrowing.
In connection with entry into the 2018 Term Loan, warrants to purchase an aggregate of341,578 shares of common stock with an exercise price per share
of $21.12 were issued to the lenders. In June 2019, in connection with the borrowing of an additional$20.0 million principal amount, warrants to purchase an
aggregate of 128,932 shares of common stock with an exercise price per share of$34.20 were issued to the lenders. If additional amounts are borrowed under the
2018 Term Loan, additional warrants will be issued on each subsequent draw date for 0.3% of the fully-diluted shares then outstanding. The exercise price for
additional warrants will be set at a 25.0% premium to the average closing trading price for the 30-day trading period as of the date immediately before the
applicable draw date. The warrants issued in conjunction under the 2018 Term Loan were determined to be closely linked to the Company’s stock, and as such,
were recorded as an equity security in additional paid-in capital at their relative fair value of $1.6 million and $1.0 million, in October 2018 and June 2019,
respectively, with a corresponding debt discount recorded against the 2018 Term Loan balance outstanding.
Total borrowings and deferred interest under the 2018 Term Loan were$82.0 million and $60.4 million as of September 30, 2019 and December 31, 2018,
respectively. The balance of the 2018 Term Loan as of September 30, 2019 and December 31, 2018 is net of discounts related to the warrants, debt issuance costs
and other upfront fees of $2.8 million and $2.0 million, respectively.
The Company has the option to prepay the 2018 Term Loan, in whole or part, at any time subject to payment of a redemption fee of up to4.0% during the
first year of the term, 3.0% during the second year of the term and with no redemption fee payable if prepayment occurs after the second year of the loan.
Obligations under the 2018 Term Loan are collateralized by substantially all of the Company’s assets. The 2018 Term Loan contains customary
conditions to borrowings, events of default and covenants, including negative covenants that could limit the Company’s ability to, among other things, incur
additional indebtedness, liens or other encumbrances; make dividends or other distributions; buy, sell or transfer assets; engage in any new line of business; and
enter into certain transactions with affiliates. The 2018 Term Loan also includes a $2.0 million minimum liquidity covenant and minimum annual revenue-based
financial covenants. If the Company’s actual revenue is below the minimum annual revenue requirement for any given year, it may avoid a related default by
generating proceeds from an equity or subordinated debt issuance equal to the shortfall between its actual revenues and the minimum revenue requirement.
The Company incurred $2.4 million and $1.6 million of interest expense under the term loan agreements for the three months ended September 30, 2019
and 2018, respectively, and $6.1 million and $4.8 million for the nine months ended September 30, 2019 and 2018, respectively. The Company was in compliance
with its financial covenants under the term loan agreement as of September 30, 2019.
2018 Revolving Loan Facility
In January 2018, the Company entered into a $15.0 million secured revolving loan facility, with availability subject to a borrowing base consisting of
eligible accounts receivable. In November 2018, the Company entered into an amended and restated loan and security agreement to increase the borrowing
capacity under the facility to $20.0 million, amend the borrowing base to include finished goods inventory, and extend the final maturity under the facility to
November 2021. As of September 30, 2019 and December 31, 2018, no amounts had been drawn on the facility.
Interest on borrowings is payable monthly and accrues at a yearly rate equal to the greater of (i) the prime rate as reported in the Wall Street Journal
plus 0.50% and (ii) 4.75%. During an event of default, amounts drawn accrue interest at a yearly rate equal to8.75%. Obligations under the agreement are secured
by the Company’s cash and cash equivalents, accounts receivable and proceeds thereof, and inventory and proceeds from the sale thereof. The lender’s interest in
the collateral under the loan facility is senior to the lender’s interest in such collateral under the term loan agreement. The loan facility contains various customary
representations and warranties, conditions to borrowing, events of default, including cross default provisions with respect to the loan facility, and covenants,
including financial covenants requiring the maintenance of minimum annual revenue and liquidity. The Company was in compliance with its financial covenants
under the secured revolving loan facility as of September 30, 2019.
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Long-term debt consisted of the following (in thousands):
September 30, 2019

December 31, 2018

Borrowings under term loan agreements

$

$

Paid-in-kind interest on term loan agreements
Unamortized debt discounts
Long-term debt, net of discounts

80,000
1,965
(2,771)

60,000
400
(2,004)

$

79,194

$

58,396

$

—
—
—
—
—
81,965

$

81,965

Scheduled future principal payments for outstanding debt were as follows atSeptember 30, 2019 (in thousands):
Years Ending December 31,

Remainder of 2019
2020
2021
2022
2023
Thereafter

11. Collaboration Agreements
At the time of entering into collaboration agreements, the Company evaluates the appropriate presentation and classification of payments within its
consolidated financial statements based on the nature of the arrangement, the nature of its business operations and the contractual terms of the arrangement. The
Company has determined that amounts to be received from collaborators in connection with its collaboration agreements entered into through September 30, 2019
are related to revenue generating activities.
The Company uses a contingency-adjusted proportional performance model to recognize revenue over the Company’s performance period for each
collaboration agreement that includes up front, or milestone-based or other contractual payments. Costs incurred to date compared to total expected costs are used
to determine proportional performance, as this is considered to be representative of the delivery of outputs under the arrangement. Revenue recognized at any point
in time is a factor of and limited to cash received and amounts contractually due. Changes in estimates of total expected costs are accounted for prospectively in the
period of change.
The Company recognizes revenue from collaboration agreements that do not include up front, milestone-based or other contractual payments when
earned, which is generally in the same period that related costs are incurred. Amounts due to collaboration partners are recognized when the related activities have
occurred and are classified in the statement of operations, generally as research and development expense, based on the nature of the related activities.
Lam Research Corporation
In August 2017, the Company entered into a collaboration agreement with Lam with respect to the development of the Company’s Hyb & Seq platform
product candidate. Pursuant to the terms of the collaboration agreement, Lam will contribute up to an aggregate of $50.0 million, with amounts thereunder payable
quarterly, to be applied to the research and development of the Company’s Hyb & Seq platform, based on allowable development costs. Lam is eligible to receive
certain single-digit percentage royalty payments from the Company on net sales of certain products and technologies developed under the collaboration agreement,
if any such net sales are ever achieved. The maximum amount of royalties payable to Lam will be capped at an amount up to three times the amount of
development funding actually provided by Lam. The Company retains exclusive rights to obtain regulatory approval, manufacture and commercialize the Hyb &
Seq products. Lam participates in research and product development through a joint steering committee. The Company will reimburse Lam for the cost of up to 10
full-time Lam employees each year in accordance with the product development plan.
In connection with the execution of the collaboration agreement, the Company issued Lam a warrant to purchase up to1.0 million shares of the
Company’s common stock with the number of underlying shares exercisable at any time proportionate to the amount of the $50.0 million commitment that has
been provided by Lam. The exercise price of the warrant is $16.75 per share, and the warrant will expire on the seventh anniversary of the issuance date. The
warrant was determined to have a fair value of $6.7 million upon issuance, and such amount will be recorded as additional paid-in capital proportionately from the
quarterly collaboration payments made by Lam.
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During the three and nine months ended September 30, 2019, the Company recognized revenue related to the Lam agreement of $4.0 million and $13.2
million, respectively, and $5.3 million and $13.4 million for the three and nine months ended September 30, 2018, respectively. The Company received
development funding of $3.4 million and $11.7 million related to the Lam collaboration for the three and nine months ended September 30, 2019, respectively, and
$7.0 million and $18.4 million for the three and nine months ended September 30, 2018, respectively. The Company has received $46.8 million in development
funding since the inception of the agreement through September 30, 2019.
At September 30, 2019, the Company had recorded $0.5 million of deferred revenue related to the Lam collaboration, all of which is estimated to be
recognizable as revenue within one year. In addition, $5.3 million is included in customer deposits in the condensed consolidated balance sheet as of September 30,
2019, which represents amounts received in advance. The Company incurred costs related to services provided by Lam employees under the terms of the
agreement of $0.2 million and $0.6 million during the three and nine months ended September 30, 2019, respectively, and $0.1 million and $0.2 million for the
three and nine months ended September 30, 2018, respectively. As of September 30, 2019, Lam had not exercised any warrants.
Celgene Corporation
In March 2014, the Company entered into a collaboration agreement with Celgene Corporation (“Celgene”) to develop, seek regulatory approval for, and
commercialize a companion diagnostic using the nCounter Analysis System to identify a subset of patients with Diffuse Large B-Cell Lymphoma. In February
2018, the Company and Celgene entered into an amendment to their collaboration agreement in which Celgene agreed to provide the Company additional funding
for work intended to enable a subtype and prognostic indication for the test being developed under the agreement for Celgene’s drug REVLIMID. In connection
with this amendment, the Company agreed to remove the right to receive payments from Celgene in the event commercial sales of the companion diagnostic test
do not exceed certain pre-specified minimum annual revenues during the first three years following regulatory approval. In addition, the amendment allows
Celgene, at its election, to use trial samples with additional technologies for companion diagnostics.
Pursuant to the Company’s agreement as amended in February 2018, the Company is eligible to receive payments from Celgene totaling up to$24.8
million, of which $5.8 million was received as an upfront payment upon delivery of certain information to Celgene and$19.0 million is for development funding
and potential success-based development and regulatory milestones. There have been several amendments to the collaboration agreement and in return the
Company has received additional payments totaling $2.1 million.
The process of successfully developing a product candidate, obtaining regulatory approval and ultimately commercializing a product candidate is highly
uncertain and the attainment of any additional milestones is therefore uncertain and difficult to predict. In addition, certain milestones are outside the Company’s
control and are dependent on the performance of Celgene and the outcome of a clinical trial and related regulatory processes. Pursuant to its collaboration with
Celgene, the Company has been developing an in vitro diagnostic test, LymphMark, as a potential companion diagnostic to aid in identifying patients with diffuse
large B-cell lymphoma (DLBCL) for treatment. In April 2019, Celgene announced that the trial evaluating REVLIMID for the treatment of DLBCL did not meet
its primary endpoint. In May 2019, the Company’s collaboration agreement with Celgene was terminated effective July 2019, with substantially all the remaining
deferred revenue from the agreement recognized in the three months ended June 30, 2019. In addition, the Company does not intend to file a pre-market approval
for LymphMark as a companion diagnostic for REVLIMID.
The Company did not recognize revenue related to the Celgene agreement during the three months ended September 30, 2019 and recognized $4.4
million during the nine months ended September 30, 2019. During the three and nine months ended September 30, 2018, the Company recognized revenue related
to the Celgene agreement of $1.6 million and $1.4 million, respectively. The Company received development funding of $0.8 million and $1.1 million related to
the Celgene collaboration for the three and nine months ended September 30, 2019.
Merck & Co., Inc.
In May 2015, the Company entered into a clinical research collaboration agreement with Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.
(“Merck”), to develop an assay intended to optimize immune-related gene expression signatures and evaluate the potential to predict benefit from Merck’s antiPD-1 therapy, KEYTRUDA. Under the terms of the collaboration agreement, the Company received $3.9 million in payments during 2015. In connection with the
execution of the development collaboration agreement, the Company and Merck terminated the May 2015 clinical research collaboration and moved all remaining
activities under the related work plan to the new development collaboration agreement. In February 2016, the Company expanded its collaboration with Merck by
entering into a new development collaboration agreement to clinically develop, seek regulatory approval for, and commercialize a companion diagnostic test to
predict response to KEYTRUDA in multiple tumor types. During 2016, the Company received $12.0 million upfront as a technology access fee and $8.5 million
of preclinical milestone payments. In October 2017, Merck notified the Company of its decision not to pursue regulatory approval
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of the companion diagnostic test for KEYTRUDA and, in August 2018, the Company and Merck agreed to mutually terminate their development collaboration
agreement, effective as of September 30, 2018, following the completion of certain close-out activities. As part of the mutual termination agreement, Merck
granted to the Company a non-exclusive license to certain intellectual property that relates to Merck’s tumor inflammation signature. The Company recognized
revenue of $0.2 million and $1.6 million during the three and nine months ended September 30, 2018, respectively.
12. Commitments and Contingencies
From time to time, the Company may become involved in litigation relating to claims arising from the ordinary course of business. Additionally, the
Company operates in various states and local jurisdictions for which sales, occupation, or franchise taxes may be payable to certain taxing authorities.
Management believes that there are no claims or actions pending against the Company currently, the ultimate disposition of which would have a material adverse
effect on the Company’s consolidated results of operations, financial condition or cash flows.
13. Information about Geographic Areas
The Company operates as a single reportable segment and enables customers to perform both research and clinical testing on its nCounter Analysis and
GeoMx DSP Systems. The Company has one sales force that sells these systems to both research and clinical testing labs, and certain of its nCounter reagents can
be used for both research and diagnostic testing. GeoMx DSP reagents are sold for research use only. In addition, the Company’s Prosigna Breast Cancer Assay is
marketed to clinical laboratories.
The following table of total revenue is based on the geographic location of distributors or end users who purchase products and services and collaborators.
For sales to distributors, their geographic location may be different from the geographic locations of the ultimate end user. For collaboration agreements, revenues
are derived from partners located primarily in the United States. Americas consists of the United States, Canada, Mexico and South America; and Asia Pacific
includes Japan, China, South Korea, Singapore, Malaysia, India and Australia.
Revenue by geography was as follows (in thousands):
Three Months Ended
September 30,
2019

Nine Months Ended
September 30,

2018

2019

2018

Americas

$

$

21,032
6,110
1,474

$

63,235
20,636
4,766

$

Europe & Middle East
Asia Pacific
Total revenue

21,730
7,128
1,746

53,865
18,260
4,575

$

30,604

$

28,616

$

88,637

$

76,700

Total revenue in the United States was $21.3 million and $20.4 million for the three months ended September 30, 2019 and 2018, respectively, and $61.7
million and $51.2 million for the nine months ended September 30, 2019 and 2018, respectively. The Company’s assets are primarily located in the United States
and not allocated to any specific geographic region. Substantially all of the Company’s long-lived assets are located in the United States.
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Item 2.

Management’s Discussion and Analysis of Financial Condition and Results of
Operations.

Special Note Regarding Forward-Looking Information
This Quarterly Report on Form 10-Q contains forward-looking statements that are based on our management’s beliefs and assumptions and on
information currently available. This section should be read in conjunction with our unaudited condensed consolidated financial statements and related notes
included in Part I, Item 1 of this report. The statements contained in this Quarterly Report on Form 10-Q that are not purely historical are forward-looking
statements within the meaning of Section 27A of the Securities Act of 1933, as amended, and Section 21E of the Securities Exchange Act of 1934, as amended.
Forward-looking statements can be identified by words such as “believe,” “anticipate,” “could,” “continue,” “depends,” “expect,” “expand,” “forecast,”
“intend,” “predict,” “plan,” “rely,” “should,” “will,” “may,” “seek,” or the negative of these terms and other similar expressions, although not all forward-looking
statements contain these words. You should read these statements carefully because they discuss future expectations, contain projections of future results of
operations or financial condition, or state other “forward-looking” information. These statements relate to our future plans, objectives, expectations, intentions and
financial performance and the assumptions that underlie these statements. These forward-looking statements include, but are not limited to:
•
•
•
•
•
•
•
•
•
•
•

our expectations regarding our future operating results and capital needs, including our expectations regarding instrument, consumable and total
revenue, operating expenses, sufficiency of cash on hand and operating and net loss;
our ability to successfully commercialize our GeoMx DSP
platform;
our ability to successfully develop our Hyb & Seq
platform;
the success, costs and timing of implementation of our business model, strategic plans for our business and future product development
plans;
the regulatory regime and our ability to secure and maintain regulatory clearance or approval or reimbursement for the clinical use of our
products, domestically and internationally;
our ability to realize the potential payments set forth in our collaboration
agreements;
our strategic relationships, including with patent holders of our technologies, manufacturers and distributors of our products, collaboration
partners and third parties who conduct our clinical studies;
our intellectual property
position;
our ability to attract and retain key scientific or management
personnel;
our expectations regarding the competitive position, market size and growth potential for our business;
and
our ability to sustain and manage growth, including our ability to expand our customer base, develop new products, enter new markets and hire
and retain key personnel.

These forward-looking statements are subject to certain risks and uncertainties that could cause actual results to differ materially from those anticipated in
the forward-looking statements. Factors that might cause such a difference include, but are not limited to, those discussed in this report in Part II, Item 1A — “Risk
Factors,” and elsewhere in this report. These statements, like all statements in this report, speak only as of their date, and we undertake no obligation to update or
revise these statements in light of future developments. In this report, “we,” “our,” “us,” “NanoString,” and “the Company” refer to NanoString Technologies, Inc.
and its subsidiaries.
In addition, statements that “we believe” and similar statements reflect our beliefs and opinions on the relevant subject. These statements are based upon
information available to us as of the date of this Quarterly Report on Form 10-Q, and although we believe such information forms a reasonable basis for such
statements, such information may be limited or incomplete, and our statements should not be read to indicate that we have conducted a thorough inquiry into, or
review of, all potentially available relevant information. These statements are inherently uncertain and you are cautioned not to unduly rely upon these statements.
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Overview
We develop, manufacture and sell products that unlock scientifically valuable and clinically actionable information from minute amounts of biological
material. Our core technology is a unique, proprietary optical barcoding chemistry that enables the labeling and counting of single molecules. This proprietary
chemistry may reduce the number of steps required to conduct certain types of scientific experiments and allow for multiple experiments to be conducted at once.
As a result, we are able to develop tools that are easier for researchers to use and that may generate faster and more consistent scientific results.
We use our technology to develop tools for scientific research, primarily in the fields of genomics and proteomics, and also to develop clinical diagnostic
tests. We currently have two commercially available product platforms, our nCounter Analysis System instruments and related consumables, and our GeoMx
Digital Spatial Profiler, or GeoMx DSP, system and related consumables.
Our GeoMx DSP system, for which we recorded our first revenue during third quarter of 2019, is designed to enable the field of spatial genomics. While
nCounter and other existing technologies analyze gene activity as a whole throughout the totality of a biological sample, GeoMx DSP is used to analyze
specifically selected regions of a biological sample in order to see how gene activity or protein levels might vary across those regions or in certain cell types.
We shipped our first 10 commercial GeoMx DSP systems during the third quarter of 2019. In addition, we continue to provide access to the GeoMx
DSP’s capabilities by offering selected potential customers the opportunity to send biological samples to our Seattle facility to be tested in our lab prior to
purchasing a GeoMx DSP system. To date, we have completed approximately 170 projects for 110 customers pursuant to this Technology Access Program, or
TAP. As a result of the TAP program and other commercial sales activities conducted this year, as of September 30, 2019 we have received more than 70 orders
for GeoMx DSP systems.
We market and sell our instruments and related consumables to researchers in academic, government and biopharmaceutical laboratories for research use
and to clinical laboratories and medical centers for diagnostic use, both through our direct sales force and through selected distributors in certain markets. As of
September 30, 2019, we had an installed base of approximately 820 nCounter systems, which our customers have used to publish more than2,800 peer-reviewed
papers.
We derive a substantial majority of our revenue from the sale of our products, which consist of our nCounter and GeoMx DSP instruments and related
proprietary consumables. Our instruments are designed to work only with our consumable products. Accordingly, as the installed base of instruments grows, we
expect recurring revenue from consumable sales to become an increasingly important driver of our operating results. Our consumables include our standardized
nCounter and GeoMx DSP panel products, nCounter custom codeset products that contain a specific set of targets for scientific analysis as requested by a
customer, and our Prosigna breast cancer assay. We also derive revenue from processing fees related to proof-of-principle studies, including from our GeoMx DSP
TAP, which we conduct for potential customers. For both our nCounter and GeoMx DSP systems, we offer extended service contracts and we continue to generate
revenue through product development collaborations.
We use third-party contract manufacturers to produce the instruments comprising our nCounter and GeoMx DSP systems. We manufacture consumables
at our Seattle, Washington facility.
We focus a substantial portion of our resources on developing new technologies, products and solutions. We invested $50.1 million and $45.1 million for
the nine months ended September 30, 2019 and 2018, respectively, in research and development and intend to continue to make significant investments in research
and development to support our existing instrument platforms and related consumable offerings, as well as research and development of new technologies to
complement our growing instrument and consumable product portfolio.
We have discovered other novel applications that utilize our proprietary barcoding chemistry, and we continue to invest in the development of potential
new product platforms. For example, our Hyb & Seq molecular profiling system is currently under development, and is designed to use a modified version of our
proprietary chemistry to determine and analyze gene sequences within a biological sample, or to potentially profile the activity of an even greater number of genes
as compared to our nCounter Analysis System. Following completion of product development, the Hyb & Seq platform is expected to be commercialized as a new
instrument along with associated consumables.
Our product and service revenue increased 17.0% to $70.1 million for the nine months ended September 30, 2019, compared to $59.9 million for the first
nine months of 2018. Our total revenue was $88.6 million for the nine months ended September 30, 2019, compared to $76.7 million for the first nine months of
2018. We have never been profitable and had net losses of $64.7 million and $56.3 million for the nine months ended September 30, 2019 and 2018, respectively.
As of September 30, 2019, our accumulated deficit was $455.9 million.
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Results of Operations
Revenue
Our product revenue consists of sales of our nCounter Analysis Systems, including their related consumables and Prosignain vitro diagnostic kits, and
our GeoMx DSP systems and their related consumables. Service revenue consists of fees associated with service contracts and conducting proof-of-principle
studies, including programs in which we offer customers early access to technologies under development for which we generate data and perform analysis services
on their behalf. Our customer base is primarily comprised of academic institutions, government laboratories, biopharmaceutical companies and clinical laboratories
that perform analyses or testing using our nCounter and GeoMx DSP systems and purchase related consumables. Collaboration revenue is derived primarily from
our collaboration with Lam and, historically, our terminated collaboration with Celgene.
The following table reflects total revenue by geography based on the geographic location of our customers, distributors and collaborators. For sales to
distributors, their geographic location may be different from the geographic locations of the ultimate end customer.
Three Months Ended
September 30,
2019

2018

Nine Months Ended
September 30,
%
Change

2019

(In thousands)

Americas
Europe & Middle East
Asia Pacific
Total revenue

2018

%
Change

(In thousands)

$

21,730
7,128
1,746

$

21,032
6,110
1,474

3%
17%
18%

$

63,235
20,636
4,766

$

53,865
18,260
4,575

17%
13%
4%

$

30,604

$

28,616

7%

$

88,637

$

76,700

16%

The following table reflects the breakdown of our revenue into the primary components of our products, services, and collaborations.
Three Months Ended
September 30,
2019

2018

Nine Months Ended
September 30,
%
Change

2019

(In thousands)

Product revenue:
Instruments
Consumables
In vitro diagnostic kits
Total product revenue

$

Service revenue
Total product and service revenue
Collaboration revenue
Total revenue

$

8,037
12,736
2,517

48 %
14 %
(1)%

23,290
3,059

19,116
2,337

22 %
31 %

26,349
4,255

21,453
7,163

23 %
(41)%

28,616

7%

$

%
Change

(In thousands)

5,429
11,140
2,547

30,604

$

2018

$

$

17,295
36,656
7,445

15,591
30,778
7,234

11%
19%
3%

61,396
8,673

53,603
6,279

15%
38%

70,069
18,568

59,882
16,818

17%
10%

76,700

16%

88,637

$

$

Instrument revenue during the three months ended September 30, 2019 increased as compared to the same period in 2018, due primarily to the first
commercial shipments of our new GeoMx DSP system, which contributed $2.2 million of revenue during the period. In addition, we experienced an increase in the
number of nCounter FLEX instruments sold, which generally have higher average selling prices, as compared to the number of nCounter SPRINT instruments sold
during the period. Instrument revenue for the nine months ended September 30, 2019 also benefited from the first commercial shipments of GeoMx DSP system
during the third quarter and a favorable mix shift to an increased number of our nCounter MAX and FLEX instruments sold year to date as a percentage of our
total nCounter instruments sold, partially offset by a decrease in the number of SPRINT instruments sold during the nine months ended September 30, 2019
compared to same period in 2018.
Consumables revenue increased for the three and nine months ended September 30, 2019, primarily as a result of our growing installed base of nCounter
Analysis Systems, as well as growth in sales of our standardized panel consumable products.
In vitro diagnostic kit revenue represents sales of our Prosigna assay. Prosigna sales were approximately flat for the three and nine months ended
September 30, 2019 as compared to the same periods last year. Prosigna sales grew in territories
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outside of North America during the periods, in particular in certain territories within the European Union, while sales were stable in the United States, and
declined in Canada.
The increase in service revenue for the three and nine months endedSeptember 30, 2019 was related primarily to increases in revenue generated from
technology access fees, particularly fees related to services offered pursuant to our GeoMx DSP TAP and, to a lesser extent, increases in the number of installed
instruments covered by service contracts.
Our product and service revenue may continue to increase in future periods as a result of the growth in sales of our GeoMx DSP instruments, the growth
in sales of our nCounter and GeoMx DSP consumable products as driven by our increasing installed base of these instruments, continued growth in sales of our
standardized panel consumable products and the introduction of new nCounter and GeoMx DSP consumable products.
Collaboration revenue decreased for the three months endedSeptember 30, 2019 as compared to the same period in 2018, due primarily to changes in
activity levels relating to our collaboration with Lam and, historically, our terminated collaboration with Celgene. For the nine months ended September 30, 2019,
collaboration revenue increased as compared to the same period in 2018 as a result of the acceleration of revenue related to our terminated Celgene collaboration.
In April 2019, Celgene announced that its clinical trial evaluating REVLIMID for the treatment of DLBCL, which was conducted using our companion diagnostic
product candidate LymphMark, did not meet its primary endpoint. As a result of this outcome, our collaboration agreement with Celgene was terminated in July
2019, with substantially all the remaining deferred collaboration revenue recognized during the three months ended June 30, 2019. Our collaboration agreement
with Lam represented $4.0 million and $13.2 million of our collaboration revenue for the three and nine months ended September 30, 2019, respectively, and $5.3
million and $13.4 million for the three and nine months ended September 30, 2018, respectively.Lam has committed to provide up to $50.0 million in funding to
support the research and development activities relating to Hyb & Seq, of which $46.8 million has been received as of September 30, 2019.
Cost of Product and Service Revenue; Gross Profit; and Gross Margin
Cost of product and service revenue consists primarily of costs incurred in the production process, including costs of purchasing instruments from thirdparty contract manufacturers, consumable component materials and assembly labor and overhead, installation, warranty, service and packaging and delivery costs.
In addition, cost of product and service revenue includes royalty costs for licensed technologies included in our products, provisions for slow-moving and obsolete
inventory and stock-based compensation expense. We provide a one-year warranty on each nCounter Analysis System sold and establish a reserve for warranty
repairs based on historical warranty repair costs incurred.
Three Months Ended
September 30,
2019

2018

Nine Months Ended
September 30,
%
Change

2019

(Dollars in thousands)

Cost of product and service revenue
Product and service gross profit
Product and service gross margin

$
$

10,925
$
15,424
$
59%

9,291
12,162
57%

2018

%
Change

(Dollars in thousands)

18%
27%

$
$

29,239
$
40,830
$
58%

25,538
34,344
57%

14%
19%

For the three and nine months ended September 30, 2019, cost of product and service revenue increased as compared to the same periods in2018, due
primarily to higher volumes of consumables sold during the periods, as well as increased costs associated with the first commercial shipments of GeoMx DSP
systems. In addition, cost of product and service revenue increased as a result of a higher volume of service contracts associated with our growing installed base of
nCounter instruments and investments made to support the growth, installation and service of our product lines, including our new GeoMx DSP systems. Our gross
margin on product and service revenue for the three months ended September 30, 2019 increased as compared to the same period in 2018 due primarily to a mix
shift towards our higher margin MAX and FLEX nCounter instruments, as well as due to sales of our new GeoMx DSP instruments, which commenced shipping
during the quarter and contributed a higher average gross margin as compared to our nCounter instrument platforms. In addition, we continue to see increases in
our TAP service revenue as a percentage of total revenue, which has a favorable impact on our gross margins. Gross margin for the nine months ended
September 30, 2019 increased modestly, as a result of higher sales of consumables as a percentage of our sales mix and due to our sales of GeoMx DSP
instruments, partially offset by investments made in our operations to support the growth of our business. In addition, increasing revenue from our GeoMx TAP
service favorably impacted our overall margins for both the three and nine month periods compared to the same periods in 2018.
We expect our cost of product and service revenue to increase in future periods, primarily due to our expected growth in product and service revenue. We
expect our gross margin on product and service revenue may fluctuate in future periods, depending upon our mix of instrument sales from which we typically
record lower gross margins, as compared to our sales of consumable products or services, and potential expenses we may incur for regulatory compliance, quality
assurance or related
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to the expansion of our manufacturing capacity. Costs related to collaboration revenue are included in research and development expense.
Research and Development Expense
Research and development expenses consist primarily of salaries and benefits, occupancy, laboratory supplies, engineering services, consulting fees, costs
associated with licensing molecular diagnostics rights and clinical study expenses to support the regulatory approval or clearance of diagnostic products. We have
made substantial investments in research and development since our inception. Our research and development efforts have focused primarily on the tasks required
to enhance our technologies and to support development and commercialization of new and existing products and applications. We believe that our continued
investment in research and development is essential to our long-term competitive position and expect these expenses to continue to increase in future periods. In
particular, following our entry into the Lam collaboration in August 2017, which provides up to $50.0 million of funding for our Hyb & Seq program, we have
experienced a significant increase in related research and development expenses.
Given the size of our research and development staff and the number of active projects at any given time, we have found that it has been effective for us
to manage our research and development activities on a departmental basis. Accordingly, other than for collaborations and certain major technology development
programs, we have neither required employees to report their time by project nor allocated our research and development costs to individual projects. Research and
development expense by functional area was as follows:
Three Months Ended
September 30,
2019

2018

Nine Months Ended
September 30,
%
Change

2019

(In thousands)

Platform technology
Manufacturing process development
Life sciences products and applications
Diagnostic product development
Clinical, regulatory and medical affairs
Facility allocation
Total research and development expense

2018

%
Change

(In thousands)

$

8,553
1,665
2,994
1,230
816
1,749

$

7,670
1,035
2,643
2,516
1,322
1,465

12 %
61 %
13 %
(51)%
(38)%
19 %

$

24,035
4,560
8,778
4,430
3,325
4,935

$

19,878
3,313
7,792
5,861
4,065
4,159

21 %
38 %
13 %
(24)%
(18)%
19 %

$

17,007

$

16,651

2%

$

50,063

$

45,068

11 %

The increase in research and development expense for the three months endedSeptember 30, 2019 as compared to the same period in 2018 is due
primarily to higher stock-based compensation expense, which was driven by increases in our stock price and by our recent decision to implement the grant of
restricted stock units, or RSUs, to our employees as a component of their stock-based compensation. In addition, we experienced increases in staffing and
personnel-related costs and facility costs which were offset by decreases in professional fees, clinical trial costs, and lower lab supply costs. The trends in research
and development expense during the three month period reflect the conclusion of activities related to our terminated Celgene collaboration agreement and a
transition to a sustaining level of activity subsequent to the GeoMx DSP commercial launch.
For the nine months ended September 30, 2019, the increase in research and development expense reflects higher stock-based compensation expense,
which was driven by increases in our stock price and by our recent decision to implement the grant of RSUs to our employees as a component of their stock-based
compensation. In addition, we experienced increases to staffing and personnel-related costs to support activities related to the GeoMx DSP commercial launch, as
well as increased facility costs. These increases were partially offset by decreases in professional fees and clinical trial costs primarily due to fewer diagnostic
product related development activities associated with our terminated collaboration agreements as compared to the same period in 2018.
We expect our investments in research and development to remain in line with our current levels in future periods, as we transition to a sustaining level of
activity. Lam has committed to provide up to $50.0 million in funding to support the research and development activities relating to Hyb & Seq, of which $46.8
million has been received as of September 30, 2019.
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Selling, General and Administrative Expense
Selling, general and administrative expense consists primarily of costs for our sales and marketing, finance, human resources, information technology,
business development, legal and general management functions, as well as professional fees for legal, consulting and accounting services. Our sales force includes
roles which are focused mainly on sales of consumables to our existing instrument base, which enables our sales representatives to focus on instrument sales and
support the growth of our installed instrument base. Legal, accounting and compliance costs have increased as a result of our being a public company, and we
expect them to continue to increase as our business grows.
Selling, general and administrative expense was as follows:
Three Months Ended
September 30,
2019

2018

Nine Months Ended
September 30,
%
Change

2019

(In thousands)

Selling, general and administrative expense

$

23,382

$

2018

%
Change

(In thousands)

17,810

31%

$

69,317

$

57,897

20%

The increase in selling, general and administrative expense for the three and nine month periods ended September 30, 2019 as compared to the same
periods in 2018 is primarily attributable to increased investment of $5.1 million and $9.5 million, respectively, in staffing and personnel-related costs to support
activities related to the GeoMx DSP commercial launch, and to higher stock-based compensation expense, which was driven by increases in our stock price and by
our recent decision to implement the grant of RSUs to our employees as a component of their stock-based compensation. In addition, professional fees have
increased during the three and nine month periods ended September 30, 2019 related to accounting and tax support services, in particular activities relating to our
compliance with the Sarbanes Oxley Act.
We expect selling, general and administrative expense to increase in future periods as the number of sales, technical support and marketing and
administrative personnel grows to support the expected growth in our existing lines of business, as well as to support the introduction of new products and product
platforms, including our GeoMx DSP.
Other Income (Expense)
Three Months Ended
September 30,
2019

2018

Nine Months Ended
September 30,
%
Change

2019

(In thousands)

Interest income
Interest expense
Other expense, net
Total other expense, net

2018

%
Change

(In thousands)

$

763
(2,415)
(322)

$

384
(1,631)
(46)

99%
48%
600%

$

2,114
(6,052)
(552)

$

826
(4,798)
(330)

156%
26%
67%

$

(1,974)

$

(1,293)

53%

$

(4,490)

$

(4,302)

4%

Interest expense increased for the three and nine months ended September 30, 2019 due primarily to increased borrowings outstanding under our term
loan agreement. The average balance of long-term debt outstanding for the nine months ended September 30, 2019 and 2018 was $70.2 million and $49.9 million,
respectively. The increases in interest expense were partially offset by increased interest income during the three and nine months ended September 30, 2019
resulting from higher average cash and investment balances on hand during the periods as compared to the same periods in 2018.
Liquidity and Capital Resources
As of September 30, 2019, we had cash, cash equivalents and short-term investments of$128.9 million. We believe our existing cash, cash equivalents
and short-term investments will be sufficient to meet our working capital and capital expenditure needs for at least the next 12 months. However, we may need to
raise additional capital to expand the commercialization of our products, fund our operations and further our research and development activities. Our future
funding requirements will depend on many factors, including: market acceptance and the level of sales of our existing products and new product candidates; the
nature and timing of any additional research, product development or other partnerships or collaborations we may establish; the cost and timing of establishing
additional sales, marketing and distribution capabilities; the cost of our research and development activities; the cost and timing of regulatory clearances or
approvals; the effect of competing technological and market developments; and the extent to which we acquire or invest in businesses, products and technologies,
although we currently have no commitments or agreements relating to any of these types of transactions.
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We may require additional funds in the future and we may not be able to obtain such funds on acceptable terms, or at all. If we raise additional funds by
issuing equity or equity-linked securities, our stockholders may experience dilution. Debt financing, if available, may involve covenants restricting our operations
or our ability to incur additional debt. Any debt or additional equity financing that we raise may contain terms that are not favorable to us or our stockholders. If
we raise additional funds through partnership, collaboration or licensing arrangements with third parties, it may be necessary to relinquish some rights to our
technologies or our products, or grant licenses on terms that are not favorable to us. If we are unable to raise adequate funds, we may have to liquidate some or all
of our assets, delay or reduce the scope of or eliminate some or all of our research and development programs, delay development, launch activities or
commercialization of our products or license to third parties the rights to commercialize products or technologies that we would otherwise seek to commercialize,
or reduce marketing, customer support or other resources devoted to our products or cease operations.
Sources of Funds
Since inception, we have financed our operations primarily through the sale of equity securities and, to a lesser extent, from borrowings under term loan
agreements. Our cash used in operations for the nine months ended September 30, 2019 was $69.9 million, including $12.9 million in cash receipts from our
collaboration agreements. The timing and amount of such receipts in the future are uncertain, and therefore we may be required to secure larger amounts of cash to
fund our planned operations.
Equity Financings
In March 2019, we completed an underwritten public offering of3,175,000 shares of our common stock, including the exercise in full by the underwriters
of their option to purchase 675,000 additional shares of common stock. An additional 2,000,000 shares were sold by a related party stockholder. Our total gross
proceeds were $73.0 million. We did not receive any proceeds from the sale of shares of common stock by the related party stockholder. After underwriter’s
commissions and other expenses of the offering, and net of proceeds received by the related party stockholder, our aggregate net proceeds were approximately
$68.3 million.
In July 2018, we completed an underwritten public offering of4,600,000 shares of common stock, including the exercise in full by the underwriters of
their option to purchase 600,000 additional shares of common stock in August 2018, for total gross proceeds of$57.5 million. After underwriter’s commissions and
other expenses of the offering, our aggregate net proceeds were approximately $53.8 million.
In January 2018, we entered into a sales agreement with a sales agent to sell shares of our common stock through an “at the market” equity offering
program for up to $40.0 million in gross cash proceeds. In March 2019, subsequent to our most recent underwritten public offering, we terminated this agreement.
No shares of our common stock were sold under this agreement.
Debt Instruments
Term Loan Agreements
In April 2014, we entered into a term loan agreement, or the 2014 Term Loan, under which we borrowed$45.0 million. The 2014 Term Loan accrues
interest at an annual rate of 12.0%, payable quarterly, of which 3.0% can be deferred during the first six years of the term at our option and paid together with the
principal at maturity. The 2014 Term Loan had an interest-only period through March 2021 and a final maturity date of March 2022.
In October 2018, we entered into an amended and restated term loan agreement, or the 2018 Term Loan, under which we may borrow up to$100.0
million, with any amounts borrowed due and payable in September 2024. At closing, we received net proceeds of approximately$7.8 million, pursuant to
borrowings of $60.0 million under the new facility, net of repayment of principal and interest outstanding under our prior term loan agreement of$50.4 million,
including deferred interest and transaction-related fees and expenses. In June 2019, we borrowed an additional $20.0 million under the 2018 Term Loan, and have
the option to borrow an additional $20.0 million until March 2020, with the remaining potential borrowings subject to the achievement of annual revenue
thresholds on or prior to December 31, 2019.
The 2018 Term Loan accrues interest at a rate of10.5%, payable quarterly, of which 3.0% may be deferred during the six-year term at our option and
repaid at maturity together with the principal. We paid an upfront fee of 0.5% of the aggregate principal amount of the initial borrowing under the 2018 Term
Loan, and will pay a facility fee equal to 2.0% of the total amount borrowed including any deferred interest at the time the principal is repaid. A long-term liability
of $1.9 million is being accreted using the effective interest method for the facility fee over the term of the 2018 Term Loan. Additional borrowings under the 2018
Term Loan will bear the same upfront and facility fees as the initial borrowing.
In connection with entry into the 2018 Term Loan, warrants to purchase an aggregate of341,578 shares of common stock with an exercise price per share
of $21.12 were issued to the lenders. In June 2019, in connection with the borrowing of
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an additional $20.0 million principal amount, warrants to purchase an aggregate of128,932 shares of common stock with an exercise price per share of$34.20
were issued to the lenders. If additional amounts are borrowed under the 2018 Term Loan, additional warrants will be issued on each subsequent draw date for
0.3% of the fully-diluted shares then outstanding. The exercise price for additional warrants will be set at a25.0% premium to the average closing trading price for
the 30-day trading period as of the date immediately before the applicable draw date. The warrants issued in conjunction under the 2018 Term Loan were
determined to be closely linked to our common stock and, as such, were recorded as an equity security in additional paid-in capital at their relative fair value of
$1.6 million and $1.0 million, in October 2018 and June 2019, respectively, with a corresponding debt discount recorded against the 2018 Term Loan balance
outstanding.
Total borrowings and deferred interest under the 2018 Term Loan were$82.0 million and $60.4 million as of September 30, 2019 and December 31,
2018, respectively. The balance of the 2018 Term Loan as of September 30, 2019 and December 31, 2018 is net of discounts related to the warrants, debt issuance
costs and other upfront fees of $2.8 million and $2.0 million, respectively.
We have the option to prepay the 2018 Term Loan, in whole or part, at any time subject to payment of a redemption fee of up to4.0% during the first year
of the term, 3.0% during the second year of the term and with no redemption fee payable if prepayment occurs after the second year of the loan.
Obligations under the 2018 Term Loan are collateralized by substantially all of our assets. The 2018 Term Loan contains customary conditions to
borrowings, events of default and covenants, including negative covenants that could limit our ability to, among other things, incur additional indebtedness, liens or
other encumbrances; make dividends or other distributions; buy, sell or transfer assets; engage in any new line of business; and enter into certain transactions with
affiliates. The 2018 Term Loan also includes a $2.0 million minimum liquidity covenant and minimum annual revenue-based financial covenants. If our actual
revenue is below the minimum annual revenue requirement for any given year, we may avoid a related default by generating proceeds from an equity or
subordinated debt issuance equal to the shortfall between our actual revenues and the minimum revenue requirement. We were in compliance with our financial
covenants under the 2018 Term Loan agreement as of September 30, 2019.
2018 Revolving Loan Facility
In January 2018, we entered into a $15.0 million secured revolving loan facility, with availability subject to a borrowing base consisting of eligible
accounts receivable. In November 2018, we entered into an amended and restated loan and security agreement to increase the borrowing capacity under the facility
to $20.0 million, amend the borrowing base to include finished goods inventory, and extend the final maturity under the facility to November 2021. As of
September 30, 2019 and December 31, 2018, no amounts had been drawn on the facility.
Interest on borrowings is payable monthly and accrues at a yearly rate equal to the greater of (i) the prime rate as reported in the Wall Street Journal
plus 0.50%, and (ii) 4.75%. During an event of default, amounts drawn accrue interest at a yearly rate equal to8.75%. Obligations under the agreement are secured
by our cash and cash equivalents, accounts receivable and proceeds thereof, and inventory and proceeds from the sale thereof. The lender’s interest in the collateral
under the loan facility is senior to the lender’s interest in such collateral under the term loan agreement. The loan facility contains various customary
representations and warranties, conditions to borrowing, events of default, including cross default provisions with respect to the loan facility, and covenants,
including financial covenants requiring the maintenance of minimum annual revenue and liquidity. We were in compliance with our financial covenants under the
secured revolving loan facility as of September 30, 2019.
Use of Funds
Our principal uses of cash are funding our operations, capital expenditures, working capital requirements and satisfaction of any outstanding obligations
under our revolving or term loan facilities, respectively. Over the past several years, our revenue has increased significantly from year to year and, as a result, our
cash flows from customer collections have increased. However, our operating expenses have also increased as we have invested in our sales and marketing
activities and in research and development of new product platforms and technologies that we believe have the potential to drive the long-term growth of our
business.
Our operating cash requirements may increase in the future as we invest in research and development related to existing or new product platforms,
including our nCounter and GeoMx DSP product platforms, as well as in sales and marketing activities to expand the installed base of our nCounter Analysis and
GeoMx DSP systems and related consumable usage. We cannot be certain our revenue will grow sufficiently to offset our operating expense increases, nor can we
be certain that we will be successful in continuing to generate cash from new partnerships or collaborations to help fund our operations. As a result, we may need
to raise additional funds to support our operations, and such funding may not be available to us on acceptable terms, or at all. If we are unable to raise additional
funds when needed, our operations and ability to execute our business strategy could be adversely affected.
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Historical Cash Flow Trends
The following table shows a summary of our cash flows for the periods indicated (in thousands):
Nine Months Ended
September 30,
2019

Cash used in operating activities

$

Cash used in investing activities
Cash provided by financing activities

(69,885)
(37,346)
106,371

2018

$

(39,650)
(25,495)
60,094

Operating Cash Flows
We derive operating cash flows from cash collected from the sale of our products and services and from collaborations. These cash flows received are
currently offset by our use of cash for operating expenses to support the growth of our business. As a result, we have historically experienced negative cash flows
from operating activities, with such negative cash flows likely to continue for the foreseeable future.
For the nine months ended September 30, 2019, net cash used in operating activities consisted of our net loss of$64.7 million, and net increases in our
operating assets and liabilities of $26.5 million, partially offset by $21.3 million of net non-cash income and expense items, such as stock-based compensation,
depreciation and amortization, amortization of our right-of-use assets, deferred interest converted to principal pursuant to our term loan agreement, and provisions
for inventory obsolescence.
For the nine months ended September 30, 2018, net cash used in operating activities consisted of our net loss of $56.3 million which was offset by $14.5
million of net non-cash items, such as stock-based compensation, depreciation and amortization, deferred interest converted to principal for the term loan, and
provisions for bad debts and inventory, as well as $2.1 million of net decreases in our operating assets and liabilities.
Investing Cash Flows
Our most significant investing activities for the nine months ended September 30, 2019 and 2018 were related to the purchase, maturity and sale of shortterm investments. Because we manage our cash usage with respect to our total cash, cash equivalents and short-term investments, we do not consider these cash
flows to be important to an understanding of our liquidity and capital resources.
During the nine month periods ended September 30, 2019 and 2018, we purchased property and equipment totaling $1.8 million and $2.9 million,
respectively, which we believe will be required to support the growth and expansion of our operations.
Financing Cash Flows
Historically, we have funded our operations through the issuance of equity securities and debt borrowings.
Net cash provided by financing activities for the nine months ended September 30, 2019 consisted primarily of net proceeds of $68.3 million from an
underwritten public offering of our common stock, borrowings of $20.0 million under our term loan agreement, and $16.4 million of net proceeds from the
exercise of stock options and other equity awards and our Employee Stock Purchase Plan.
Net cash provided by financing activities for the nine months ended September 30, 2018 consisted primarily of net proceeds of $53.8 million from an
underwritten public offering and $4.0 million of net proceeds from the exercise of stock options and other equity awards and our Employee Stock Purchase Plan.
Contractual Obligations and Commitments
Our future significant contractual obligations as of December 31, 2018 were reported in our Annual Report on Form 10-K, filed with the SEC on
March 11, 2019.
As of September 30, 2019, there have been no material changes from the contractual commitments previously disclosed in the Annual Report on Form
10-K, other than an increase in long-term debt obligations of $20.0 million resulting from additional borrowings in June 2019 pursuant to the terms of our existing
term loan agreement, increases of approximately $6.7 million related to new office lease obligations entered into during the nine months ended September 30,
2019, as well as fluctuations resulting from general working capital requirements.
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Critical Accounting Policies and Significant Estimates
Our discussion and analysis of our financial condition and results of operations are based upon our financial statements which have been prepared in
accordance with U.S. generally accepted accounting principles, or GAAP. The preparation of these financial statements requires us to make estimates and
judgments that affect the reported amounts of assets and liabilities and related disclosure of contingent assets and liabilities, revenue and expenses at the date of
the financial statements. Generally, we base our estimates on historical experience and on various other assumptions in accordance with GAAP that we believe to
be reasonable under the circumstances. Actual results may differ from these estimates.
Critical accounting policies and significant estimates are those that we consider the most important to the portrayal of our financial condition and results
of operations because they require our most difficult, subjective or complex judgments, often as a result of the need to make estimates about the effect of matters
that are inherently uncertain. Our critical accounting policies and estimates include those related to:
•
•
•
•
•

revenue recognition;
stock-based compensation;
inventory valuation;
fair value measurements; and
income taxes.

There have been no material changes in our critical accounting policies and significant estimates in the preparation of our condensed consolidated
financial statements for the nine months ended September 30, 2019 compared to those disclosed in our Annual Report on Form 10-K for the year ended
December 31, 2018, as filed with the SEC on March 11, 2019.
Recent Accounting Pronouncements
For information regarding recent accounting pronouncements, see Note 2 of the Notes to the Condensed Consolidated Financial Statements under Item 1
of this report.
Off-Balance Sheet Arrangements
We do not have any relationships with unconsolidated entities or financial partnerships, such as entities often referred to as structured finance or special
purpose entities, which would have been established for the purpose of facilitating off-balance sheet arrangements or for any other contractually narrow or limited
purpose.
Item 3.

Quantitative and Qualitative Disclosures about Market Risk.

We are exposed to various market risks, including changes in commodity prices and interest rates. Market risk is the potential loss arising from adverse
changes in market rates and prices. Prices for our products are largely denominated in U.S. dollars and, as a result, we do not face significant risk with respect to
foreign currency exchange rates.
Interest Rate Risk
Generally, our exposure to market risk has been primarily limited to interest income sensitivity, which is affected by changes in the general level of U.S.
interest rates, particularly because the majority of our investments are in short-term debt securities. The primary objective of our investment activities is to preserve
principal while at the same time maximizing the income we receive without significantly increasing risk. To minimize risk, we maintain our portfolio of cash, cash
equivalents and short-term investments in a variety of interest-bearing instruments, which have included U.S. government and agency securities, high-grade U.S.
corporate bonds, asset-backed securities, and money market funds. Declines in interest rates, however, would reduce future investment income. A 10% decline in
interest rates, occurring on October 1, 2019 and sustained throughout the period ended September 30, 2020, would not be material.
As of September 30, 2019, the principal and deferred interest outstanding under our term borrowings was$82.0 million. The interest rates on our term
borrowings under our credit facility are fixed. If overall interest rates had increased by 10% during the periods presented, our interest expense would not have been
affected.
Foreign Currency Exchange Risk
As we continue to expand internationally our results of operations and cash flows will become increasingly subject to fluctuations due to changes in
foreign currency exchange rates. Historically, a majority of our revenue has been denominated in U.S. dollars, although we sell our products and services directly
in certain markets outside of the United States denominated in
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local currency, principally the Euro. Our expenses are generally denominated in the currencies in which our operations are located, which is primarily in the United
States. The effect of a 10% adverse change in exchange rates on foreign denominated cash, receivables and payables would not have been material for the periods
presented. As our operations in countries outside of the United States grow, our results of operations and cash flows will be subject to potentially greater
fluctuations due to changes in foreign currency exchange rates, which could harm our business in the future. To date, we have not entered into any material foreign
currency hedging contracts although we may do so in the future.
Inflation Risk
We do not believe that inflation has had a material effect on our business, financial condition or results of operations. If our costs were to become subject
to significant inflationary pressures, we may not be able to fully offset such higher costs through price increases. Our inability or failure to do so could adversely
affect our business, financial condition and results of operations.
Item 4.

Controls and Procedures.

(a) Evaluation of disclosure controls and procedures. Our management, with the participation of our Chief Executive Officer and our Chief Financial
Officer, have evaluated our disclosure controls and procedures (as defined in Rules 13a-15(e) and 15d-15(e) under the Securities Exchange Act of 1934, as
amended) prior to the filing of this quarterly report. Based on that evaluation, our Chief Executive Officer and our Chief Financial Officer have concluded that, as
of the end of the period covered by this quarterly report, certain of our disclosure controls and procedures were not effective due to material weaknesses in internal
control over financial reporting, specifically with respect to certain information technology general controls, that were disclosed in our Annual Report on Form 10K for the fiscal year ended December 31, 2018.
(b) Changes in internal control over financial reporting. There were no changes in our internal control over financial reporting during the quarter ended
September 30, 2019 that have materially affected, or are reasonably likely to materially affect, our internal control over financial reporting, other than those
disclosed in (c) below.
(c) Remediation Efforts. As previously described in Part II, Item 9A of our Annual Report on Form 10-K for the fiscal year ended December 31, 2018, we
have implemented a remediation plan to address the material weaknesses mentioned above. During the quarter ended September 30, 2019, the remediation actions
taken included: (i) implementing improved information technology related processes and controls, including the establishment of a change control board, for
approving, monitoring and implementing changes to key information systems which impact our financial reporting; (ii) implementing standardized processes, and
related controls, for requesting, authorizing, and reviewing user access to key systems, including systems relating to the posting of journal entries, which may
impact our financial reporting, including identifying access to roles where manual business process controls may be required, as well as expanding the scope of
systems and points of access required to be reviewed; (iii) enhancing our training programs and documentation practices which address information technology
related processes and controls, and related policies; and (iv) reporting on the status of our remediation measures to the Audit Committee of the Board of Directors
more frequently. The material weaknesses will not be considered remediated until internal controls have been designed and implemented or redesigned which
specifically address the material weaknesses, and these internal controls must operate for a sufficient period of time and management must then conclude, through
testing, that these controls are operating effectively.
Inherent limitation on the effectiveness of internal control over financial reporting.
Because of its inherent limitations, internal control over financial reporting may not prevent or detect misstatements. Also, projections of any evaluation
of effectiveness to future periods are subject to the risk that controls may become inadequate because of changes in conditions, or that the degree of compliance
with the policies or procedures may deteriorate.
PART II. OTHER INFORMATION
Item 1.

Legal
Proceedings.

We are not engaged in any material legal proceedings. From time to time, we may become involved in litigation relating to claims arising from the
ordinary course of business. We believe that there are no claims or actions pending against us currently, the ultimate disposition of which would have a material
adverse effect on our consolidated results of operation, financial condition or cash flows.
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Item 1A.

Risk Factors.

You should carefully consider the following risk factors, in addition to the other information contained in this report, including the section of this report
captioned “Management’s Discussion and Analysis of Financial Condition and Results of Operations” and our financial statements and related notes. If any of the
events described in the following risk factors and the risks described elsewhere in this report occurs, our business, operating results and financial condition could
be seriously harmed. This report on Form 10-Q also contains forward-looking statements that involve risks and uncertainties. Our actual results could differ
materially from those anticipated in the forward-looking statements as a result of factors that are described below and elsewhere in this report.
Risks Related to Our Business and Strategy
We have incurred losses since we were formed and expect to incur losses in the future. We cannot be certain that we will achieve or sustain profitability.
We have incurred losses since we were formed and expect to incur losses in the future. We incurred net losses of$64.7 million and $56.3 million for the
nine months ended September 30, 2019 and 2018, respectively. As of September 30, 2019, we had an accumulated deficit of $455.9 million. We expect that our
losses will continue for at least the next several years as we will be required to invest significant additional funds toward ongoing development and
commercialization of our technology. We also expect that our operating expenses will continue to increase as we grow our business, but there can be no assurance
that our revenue and gross profit will increase sufficiently such that our net losses decline, or we attain profitability, in the future. Our ability to achieve or sustain
profitability is based on numerous factors, many of which are beyond our control, including the market acceptance of our products, future product development
and our market penetration and margins. We may never be able to generate sufficient revenue to achieve or sustain profitability.
Our financial results may vary significantly from quarter to quarter which may adversely affect our stock price.
Investors should consider our business and prospects in light of the risks and difficulties we expect to encounter in the new, uncertain and rapidly
evolving markets in which we compete. Because these markets are new and evolving, predicting their future growth and size is difficult. We expect that our
visibility into future sales of our products, including volumes, prices and product mix between instruments and consumables, and the amount and timing of
payments pursuant to collaboration agreements will continue to be limited and could result in unexpected fluctuations in our quarterly and annual operating results.
Numerous other factors, many of which are outside our control, may cause or contribute to significant fluctuations in our quarterly and annual operating
results. These fluctuations may make financial planning and forecasting difficult. In addition, these fluctuations may result in unanticipated changes in our
available cash, which could negatively affect our business and prospects. Factors that may contribute to fluctuations in our operating results include many of the
risks described in this section. Also, one or more of such factors may cause our revenue or operating expenses in one period to be disproportionately higher or
lower relative to the others. Furthermore, our instruments involve a significant capital commitment by our customers and accordingly involve a lengthy sales cycle.
We may expend significant effort in attempting to make a particular sale, which may be deferred by the customer or never occur. Accordingly, comparing our
operating results on a period-to-period basis may not be meaningful, and investors should not rely on our past results as an indication of our future performance. If
such fluctuations occur or if our operating results deviate from our expectations or the expectations of securities analysts, our stock price may be adversely
affected. In addition, we have certain collaborations where our financial results may vary significantly if circumstances change. For example, in May 2019, we
were notified that our collaboration agreement with Celgene was terminated effective July 2019 and resulted in the recognition of $3.1 million of collaboration
revenue during the three months ended June 30, 2019.
If we do not achieve, sustain or successfully manage our anticipated growth, our business and growth prospects will be harmed.
We have experienced significant revenue growth in recent periods and we may not achieve similar growth rates in the future. Investors should not rely on
our operating results for any prior periods as an indication of our future operating performance. If we are unable to maintain adequate revenue growth, our financial
results could suffer and our stock price could decline. Furthermore, growth will place significant strains on our management and our operational and financial
systems and processes. For example, the recent commercial launch of our GeoMx DSP system is a key element of our growth strategy and will require us to hire
and retain additional sales and marketing personnel and resources. If we do not successfully generate demand for GeoMx DSP or other new product offerings, or
manage our anticipated expenses accordingly, our operating results will be harmed.
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Our future success is dependent upon our ability to expand our customer base and introduce new applications and products.
Our current customer base is primarily composed of academic and government research laboratories, biopharmaceutical companies and clinical
laboratories (including physician-owned laboratories) that perform analyses using our nCounter Analysis Systems. Our success will depend, in part, upon our
ability to increase our market penetration among all of these customers and to expand our market by developing and marketing new research applications, new
instruments, and new diagnostic products. We expect that increasing the installed base of our nCounter Analysis Systems will drive demand for our relatively high
margin consumable products. If we are not able to successfully increase our installed base of nCounter Analysis Systems, sales of our consumable products and
our margins may not meet expectations. Moreover, we must convince physicians and third-party payors that our diagnostic products, such as Prosigna, are cost
effective in obtaining information that can help inform treatment decisions and that our nCounter Analysis Systems could enable an equivalent or superior
approach that lessens reliance on centralized laboratories. In the United States, Medicare and most private insurers provide coverage and payment for patients to be
tested with Prosigna; however, other countries, such as Germany, provide more limited coverage and payment for Prosigna.
We also plan to develop and introduce new products which would be sold primarily to new customer types, such as our GeoMx DSP instrument for use in
pathology labs and a sequencer based on our Hyb & Seq chemistry targeted for use by hospitals and oncology clinics. Our GeoMx DSP instrument became
commercially available in 2019 and we anticipate that scaling and training our sales force to attract new customers will require substantial time and expense. Any
failure to expand our existing customer base through the launch of our GeoMx DSP instrument, or other new applications and products would adversely affect our
operating results.
Our research business depends on levels of research and development spending by academic and governmental research institutions and biopharmaceutical
companies, a reduction in which could limit demand for our products and adversely affect our business and operating results.
In the near term, we expect that a large portion of our revenue will be derived from sales of our nCounter Analysis Systems to academic and government
research laboratories and biopharmaceutical companies worldwide for research and development applications. The demand for our products will depend in part
upon the research and development budgets of these customers, which are impacted by factors beyond our control, such as:
• changes in government programs (such as the National Institutes of Health) that provide funding to research institutions and
companies;
• macroeconomic conditions and the political climate;
• changes in the regulatory
environment;
• differences in budgetary cycles;
• competitor product offerings or
pricing;
• market-driven pressures to consolidate operations and reduce costs;
and
• market acceptance of relatively new technologies, such as our GeoMx DSP
instrument.
In addition, academic, governmental and other research institutions that fund research and development activities may be subject to stringent budgetary
constraints that could result in spending reductions, reduced allocations or budget cutbacks, which could jeopardize the ability of these customers to purchase our
products. Our operating results may fluctuate substantially due to reductions and delays in research and development expenditures by these customers. Any
decrease in our customers’ budgets or expenditures, or in the size, scope or frequency of capital or operating expenditures, could materially and adversely affect
our business, operating results and financial condition.
Our sales cycle is lengthy and variable, which makes it difficult for us to forecast revenue and other operating results.
Our sales process involves numerous interactions with multiple individuals within an organization, and often includes in-depth analysis by potential
customers of our products, performance of proof-of-principle studies, preparation of extensive documentation and a lengthy review process. As a result of these
factors, the large capital investment required in purchasing our instruments and the budget cycles of our customers, the time from initial contact with a customer to
our receipt of a purchase order can vary significantly and be up to 12 months or longer. In addition, the recent introduction of GeoMx DSP in 2019 may decrease
our near-term visibility as to the timing of our total sales or the length of our overall sales cycle. Given the length and uncertainty of our sales cycle, we have in the
past experienced, and likely will in the future experience, fluctuations in our instrument sales on a period-to-period basis. These factors also make it difficult to
forecast revenue on a quarterly basis. In addition, any failure to meet customer expectations could result in customers choosing to continue to use their existing
systems or to purchase systems other than ours.
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Our reliance on distributors for sales of our products outside of the United States, and on clinical laboratories for delivery of Prosigna testing services, could
limit or prevent us from selling our products and impact our revenue.
We have established distribution agreements for our nCounter Analysis Systems and related consumable products in many countries where we do not sell
directly. We intend to continue to grow our business internationally, and to do so we must attract additional distributors and retain existing distributors to maximize
the commercial opportunity for our products. There is no guarantee that we will be successful in attracting or retaining desirable sales and distribution partners or
that we will be able to enter into such arrangements on favorable terms. Distributors may not commit the necessary resources to market and sell our products to the
level of our expectations or may choose to favor marketing the products of our competitors. If current or future distributors do not perform adequately, or we are
unable to enter into effective arrangements with distributors in particular geographic areas, we may not realize long-term international revenue growth.
Similarly, we or our distributors have entered into agreements with clinical laboratories globally to provide Prosigna testing services. We do not provide
testing services directly and, thus, we are reliant on these clinical laboratories to actively promote and sell Prosigna testing services. These clinical laboratories may
take longer than anticipated to begin offering Prosigna testing services and may not commit the necessary resources to market and sell Prosigna testing services to
the level of our expectations. Furthermore, we intend to contract with additional clinical laboratories to offer Prosigna testing services, including physician-owned
laboratories, and we may be unsuccessful in attracting and contracting with new clinical laboratory providers. If current or future Prosigna testing service providers
do not perform adequately, or we are unable to enter into contracts with additional clinical laboratories to provide Prosigna testing services, we may not be
successful selling Prosigna and our future revenue prospects may be adversely affected.
Our future capital needs are uncertain and we may need to raise additional funds in the future.
We believe that our existing cash and cash equivalents, together with funds available under our term loan agreement and revolving credit facility, will be
sufficient to meet our anticipated cash requirements for at least the next 12 months. However, we may need to raise substantial additional capital to:
• expand the commercialization of our
products;
• fund our operations;
and
• further our research and
development.
Our future funding requirements will depend on many factors, including:
• market acceptance of our
products;
• the cost and timing of establishing additional sales, marketing and distribution
capabilities;
• revenue and cash flow derived from existing or future
collaborations;
• the cost of our research and development
activities;
• the cost and timing of regulatory clearances or
approvals;
• the effect of competing technological and market developments; and
• the extent to which we engage in strategic transactions, such as the acquisition of, investment in or disposal of businesses, assets, products and
technologies, including inbound or outbound licensing arrangements.
We cannot assure you that we will be able to obtain additional funds on acceptable terms, or at all. If we raise additional funds by issuing equity or equitylinked securities, or convertible debt, our stockholders may experience dilution. For example, in July 2018 and August 2018, we sold an aggregate of 4,600,000
shares of common stock in an underwritten public offering for net proceeds of $53.8 million and in March 2019, we sold an aggregate of 3,175,000 shares of
common stock in an underwritten public offering for net proceeds of $68.3 million. In October 2018, we entered into a new $100.0 million term loan facility with
CR Group L.P. Additional debt financing, if available, may involve additional covenants restricting our operations or our ability to incur additional debt. Any debt
or additional equity financing that we raise may contain terms that are not favorable to us or our stockholders. If we raise additional funds through strategic
transactions with third parties, such as collaborations, asset sales and licensing arrangements, it may be necessary to relinquish some rights to our technologies or
our products, or grant licenses on terms that are not favorable to us. We have in the past pursued these types of transactions, and may in the future pursue similar
transactions or other strategic transactions, on our own or with other advisors, that may impact our business and prospects and the value of our common stock. If
we do not have, or are not able to obtain, sufficient funds, we may have to delay development or commercialization of our products or license to third parties the
rights to commercialize products or technologies that we would otherwise seek to commercialize. We also may have to reduce marketing, customer support or
other resources devoted to our products or cease operations. Any of these factors could harm our operating results.
Our research and development efforts will be hindered if we are not able to contract with third parties for access to archival tissue samples.
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Under standard clinical practice, tumor biopsies removed from patients are preserved and stored in formalin-fixed paraffin embedded, or FFPE, format.
We rely on our ability to secure access to these archived FFPE tumor biopsy samples, as well as information pertaining to the clinical outcomes of the patients from
which they were derived for our clinical development activities. Others compete with us for access to these samples. Additionally, the process of negotiating access
to archived samples is lengthy because it typically involves numerous parties and approval levels to resolve complex issues such as usage rights, institutional
review board approval, privacy rights, publication rights, intellectual property ownership and research parameters. In January 2017, the Department of Health and
Human Services finalized new rules, which became effective as of January 19, 2018, expanding the language to be included in informed consent forms related to
the collection of identifiable private information or identifiable biospecimens. If this new requirement, or other factors arising in the future, impact our ability to
negotiate access to archived tumor tissue samples with hospitals, clinical partners, pharmaceutical companies, or companies developing therapeutics on a timely
basis or on commercially reasonable terms, or at all, or if other laboratories or our competitors secure access to these samples before us, our ability to research,
develop and commercialize future products will be limited or delayed.
We may not be able to develop new products, enhance the capabilities of our systems to keep pace with rapidly changing technology and customer
requirements or successfully manage the transition to new product offerings, any of which could have a material adverse effect on our business and operating
results.
Our success depends on our ability to develop new products and applications for our technology in existing and new markets, while improving the
performance and cost-effectiveness of our systems. New technologies, techniques or products could emerge that might offer better combinations of price and
performance than our current or future products and systems. Existing markets for our products, including gene expression analysis, gene fusions and copy number
variation, as well as new markets, such as protein expression and gene mutations, and potential markets for our research and diagnostic product candidates, are
characterized by rapid technological change and innovation. Competitors may be able to respond more quickly and effectively than we can to new or changing
opportunities, technologies, standards or customer requirements. We anticipate that we will face increased competition in the future as existing companies and
competitors develop new or improved products and as new companies enter the market with new technologies. It is critical to our success that we anticipate
changes in technology and customer requirements and successfully introduce new, enhanced and competitive technologies to meet our customers’ and prospective
customers’ needs on a timely and cost-effective basis. If we do not successfully innovate and introduce new technology into our product lines, our business and
operating results will be adversely impacted.
The development and manufacture of new products typically requires new scientific discoveries or advancements and complex technology and
engineering, including the design of sophisticated software. Such developments may involve external suppliers and service providers, making the management of
development projects complex and subject to risks and uncertainties regarding timing, timely delivery of required components, software or services and
satisfactory technical performance of such software, components or assembled products. For example, since 2017, we have worked with our supplier of cartridges
used in our nCounter SPRINT systems to improve the design to address leakage and other issues in the microfluidic device produced for us. If we do not achieve
the required technical specifications or successfully manage new product development processes, or if development work and manufacturing is not performed
according to schedule, then such new technologies or products may be adversely impacted and our business and operating results may be harmed. Any delays in
bringing new products to market may lead our customers to purchase our competitors’ products or cancel outstanding purchase orders.
Additionally, we must carefully manage the introduction of new products. If customers believe that such products will offer enhanced features or be sold
for a more attractive price, they may delay purchases until such products are available. If customers conclude that such new products offer better value as
compared to our existing products, we may suffer from reduced sales of our existing products and our overall revenue may decline. We may also have excess or
obsolete inventory of older products as we transition to new products and our experience in managing product transitions is limited. If we do not effectively
manage the transitions to new product offerings, our revenue, results of operations and business will be adversely affected.
New market opportunities may not develop as quickly as we expect, limiting our ability to successfully market and sell our products.
The market for our products is new and evolving. Accordingly, we expect the application of our technologies to emerging opportunities will take several
years to develop and mature and we cannot be certain that these market opportunities will develop as we expect. For example, in 2017 we launched our 360 panels
for use in breast cancer, immuno-oncology and hematology. In 2018, we expanded beyond oncology and launched panels in neuroscience and CAR-T
characterization. We also recently launched our GeoMx DSP product, which will target the pathology market, a market we have not previously targeted and in
which we have limited marketing and selling experience.
The future growth of the market for these new products depends on many factors beyond our control, including recognition and acceptance of our
applications by the scientific community and the growth, prevalence and costs of competing
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methods of genomic analysis. If the markets for our new products do not develop as we expect, our business may be adversely affected. If we are not able to
successfully market and sell our products or to achieve the revenue or margins we expect, our operating results may be harmed.
We are dependent on single source suppliers for some of the components and materials used in our products, and the loss of any of these suppliers could harm
our business.
We rely on Precision System Science, Co., Ltd of Chiba, Japan, to build our nCounter Prep Station, Korvis LLC of Corvallis, Oregon, to build our
nCounter Digital Analyzer and GeoMx DSP, Paramit Corporation of Morgan Hill, California, to build our new nCounter SPRINT Profiler and IDEX Corporation
of Lake Forest, Illinois to build the fluidics cartridge, a key component of our nCounter SPRINT Profiler. Each of these contract manufacturers are sole suppliers.
Since our contracts with these instrument suppliers do not commit them to carry inventory or make available any particular quantities, they may give other
customers’ needs higher priority than ours, and we may not be able to obtain adequate supplies in a timely manner or on commercially reasonable terms. We also
rely on sole suppliers for various components we use to manufacture our consumable products. We periodically forecast our needs for such components and enter
into standard purchase orders with them. If we were to lose such suppliers, or if the products provided by such suppliers are unable to meet our performance
specifications, there can be no assurance that we will be able to identify or enter into agreements with alternative suppliers on a timely basis on acceptable terms, if
at all. If we should encounter delays or difficulties in securing the quality and quantity of materials we require for our products, our supply chain would be
interrupted which would adversely affect sales. If any of these events occur, our business and operating results could be harmed.
We may experience manufacturing problems or delays that could limit our growth or adversely affect our operating results.
Our consumable products are manufactured at our Seattle, Washington facility using complex processes, sophisticated equipment and strict adherence to
specifications and quality systems procedures. We also anticipate bringing a second reagent manufacturing facility in Bothell, Washington online in the near-term.
Any unforeseen manufacturing problems, such as contamination of our facility, equipment malfunction, quality issues with components and materials sourced
from third-party suppliers or failure to strictly follow procedures or meet specifications, could result in delays or shortfalls in production or require us to voluntarily
recall our consumable products. Identifying and resolving the cause of any such manufacturing or supplier issues could require substantial time and resources. If
we are unable to keep up with demand for our products by successfully manufacturing and shipping our products in a timely manner, our revenue could be
impaired, market acceptance for our products could be adversely affected and our customers might instead purchase our competitors’ products or cancel
outstanding purchase orders.
In addition, the introduction of new products may require the development of new manufacturing processes and procedures as well as new suppliers. For
example, our GeoMx DSP systems require that we establish supply relationships with antibody providers. While all of our CodeSets are produced using the same
basic processes, significant variations may be required to meet new product specifications. Developing new processes and negotiating supply agreements can be
very time consuming, and any unexpected difficulty in doing so could delay the introduction of a product.
If our Seattle area facilities become unavailable or inoperable, we will be unable to continue our research and development, manufacturing our consumables
or processing sales orders, and our business will be harmed.
We manufacture our consumable products in our headquarters facilities in Seattle, Washington and also expect to bring a second reagent manufacturing
facility in Bothell, Washington online in the near-term. In addition, Seattle is the center for research and development, order processing, receipt of our instruments
manufactured by third-party contract manufacturers and shipping products to customers. Our facilities and the equipment we use to manufacture our consumable
products would be costly, and would require substantial lead time, to repair or replace. The Seattle area is situated near active earthquake fault lines. These
facilities may be harmed or rendered inoperable by natural or man-made disasters, including earthquakes and power outages, which may render it difficult or
impossible for us to produce our products for some period of time. The inability to manufacture consumables or to ship products to customers for even a short
period of time may result in the loss of customers or harm our reputation, and we may be unable to regain those customers in the future. Although we possess
insurance for damage to our property and the disruption of our business, this insurance, and in particular earthquake insurance, which is limited, may not be
sufficient to cover all of our potential losses and may not continue to be available to us on acceptable terms, if at all.
We expect to generate a substantial portion of our product and service revenue internationally and are subject to various risks relating to our international
activities, which could adversely affect our operating results.
Our product and service revenue generated from sales to customers located outside of North America was approximately 36% and 39% for the nine
months ended September 30, 2019 and 2018, respectively. We believe that a
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significant percentage of our future revenue will come from international sources as we expand our overseas operations and develop opportunities in additional
areas. Engaging in international business involves a number of difficulties and risks, including:
• required compliance with existing and changing foreign regulatory requirements and
laws;
• required compliance with anti-bribery laws, such as the U.S. Foreign Corrupt Practices Act and U.K. Bribery Act, data privacy requirements,
labor laws and anti-competition regulations;
• export or import
restrictions;
• various reimbursement and insurance regimes;
• laws and business practices favoring local
companies;
• longer payment cycles and difficulties in enforcing agreements and collecting receivables through certain foreign legal
systems;
• political and economic instability, such as the anticipated exit of the United Kingdom from the European Economic
Community;
• potentially adverse tax consequences, tariffs, customs charges, bureaucratic requirements and other trade
barriers;
• difficulties and costs of staffing and managing foreign operations;
and
• difficulties protecting or procuring intellectual property rights.
As we expand internationally, our results of operations and cash flows will become increasingly subject to fluctuations due to changes in foreign currency
exchange rates. Historically, most of our revenue has been denominated in U.S. dollars, although we have sold our products and services in local currency outside
of the United States, principally the Euro. Our expenses are generally denominated in the currencies of the countries in which our operations are located, which is
primarily in the United States. As our operations in countries outside of the United States grow, our results of operations and cash flows will increasingly be
subject to fluctuations due to changes in foreign currency exchange rates, which could harm our business in the future. For example, if the value of the U.S. dollar
increases relative to foreign currencies, our product and service revenue could be adversely affected as we convert revenue from local currencies to U.S. dollars.
Similarly, a strong U.S. dollar relative to the local currencies of our international customers can potentially reduce demand for our products, which may compound
the adverse effect of foreign exchange translation on our revenue. If we dedicate significant resources to our international operations and are unable to manage
these risks effectively, our business, operating results and prospects will suffer.
Significant United Kingdom or European developments stemming from the United Kingdom’s decision to withdraw from the European Union could have a
material adverse effect on us.
In June 2016, the United Kingdom held a referendum and voted in favor of leaving the European Union, and in March 2017, the government of the
United Kingdom formally initiated the withdrawal process. The timing of the United Kingdom’s exit from the European Union, or Brexit, remains uncertain; the
European Union has extended the deadline for the United Kingdom to exit the European Union until January 31, 2020. Negotiations related to Brexit have created
political and economic uncertainty, particularly in the United Kingdom and the European Union, and this uncertainty may last for years. Our business in the United
Kingdom, the European Union, and worldwide could be affected during this period of uncertainty, and perhaps longer, by the impact of the United Kingdom’s
referendum. There are many ways in which our business could be affected, only some of which we can identify as of the date of this report.
The decision of the United Kingdom to withdraw from the European Union has caused and, along with events that could occur in the future as a
consequence of the United Kingdom’s withdrawal may continue to cause significant volatility in global financial markets, including in global currency and debt
markets. This volatility could cause a slowdown in economic activity in the United Kingdom, Europe or globally, which could adversely affect our operating
results and growth prospects. In addition, our business could be negatively affected by new trade agreements or data transfer agreements between the United
Kingdom and other countries, including the United States, and by the possible imposition of trade or other regulatory and immigration barriers in the United
Kingdom. In addition, the Europe-wide market authorization framework for our products (and for the drugs sold by our collaboration partners in the
pharmaceutical industry) and access to European Union research funding by research scientists based in the United Kingdom may also change. Furthermore, we
currently operate in Europe through a subsidiary based in the United Kingdom, which provides us with certain operational, tax and other benefits, as well as
through other subsidiaries in Europe. The United Kingdom’s withdrawal from the European Union could adversely affect our ability to realize those benefits and
we may incur costs and suffer disruptions in our European operations as a result. These possible negative impacts, and others resulting from the United Kingdom’s
actual or threatened withdrawal from the European Union, may adversely affect our operating results and growth prospects.
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Changes in tax laws or regulations that are applied adversely to us or our customers may have a material adverse effect on our business, cash flow, financial
condition or results of operations.
New income, sales, use or other tax laws, statutes, rules, regulations or ordinances could be enacted at any time, which could affect the tax treatment of
our domestic and foreign earnings. Any new taxes could adversely affect our domestic and international business operations, and our business and financial
performance. Further, existing tax laws, statutes, rules, regulations or ordinances could be interpreted, changed, modified or applied adversely to us. For example,
the legislation commonly known as the Tax Cut & Jobs Act, which was signed into law on December 22, 2017, significantly revised the Internal Revenue Code of
1986, as amended, or the Code. The newly enacted federal income tax law, among other things, contains significant changes to corporate taxation, including a
reduction of the federal statutory rates from a top marginal rate of 35% to a flat rate of 21%, limitation of the tax deduction for interest expense to 30% of adjusted
earnings (except for certain small businesses), limitation of the deduction for net operating losses to 80% of current year taxable income, elimination of net
operating loss carrybacks, one time taxation of offshore earnings at reduced rates regardless of whether they are repatriated, elimination of U.S. tax on foreign
earnings (subject to certain important exceptions), immediate deductions for certain new investments instead of deductions for depreciation expense over time, and
modifying or repealing many business deductions and credits. Notwithstanding the reduction in the corporate income tax rate, the overall impact of the new federal
tax law is uncertain and our business and financial condition could be adversely affected. It is also unknown if and to what extent various states will conform to the
newly enacted federal tax law. The impact of this tax reform on holders of our common stock is likewise uncertain and could be adverse.
Our ability to use net operating losses to offset future taxable income may be subject to certain limitations.
As of December 31, 2018, we had federal net operating loss carryforwards, or NOLs, to offset future taxable income of approximately$288.7 million. The
federal NOL carryforwards generated during and after fiscal 2018 totaling $55.0 million are carried forward indefinitely, while all others, if not utilized, will expire
in various years beginning in 2025. A lack of future taxable income would adversely affect our ability to utilize these NOLs. In addition, under Section 382 of the
Code, a corporation that undergoes an “ownership change” is subject to limitations on its ability to utilize its NOLs to offset future taxable income. We may have
already experienced one or more ownership changes. Depending on the timing of any future utilization of our carryforwards, we may be limited as to the amount
that can be utilized each year as a result of such previous ownership changes. However, we do not believe such limitations will cause our NOL and credit
carryforwards to expire unutilized. In addition, future changes in our stock ownership as well as other changes that may be outside of our control, could result in
additional ownership changes under Section 382 of the Code. Our NOLs may also be impaired under similar provisions of state law or limited pursuant to
provisions of the recent Tax Cut and Jobs Act amendments to the Code. We have recorded a full valuation allowance related to our NOLs and other deferred tax
assets due to the uncertainty of the ultimate realization of the future benefits of those assets.
Provisions of our debt instruments may restrict our ability to pursue our business strategies.
Our term loan agreement with CR Group L.P. and revolving credit facility with Silicon Valley Bank require us, and any debt instruments we may enter
into in the future may require us, to comply with various covenants that limit our ability to, among other things:
• dispose of assets;
• complete mergers or acquisitions;
• incur indebtedness;
• encumber assets;
• pay dividends or make other distributions to holders of our capital
stock;
• make specified investments;
• engage in any new line of business;
and
• engage in certain transactions with our
affiliates.
These restrictions could inhibit our ability to pursue our business strategies. In addition, we are subject to financial covenants based on total revenue and
minimum cash balances. If we default under our term loan agreement or revolving credit facility, and such event of default is not cured or waived, the lenders
could terminate commitments to lend and cause all amounts outstanding with respect to the debt to be due and payable immediately, which in turn could result in
cross defaults under other debt instruments. Our assets and cash flow may not be sufficient to fully repay borrowings under all of our outstanding debt instruments
if some or all of these instruments are accelerated upon a default. We may incur additional indebtedness in the future. The debt instruments governing such
indebtedness could contain provisions that are as, or more, restrictive than our existing debt instruments. If we are unable to repay, refinance or restructure our
indebtedness when payment is due, the lenders could proceed against the collateral granted to them to secure such indebtedness or force us into bankruptcy
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or liquidation.
Acquisitions or joint ventures could disrupt our business, cause dilution to our stockholders and otherwise harm our business.
We may acquire other businesses, products or technologies as well as pursue strategic alliances, joint ventures, technology licenses or investments in
complementary businesses. We have not made any acquisitions to date, and our ability to do so successfully is unproven. Any of these transactions could be
material to our financial condition and operating results and expose us to many risks, including:
• disruption in our relationships with customers, distributors or suppliers as a result of such a
transaction;
• unanticipated liabilities related to acquired
companies;
• difficulties integrating acquired personnel, technologies and operations into our existing
business;
• diversion of management time and focus from operating our
business;
• increases in our expenses and reductions in our cash available for operations and other uses;
and
• possible write-offs or impairment charges relating to acquired businesses.
Foreign acquisitions involve unique risks in addition to those mentioned above, including those related to integration of operations across different
cultures and languages, currency risks and the particular economic, political and regulatory risks associated with specific countries.
Also, the anticipated benefit of any strategic transaction may not materialize. Future acquisitions or dispositions could result in potentially dilutive
issuances of our equity securities, the incurrence of debt, contingent liabilities or amortization expenses or write-offs of goodwill, any of which could harm our
financial condition. We cannot predict the number, timing or size of future joint ventures or acquisitions, or the effect that any such transactions might have on our
operating results.
If we are unable to recruit, train and retain key personnel, we may not achieve our goals.
Our future success depends on our ability to recruit, train, retain and motivate key personnel, including our senior management, research and
development, manufacturing and sales and marketing personnel. Competition for qualified personnel is intense, particularly in the Seattle, Washington area. Our
growth depends, in particular, on attracting, retaining and motivating highly-trained sales personnel with the necessary scientific background and ability to
understand our systems at a technical level to effectively identify and sell to potential new customers. We do not maintain fixed term employment contracts or key
man life insurance with any of our employees. Because of the complex and technical nature of our products and the dynamic market in which we compete, any
failure to attract, train, retain and motivate qualified personnel could materially harm our operating results and growth prospects.
Undetected errors or defects in our products could harm our reputation, decrease market acceptance of our products or expose us to product liability claims.
Our products may contain undetected errors or defects when first introduced or as new versions are released. Disruptions or other performance problems
with our products may damage our customers’ businesses, harm our reputation and result in reduced revenues. If that occurs, we may also incur significant costs,
the attention of our key personnel could be diverted, or other significant customer relations problems may arise. We may also be subject to warranty and liability
claims for damages related to errors or defects in our products. A material liability claim or other occurrence that harms our reputation or decreases market
acceptance of our products could adversely impact our business and operating results.
The sale and use of products or services based on our technologies, or activities related to our research and clinical studies, could lead to the filing of
product liability claims if someone were to allege that one of our products contained a design or manufacturing defect which resulted in the failure to adequately
perform the analysis for which it was designed. A product liability claim could result in substantial damages and be costly and time consuming to defend, either of
which could materially harm our business or financial condition. We cannot assure investors that our product liability insurance would adequately protect our
assets from the financial impact of defending a product liability claim. Any product liability claim brought against us, with or without merit, could increase our
product liability insurance rates or prevent us from securing insurance coverage in the future.
We face risks related to handling of hazardous materials and other regulations governing environmental safety.
Our operations are subject to complex and stringent environmental, health, safety and other governmental laws and regulations that both public officials
and private individuals may seek to enforce. Our activities that are subject to these regulations include, among other things, our use of hazardous materials in
manufacturing and in our products, and the generation, transportation and storage of waste. We could discover that we, an acquired business or our suppliers are
not in
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material compliance with these regulations. For example, our products must be compliant with an EU regulation, Delegated Directive (EU) 2015/863, or RoHS3,
which expands the list of prohibited substances from six to ten by adding four new types of phthalates. If our only products are not compliant by the deadlines as
determined by RoHS3, we may be unable to ship our products into the EU market and our results of operations may suffer. Existing laws and regulations may also
be revised or reinterpreted, or new laws and regulations may become applicable to us, whether retroactively or prospectively, that may have a negative effect on
our business and results of operations. It is also impossible to eliminate completely the risk of accidental environmental contamination or injury to individuals. In
such an event, we could be liable for any damages that result, which could adversely affect our business.
If we experience a significant disruption in our information technology systems or breaches of data security, our business could be adversely affected.
We rely on information technology systems to keep financial records, manage our manufacturing operations, fulfill customer orders, capture laboratory
data, maintain corporate records, communicate with staff and external parties and operate other critical functions. Our information technology systems are
potentially vulnerable to disruption due to breakdown, malicious intrusion and computer viruses or other disruptive events including but not limited to natural
disaster. If we were to experience a prolonged system disruption in our information technology systems or those of certain of our vendors, it could negatively
impact our ability to serve our customers, which could adversely impact our business. Although we maintain offsite back-ups of our data, if operations at our
facilities were disrupted, it may cause a material disruption in our business if we are not capable of restoring function on an acceptable timeframe. In addition, our
information technology systems are potentially vulnerable to data security breaches — whether by employees or others — which may expose sensitive data to
unauthorized persons. Such data security breaches could lead to the loss of trade secrets or other intellectual property, or could lead to the public exposure of
personal information (including sensitive personal information) of our employees, customers and others, any of which could have a material adverse effect on our
business, reputation, financial condition and results of operations. In addition, any such access, disclosure or other loss of information could result in legal claims
or proceedings, liability under laws that protect the privacy of personal information, including state data protection regulations and the E.U. General Data
Protection Regulation, or GDPR, and other regulations, the breach of which could result in significant penalties. In addition, these breaches and other inappropriate
access can be difficult to detect, and any delay in identifying them may lead to increased harm of the type described above.
We intend to seek strategic collaborations and partnerships and other transactions, which may result in the use of a significant amount of our management
resources or significant costs, and we may not be able to fully realize the potential benefit of such transactions.
We intend to seek strategic collaborations, partnerships and other transactions to support the continued growth of our company. However, there is no
assurance that we will be successful in doing so. Accordingly, we may be engaged in evaluating potential transactions including, without limitation, strategic
partnerships, divestitures of existing businesses or assets, a merger or consolidation with a third party that results in a change in control, a sale or transfer of all or a
significant portion of our assets or a purchase by a third party of our securities that may result in a minority or control investment by such third party. From time to
time, we may engage in discussions that may result in one or more transactions. Although there would be uncertainty that any of these discussions would result in
definitive agreements or the completion of any transaction, we may devote a significant amount of our management resources to such a transaction, which could
negatively impact our operations. In addition, we may incur significant costs in connection with seeking strategic transactions regardless of whether the transaction
is completed. In the event that we consummate a strategic collaboration, partnership or other transaction in the future, we cannot assure you that we would fully
realize the potential benefit of such a transaction or that the market would not have an adverse reaction to any such transaction. The failure to fully realize the
potential benefit of such a transaction, adverse market reaction to any such transaction and any other issues we may encounter in connection with the
consummation of any such transaction could adversely affect our future financial results or negatively impact the value of stockholders’ investment in us.
Our strategy to seek to enter into strategic collaborations, licensing arrangements and other transactions with third parties to develop diagnostic tests and other
products may not be successful.
We have relied, and expect to continue to rely, on strategic collaborations and licensing agreements with third parties for discoveries based on which we
develop diagnostic tests and research products. For example, we licensed the rights to intellectual property that forms the basis of Prosigna from Bioclassifier,
LLC, which was founded by several of our research customers engaged in translational research. Similarly, in connection with our collaboration with Celgene
Corporation, we licensed the rights to intellectual property relating to a gene signature for lymphoma subtyping, which was discovered by a consortium of
researchers including several of our research customers, from the National Institutes of Health. In connection with our collaboration with Merck to develop a
companion diagnostic test and the subsequent termination of the collaboration agreement, Merck granted to us a non-exclusive license to certain intellectual
property that relates to Merck’s tumor
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inflammation signature. We intend to enter into more such arrangements with our research customers and other researchers, including biopharmaceutical
companies and research institutions, for development of future diagnostic products. However, there is no assurance that we will be successful in doing so.
Establishing collaborations and licensing arrangements is difficult and time-consuming. Discussions may not lead to collaborations or licenses on favorable terms,
if at all. To the extent we agree to work exclusively with a party in a given area, our opportunities to collaborate with others could be limited. Certain parties may
seek to partner with companies in addition to us in connection with a project. This, in turn, may limit the commercial potential of any products that are the subject
of such collaborations. Potential collaborators or licensors may elect not to work with us based upon their assessment of our financial, regulatory, commercial or
intellectual property position. In particular, our customers are not obligated to collaborate with us or license technology to us, and they may choose to develop
diagnostic products themselves or collaborate with our competitors.
New diagnostic product development involves a lengthy and complex process, and we may be unable to commercialize on a timely basis, or at all, any of the
tests or products we develop individually or with our collaborators.
Few research and development projects result in successful commercial products, and success in early clinical studies often is not replicated in later
studies. At any point, we may abandon development of a product candidate or we may be required to expend considerable resources repeating clinical studies,
which would adversely impact potential revenue and our expenses. In addition, any delay in product development would provide others with additional time to
commercialize competing products before we do, which in turn may adversely affect our growth prospects and operating results.
In addition, the success of the development programs for any product candidates or assays developed in collaboration with others will be dependent on the
continued pursuit and success of the related drug trials by our collaborators.
In August 2017, we entered into a collaboration agreement with Lam Research Corporation, or Lam, with respect to the development and
commercialization of our Hyb & Seq sequencing platform and related assays. Pursuant to the terms of the collaboration agreement, Lam will contribute up to
$50.0 million, payable quarterly, for allowable development costs. In exchange, Lam is eligible to receive certain single-digit percentage royalty payments on net
sales by us of certain products and technologies developed under the collaboration agreement, if any. In addition, we issued Lam a warrant to purchase up to 1.0
million shares of our common stock. Any product development activities pursuant to this collaboration are uncertain and development costs may exceed $50.0
million, in which case we would need to obtain additional funding to complete development of our Hyb & Seq sequencing platform and related assays. Ultimately
the development may not be successful, which could negatively impact our prospects for future revenue growth.
Although we expect such collaborations to provide funding to cover our costs of development, the failure, discontinuation or modification of these clinical
trials could negatively impact our ability to attract new collaboration partners, and would reduce our prospects for introducing new diagnostic products, revenue
growth, and future operating results.
The life sciences research and diagnostic markets are highly competitive. If we fail to compete effectively, our business and operating results will suffer.
We face significant competition in the life sciences research and diagnostic markets. We currently compete with both established and early stage life
sciences research companies that design, manufacture and market instruments and consumables for gene expression analysis, single-cell analysis, polymerase chain
reaction, or PCR, digital PCR, other nucleic acid detection and additional applications. These companies use well-established laboratory techniques such as
microarrays or quantitative PCR as well as newer technologies such as next generation sequencing such as RNA-sequencing. We believe our principal competitors
in the life sciences research and diagnostic markets are Agilent Technologies, Becton-Dickinson, Bio-Rad, Bio-Techne, Fluidigm, HTG Molecular Diagnostics,
Illumina, Luminex, Merck Millipore, O-Link, Perkin Elmer, Qiagen, Roche Applied Science, Thermo Fisher Scientific, and 10x Genomics. In addition, there are a
number of new market entrants in the process of developing novel technologies for the life sciences market, including those that may compete with GeoMx DSP.
We also compete with commercial diagnostic laboratory companies. We believe our principal competitor in the breast cancer diagnostics market is
Genomic Health, which provides gene expression analysis at its central laboratory in Redwood City, California and currently commands a substantial majority of
the market. We also face competition from companies such as Agendia, Biotheranostics, and Myriad Genetics.
Many of our current competitors are large publicly-traded companies, or are divisions of large publicly-traded companies, and may enjoy a number of
competitive advantages over us, including:
• greater name and brand recognition, financial and human
resources;
• broader product lines;
• larger sales forces and more established distributor networks;
• substantial intellectual property portfolios;
• larger and more established customer bases and relationships; and
-40-

Table of Contents

•

better established, larger scale, and lower cost manufacturing
capabilities.
We believe that the principal competitive factors in all of our target markets include:
• cost of capital
equipment;
• cost of consumables and supplies;
• reputation among
customers;
• innovation in product offerings;
• flexibility and ease-of-use;
• accuracy and reproducibility of results; and
• compatibility with existing laboratory processes, tools and
methods.
We believe that additional competitive factors specific to the diagnostics market include:
• availability of reimbursement for testing
services;
• breadth of clinical decisions that can be influenced by information generated by
tests;
• volume, quality, and strength of clinical and analytical validation
data;
• inclusion in treatment guidelines; and
• economic benefit accrued to customers based on testing services enabled by
products.
We cannot assure investors that our products will compete favorably or that we will be successful in the face of increasing competition from new
products and technologies introduced by our existing competitors or new companies entering our markets. In addition, we cannot assure investors that our
competitors do not have or will not develop products or technologies that currently or in the future will enable them to produce competitive products with greater
capabilities or at lower costs than ours. For example, we recently concluded that certain of our customers have shifted certain types of experiments that previously
had been performed on our nCounter system to RNA-sequencing technology. Although we are pursuing several strategies to mitigate this trend, there can be no
assurance we will be successful in doing so. Any failure to compete effectively could materially and adversely affect our business, financial condition and
operating results.
If Prosigna fails to achieve and sustain sufficient market acceptance, we will not generate expected revenue, and our prospects may be harmed.
Commercialization of Prosigna in Europe, the United States and the other jurisdictions in which we intend to pursue regulatory approval or clearance is a
key element of our strategy. Currently, most oncologists seeking sophisticated gene expression analysis for diagnosing and profiling breast cancer in their patients
ship tissue samples to a limited number of centralized laboratories typically located in the United States. We may experience reluctance, or refusal, on the part of
physicians to order, and third-party payors to pay for, Prosigna if the results of our research and clinical studies, and our sales and marketing activities relating to
communication of these results, do not convey to physicians and patients that Prosigna provides equivalent or better prognostic information than those centralized
laboratories. In addition, our diagnostic tests are performed by pathologists in local laboratories, rather than by a vendor in a remote centralized laboratory, which
requires us to educate pathologists regarding the benefits of this business model and oncologists regarding the reliability and consistency of results generated
locally. Also, we offer Prosigna in other countries outside of the United States, where genomic testing for breast cancer is not widely available and the market for
such tests is new. The future growth of the market for genomic breast cancer testing will depend on physicians’ acceptance of such testing and the availability of
reimbursement for such tests.
These hurdles may make it difficult to convince healthcare providers that tests using our technologies are appropriate options for cancer diagnostics, may
be equivalent or superior to available tests, and may be at least as cost effective as alternative technologies. If we fail to successfully commercialize Prosigna on a
widespread basis, we may never receive a return on the significant investments in sales and marketing, medical, regulatory, manufacturing and quality assurance
personnel we have made, and further investments we intend to make, which would adversely affect our growth prospects, operating results and financial condition.
Risks Related to Government Regulation and Diagnostic Product Reimbursement
Our “Research Use Only” products for the research, life sciences market could become subject to more stringent regulatory surveillance as medical devices by
the FDA or other regulatory agencies in the future which could increase our costs and delay our commercialization efforts, thereby materially and adversely
affecting our business and results of operations.
In the United States, most of our products are currently labeled and sold for Research Use Only, or RUO, and not for the diagnosis or treatment of
disease, and are sold to pharmaceutical and biotechnology companies, academic and government institutions and research laboratories. Because such products are
not intended for diagnostic use, and the products do not
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include clinical or diagnostic claims or provide directions for use as diagnostic products, they are not subject to the same level of control by the Food and Drug
Administration, or FDA, as medical devices. In particular, while the FDA regulations require that RUO products be appropriately labeled, “For Research Use
Only,” the regulations do not subject such products to the FDA’s pre- and post-market controls for medical devices. Pursuant to FDA guidance on RUO products, a
company may not make clinical or diagnostic claims about an RUO product or provide clinical directions or clinical support services to customers for RUO
products. If the FDA were to modify its approach to regulating products labeled for Research Use Only, it could reduce our revenue or increase our costs and
adversely affect our business, prospects, results of operations or financial condition. In the event that the FDA requires marketing authorization of our RUO
products in the future, there can be no assurance that the FDA will ultimately grant any clearance or approval requested by us in a timely manner, or at all.
In addition, we sell dual-use instruments with software that has both FDA-cleared functions, and research functions for which FDA approval or clearance
is not required. Dual-use instruments are subject to FDA regulation since they are intended, at least in part, for use by customers performing clinical diagnostic
testing. In November 2014, the FDA issued a guidance document that described FDA’s approach to regulating molecular diagnostic instruments that combine both
approved/cleared device functions and device functions for which approval/clearance is not required. There is a risk that the requirements for dual use instruments
could change causing additional costs and delays for development of these products. For example, there could be enforcement action if the FDA determines that
approval or clearance was required for those functions for which FDA approval or clearance has not been obtained, or the instruments are being promoted for offlabel use. There is also a risk that the FDA could broaden its current regulatory enforcement of dual-use instruments through additional FDA oversight of such
products or impose additional requirements upon such products. In July 2017, FDA adopted a new regulation exempting certain clinical multiplex test systems,
like the ones used with our Prosigna assay, from premarket notification requirements. However, these new regulations will not impact the FDA clearance
requirements for our nCounter Dx Analysis System which will still require 510(k) clearance for use with specific assays, such as Prosigna.
If Medicare and other third-party payors in the United States and foreign countries do not approve reimbursement for diagnostic tests enabled by our
technology, or revise or rescind reimbursement rates, the commercial success of our diagnostic products would be compromised.
Successful commercialization of our diagnostic products depends, in large part, on the availability of adequate reimbursement for testing services that our
diagnostic products enable from government insurance plans, managed care organizations and private insurance plans. There is significant uncertainty surrounding
third-party reimbursement for the use of tests that incorporate new technology. For example, after the FDA clearance of Prosigna in September 2013, it took over
two years to achieve broad Medicare reimbursement of Prosigna testing.
If we are unable to obtain positive policy decisions from third-party payors approving reimbursement for our tests at adequate levels, the commercial
success of our diagnostic products would be compromised and our revenue would be significantly limited. Even if we do obtain reimbursement for our tests,
Medicare, Medicaid and other payors may withdraw their coverage policies, cancel their contracts at any time, review and adjust the rate of reimbursement, require
co-payments from patients or stop paying for our tests, which would reduce revenue for testing services based on our technology, and indirectly, demand for our
diagnostic products. In addition, insurers, including managed care organizations as well as government payors such as Medicare and Medicaid, have increased their
efforts to control the cost, utilization and delivery of healthcare services, which may include decreased coverage or reduced reimbursement.
From time to time, Congress has considered and implemented changes to the Medicare fee schedules in conjunction with budgetary legislation, and
pricing and payment terms, including the possible requirement of a patient co-payment for Medicare beneficiaries for tests covered by Medicare, and are subject to
change at any time. The Protecting Access to Medicare Act, or PAMA, of 2014 revised the Medicare Clinical Laboratory Fee Schedule, or CLFS, to base prices on
private payor rates that are reported to the Centers for Medicare and Medicaid Services, or CMS. In June 2016, CMS released the final Clinical Diagnostic Tests
Laboratory Payment System regulations, in response to PAMA. Under the definitions in the regulations, Prosigna is defined as a Clinical Diagnostic Laboratory
Test, or CDLT, and therefore will be repriced every three years based on a weighted median of private payor payments submitted by reporting labs. As a result, if
private payor payment amounts decline, there is a risk that Medicare prices will fall as well, though PAMA limits these reductions to no more than 10% less than
the prior year during calendar years 2018-2020 and no more than 15% less during years 2021-2023. In 2017, as part of the market-based pricing determinations for
2018 required by PAMA, only one private payor payment from a single commercial laboratory was reported, and it was an anomalous payment amount, well
below the current Medicare reimbursement price. CMS used that single payment amount as the weighted median, which triggered an automatic 10% reduction in
Prosigna’s Medicare reimbursement rate of $3,443 to $3,099, effective January 1, 2018, followed by a subsequent 10% reduction to $2,789, effective January 1,
2019. There will be an additional 10% automatic reduction in the Medicare reimbursement rate for Prosigna for calendar year 2020. Reductions in the prices at
which testing services based on our technology are reimbursed could reduce our customers’ interest in offering Prosigna and have a negative impact on our
revenue.
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Under PAMA, CMS is required to reprice CLDTs, including Prosigna, every three years. The next repricing will be announced by CMS in late 2020,
based on private payor reimbursement data collected by reporting laboratories during the period January 1, 2019 to June 30, 2019. These new prices will take
effect on January 1, 2021. Depending on the pricing data reported by these laboratories to CMS, Prosigna’s Medicare reimbursement price may change.
In many countries outside of the United States, various coverage, pricing and reimbursement approvals are required. For example, we have received
positive reimbursement decisions for Prosigna in France, certain regions of Spain and Italy, Canada, Israel, Switzerland and Denmark, but despite these positive
developments, we continue to expect that it will take several years to establish broad coverage and reimbursement for testing services based on our products with
most payors in countries outside of the United States, and our efforts may not be successful.
We continue to pursue positive reimbursement and coverage decisions from government insurance plans, managed care organizations and private
insurance plans. From time to time, if positive coverage decisions are obtained, we may publicly announce such decisions. In most cases where coverage is denied
by a third-party payor, there will be subsequent opportunities to submit additional information or clinical evidence and have such decision reconsidered. We intend
to evaluate the benefit of continued pursuit of a positive reimbursement determination on a case by case basis and in most cases expect to continue to pursue a
positive coverage decision with those payors based on additional information or subsequent clinical developments; as a result, we do not intend to publicly
announce any denials of coverage or the absence of a coverage determination on a regular basis.
Our nCounter reagents may be used by clinical laboratories to create Laboratory-Developed Tests (LDTs), which could, in the future, be the subject of
additional FDA regulation as medical devices, which could materially and adversely affect our business and results of operations.
A clinical laboratory can use our custom-manufactured reagents to create what is called a Laboratory Developed Test, or LDT. LDTs, according to the
FDA, are diagnostic tests that are developed, validated and performed by a single laboratory and include genetic tests. Historically, LDTs generally have not been
subject to FDA regulations. In October 2014, the FDA issued draft guidance documents proposing the use of a risk-based approach to regulating LDTs. Any
restrictions on LDTs by the FDA could decrease demand for our reagents. Additionally, compliance with additional regulatory burdens could be time consuming
and costly for our customers. While FDA announced in November 2016 that it did not intend to finalize the draft LDT guidance documents, FDA could alter its
position or question a particular LDT that a laboratory is providing, or Congress could enact legislation that could result in FDA regulation of LDTs. To date, draft
legislative proposals have been discussed, but no legislation has been formally introduced. If FDA changed its policy or legislation were enacted, it could adversely
affect demand for these specialized reagents or our instruments.
Our nCounter reagents allow users to design and validate their own customized assays using standard sets of barcodes provided by us with the
laboratories’ choice of oligonucleotide probes. These reagents, which are offered to customers in the United States through a custom manufacturing service, may
be used by laboratories in conjunction with analyte-specific reagents and general purpose reagents to create diagnostic tests or test systems validated within the
accredited testing laboratory.
Approval, de novo marketing authorization, and/or clearance by the FDA and foreign regulatory authorities for our diagnostic tests will take significant time
and require significant research, development and clinical study expenditures and ultimately may not succeed.
Before we begin to label and market our products for use as clinical diagnostics in the United States, unless an exemption applies, we are required to
obtain prior 510(k) clearance, de novo marketing authorization, or pre-market approval from the FDA. In September 2013, we received FDA 510(k) clearance for
Prosigna as a prognostic indicator for distant recurrence-free survival at 10 years in post-menopausal women with Stage I/II lymph node-negative or Stage II lymph
node-positive (1-3 positive nodes) hormone receptor-positive breast cancer who have undergone surgery in conjunction with locoregional treatment and consistent
with the standard of care. In August 2014, the FDA issued a companion diagnostics final guidance stating that if the device is essential to the safety or efficacy of
the drug, the FDA generally will require approval, de novo marketing authorization or clearance for the device at the time when the FDA approves the drug. The
FDA stated in the companion diagnostics final guidance that while in some instances a companion diagnostic could come to market through a 510(k) or de novo,
FDA expects that companion diagnostics usually will require a premarket approval or PMA. In July 2016, the FDA issued a draft co-development companion
diagnostic and therapeutic guidance document which similarly reflected this information. The draft guidance appears to also relate, at least in part, to what may be
considered complementary diagnostics, i.e., diagnostics that are beneficial for therapeutic product development or clinical decision making but that do not meet the
definition of an IVD companion diagnostic. If we developed a diagnostic device to be used in conjunction with a pharmaceutical product that was then cleared,
authorized or approved, but not as a companion diagnostic for the therapeutic product, this may result in potentially reduced revenue for the test as the labeling of
the drug may not reference the need for the diagnostic test.
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Any 510(k) clearance, de novo authorization or PMA approval we obtain for any future product would place substantial restrictions on how our device is
marketed or sold. The FDA will continue to place considerable restrictions on our products, including, but not limited to, the obligation to comply with the QSR,
registering manufacturing facilities, listing the products with the FDA, and complying with labeling, marketing, complaint handling, medical device reporting
requirements, and reporting certain corrections and removals. Obtaining FDA clearance, authorization or approval for diagnostics can be expensive and uncertain,
generally takes from several months to several years from submission, and generally requires detailed and comprehensive scientific and clinical data, as well as
compliance with FDA regulations. In addition, we have limited experience in obtaining PMA approval from the FDA and are therefore supplementing our
operational capabilities to manage the more complex processes needed to obtain and maintain PMAs. Notwithstanding the expense, these efforts may never result
in FDA approval, de novo marketing authorization, or 510(k) clearance. Even if we were to obtain regulatory approval, authorization or clearance, it may not be
for the uses we believe are important or commercially attractive, in which case we would not market our product for those uses.
Sales of our diagnostic products outside the United States are subject to foreign regulatory requirements governing clinical studies, vigilance reporting,
marketing approval, manufacturing, regulatory inspections, product licensing, pricing and reimbursement. These regulatory requirements vary greatly from country
to country. As a result, the time required to obtain approvals outside the United States may differ from that required to obtain FDA approval, de novo marketing
authorization or clearance, and we may not be able to obtain foreign regulatory approvals on a timely basis or at all. Approval, de novo marketing authorization, or
clearance by the FDA does not ensure approval by regulatory authorities in other countries, and approval by one foreign regulatory authority does not ensure
approval or clearance by regulatory authorities in other countries or by the FDA, and foreign regulatory authorities could require additional testing beyond what the
FDA requires. In addition, FDA regulates exports of medical devices. Failure to comply with these regulatory requirements or to obtain required approvals or
clearances could impair our ability to commercialize our diagnostic products outside of the United States.
If we are unable to obtain additional regulatory clearances, de novo marketing authorizations, registrations, or approvals to market Prosigna in additional
countries or if regulatory limitations are placed on our diagnostic products, our business and growth will be harmed. In addition, if we do not obtain
additional regulatory clearances, de novo marketing authorizations or approvals necessary to market products other than Prosigna for diagnostic purposes, we
will be limited to marketing such products for research use only.
We have received regulatory clearance in the United States under a 510(k) for a version of our first diagnostic product, Prosigna, providing an assessment
of a patient’s risk of recurrence for breast cancer; we have obtained a CE mark for Prosigna which permits us to market that assay for diagnostic purposes in the
European Union, and we have received regulatory clearances in selected other jurisdictions. Other than with respect to Prosigna in such jurisdictions in which we
have received regulatory clearance, we are limited to marketing our products for research use only, which means that we cannot make diagnostic or clinical claims.
We intend to seek regulatory authorizations to market Prosigna in other jurisdictions and, potentially, for other indications.
In addition, pursuant to our collaborations with pharmaceutical companies for the development of companion diagnostic tests for use with their drugs, we
are responsible for obtaining any regulatory authorizations needed to use the companion diagnostic tests in clinical trials as well as the regulatory approvals to sell
the companion diagnostic tests following completion of such trials. For example, we have been collaborating with Celgene on the development of LymphMark as a
companion diagnostic test for REVLIMID and, in April 2019, Celgene announced that the trial evaluating REVLIMID for the treatment of diffuse large B-cell
lymphoma, or DLBCL, did not meet its primary endpoint. As a result, we will not file a PMA for LymphMark as a companion diagnostic for REVLIMID. Some of
the compensation we expect to receive pursuant to these collaborations is based on the receipt of regulatory approvals. Any failure to obtain regulatory approvals,
clearances, or de novo authorizations for our diagnostic tests in a particular jurisdiction may also reduce sales of our nCounter systems for clinical use in that
jurisdiction, as the lack of a robust menu of available diagnostic tests would make those systems less attractive to testing laboratories.
We cannot assure investors that we will be successful in obtaining these regulatory clearances, registrations,de novo marketing authorizations or
approvals. If we do not obtain additional regulatory clearances, de novo marketing authorization or approvals to market future products or expand future
indications for diagnostic purposes, if additional regulatory limitations are placed on our products or if we fail to successfully commercialize such products, the
market potential for our diagnostic products would be constrained, and our business and growth prospects would be adversely affected.
We expect to rely on third parties in conducting any future studies of our diagnostic products that may be required by the FDA or other regulatory authorities,
and to fulfill product registration requirements in foreign countries, and those third parties may not perform satisfactorily.
We do not have the ability to independently conduct the clinical studies or other studies that may be required to obtain FDA and other regulatory
clearance, de novo marketing authorization or approval for our diagnostic products, including
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additional indications. Accordingly, we expect to rely on third parties, such as medical institutions, clinical investigators, consultants, and our pharmaceutical
collaborators to conduct such studies. For example, we contract with clinical laboratories to perform the companion diagnostic tests we have developed that are
used in the clinical trials run by pharmaceutical companies pursuant to our companion diagnostic collaborations. Our reliance on these third parties for clinical
development activities will reduce our control over these activities. These third-party contractors may not complete activities on schedule or conduct studies in
accordance with regulatory requirements or the study design. Our reliance on third parties that we do not control will not relieve us of any applicable requirement
to ensure compliance with various procedures required under good clinical practices and regulatory requirements. If these third parties do not successfully carry
out their contractual duties or regulatory obligations or meet expected deadlines, if the third parties need to be replaced or if the quality or accuracy of the data they
obtain is compromised due to their failure to adhere to our clinical protocols or regulatory requirements or for other reasons, the studies may be extended, delayed,
suspended or terminated, and we may not be able to obtain regulatory clearance, de novo marketing authorization or approval for our diagnostic products. In
addition, under our contracts with our pharmaceutical collaborators, we potentially could be held liable for the failure of our third-party subcontractors to perform
their contractual obligations.
Our pharmaceutical collaborators may decide to end their clinical program, modify or terminate a clinical trial, or not pursue regulatory filings for a
companion diagnostic test. For example, in April 2019, Celgene announced that the trial evaluating REVLIMID for the treatment of DLBCL did not meet its
primary endpoint. In May 2019, the Company’s collaboration agreement with Celgene was terminated effective July 2019, and the Company does not intend to
file a pre-market approval for LymphMark as a companion diagnostic for REVLIMID.
In many countries, we are not able to directly apply for product registrations, and therefore must rely on third-party contractors or product distributors
resident in those countries to fulfill the product registration requirements. Our reliance on these third parties reduces our control over the registration activities, and
those parties may not appropriately register the products. Our reliance on third parties does not relieve us of the obligation to comply with applicable requirements,
and therefore any failure on the part of the third parties could subject us to enforcement action in the country in which the registration was not properly fulfilled.
We are subject to ongoing and extensive regulatory requirements, and our failure to comply with these requirements could substantially harm our business.
Certain of our products are regulated as in vitro diagnostic medical devices, including Prosigna and the nCounterFLEX Analysis System. Accordingly,
we and certain of our contract manufacturers are subject to ongoing International Organization for Standardization, or ISO, obligations as well as regulation by the
FDA and other national health authorities. These may include routine inspections by Notified Bodies, FDA, and other health authorities, of our manufacturing
facilities and our records for compliance with requirements such as ISO 13485 and the Quality System Regulation, or QSR, which establish extensive requirements
for quality assurance and control as well as manufacturing and change control procedures, among other things. We are also subject to other regulatory obligations,
such as requirements pertaining to the registration of our manufacturing facilities and the listing of our devices with the FDA; continued adverse event and
malfunction reporting; reporting certain corrections and removals; and labeling and promotional requirements. Other agencies may also issue guidelines and
regulations that could impact the development of our products, including companion diagnostic tests. For example, the European Medicines Agency, a European
Union agency which is responsible for the scientific evaluation of medicines used in the European Union, recently launched an initiative to determine guidelines for
the use of genomic biomarkers in the development and life-cycle of drugs. On May 25, 2017, the European Union adopted the IVD Directive Regulation, which
increases the regulatory requirements applicable to in vitro diagnostics in the EU and would require that we re-classify and obtain approval, registration, or
clearance for our existing CE-marked IVD products within a five-year grace period (by May 25, 2022).
We may also be subject to additional FDA or global regulatory authority post-marketing obligations or requirements by the FDA or global regulatory
authority to change our current product classifications which would impose additional regulatory obligations on us. The promotional claims we can make for
Prosigna are limited to the intended use as cleared or approved by the applicable regulatory authority. If we are not able to maintain regulatory compliance, we
may not be permitted to market our medical device products and/or may be subject to enforcement by EU Competent Authorities and the FDA and other global
regulatory authority such as the issuance of warning or untitled letters, fines, injunctions, and civil penalties; recall or seizure of products; operating restrictions;
and criminal prosecution. In addition, we may be subject to similar regulatory regimes of foreign jurisdictions as we continue to commercialize our products in
new markets outside of the United States. and Europe. Adverse Notified Body, EU Competent Authority or FDA or global regulatory authority action in any of
these areas could significantly increase our expenses and limit our revenue and profitability.
We may be subject, directly or indirectly, to healthcare fraud and abuse laws and other laws applicable to our marketing practices. If we are unable to comply,
or have not complied, with such laws, we could face substantial penalties.
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Our operations are directly, or indirectly through our customers, subject to various fraud and abuse laws, including, without limitation, the federal and
state anti-kickback statutes and state, federal and foreign marketing compliance laws and gift bans. These laws may impact, among other things, our proposed sales
and marketing and education programs and require us to implement additional internal systems for tracking certain marketing expenditures and reporting them to
government authorities. In addition, we may be subject to privacy regulations by both the federal government and the states in which we conduct our business as
well as by foreign governments and entities. The laws that may affect our ability to operate include, but are not limited to:
• the federal Anti-kickback Law and state
equivalents;
• the federal physician self-referral prohibition, commonly known as the Stark Law, and state
equivalents;
• the federal Health Insurance Portability and Accountability Act of 1996, as
amended;
• the Medicare civil money penalty and exclusion
requirements;
• the federal False Claims Act and state
equivalents;
• state physician gift bans and state, federal and foreign marketing expenditure disclosure
laws;
• state privacy laws, such as the California Consumer Privacy
Act;
• the Foreign Corrupt Practices Act, which applies to our international activities;
and
• the European Union’s General Data Protection
Regulation.
If our operations are found to be in violation of any of the laws described above or any other governmental regulations that apply to us, we may be subject
to penalties, including civil and criminal penalties, damages, fines and the curtailment or restructuring of our operations, any of which could adversely affect our
ability to operate our business and our results of operations.
Healthcare policy changes, including legislation reforming the United States healthcare system, may have a material adverse effect on our financial condition
and results of operations.
The Patient Protection and Affordable Care Act, as amended by the Health Care and Education Reconciliation Act, collectively, the ACA, enacted in
March 2010, made changes that significantly impact the pharmaceutical and medical device industries and clinical laboratories. For example, beginning in 2013,
each medical device manufacturer must pay a sales tax in an amount equal to 2.3% of the price for which such manufacturer sells its medical devices. In December
2015, Congress passed a two-year suspension of the medical device tax from January 1, 2016 to December 31, 2017. In January 2018, Congress suspended the tax
again for a two-year period ending on December 31, 2019. The tax applies to our listed medical device products, which include the nCounter Dx Analysis System
and Prosigna. The Budget Control Act of 2011 contained automatic spending cuts to the federal budget known as sequestration. As a result of sequestration,
Medicare payments are reduced by 2% per year. For Prosigna, pricing changes can occur through the annual adjustment to the CLFS; this resulted in a 10%
reduction in the Medicare reimbursement price for Prosigna starting on January 1, 2018 and future 10% reductions in 2019 and 2020. These or any future proposed
or mandated reductions in payments may apply to some or all of the clinical laboratory tests that our customers use our technology to deliver to Medicare
beneficiaries, and may indirectly reduce demand for our products.
Other significant measures contained in the ACA include coordination and promotion of research on comparative clinical effectiveness of different
technologies and procedures, initiatives to revise Medicare payment methodologies, such as bundling of payments across the continuum of care by providers and
physicians, and initiatives to promote quality indicators in payment methodologies. The ACA also included significant new fraud and abuse measures, including
required disclosures of financial arrangements with physician customers, lower thresholds for violations and increased potential penalties for such violations.
In addition to the ACA, the effect of which cannot presently be quantified, various healthcare reform proposals have also emerged from federal and state
governments. Changes in healthcare policy, such as the creation of broad test utilization limits for diagnostic products in general or requirements that Medicare
patients pay for portions of clinical laboratory tests or services received, could substantially impact the sales of our tests, increase costs and divert management’s
attention from our business. In addition, sales of our tests outside of the United States will subject us to foreign regulatory requirements, which may also change
over time.
We cannot predict whether future healthcare initiatives, including potential repeal of the ACA in whole or in part, will be implemented at the federal or
state level or in countries outside of the United States in which we may do business, or the effect any future legislation or regulation will have on us. Changes in
the United States healthcare industry may result in decreased profits to us, lower reimbursements by payors for our products or reduced medical procedure
volumes, all of which may adversely affect our business, financial condition and results of operations.
Risks Related to Intellectual Property
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If we are unable to protect our intellectual property effectively, our business would be harmed.
We rely on patent protection as well as trademark, copyright, trade secret and other intellectual property rights protection and contractual restrictions to
protect our proprietary technologies, all of which provide limited protection and may not adequately protect our rights or permit us to gain or keep any competitive
advantage. As of September 30, 2019, we owned or licensed 31 issued U.S. patents and approximately 28 pending U.S. patent applications, including provisional
and non-provisional filings. We also owned or licensed approximately 282 pending and granted counterpart applications worldwide, including 125 country-specific
validations of 14 European patents. We continue to file new patent applications to protect the full range of our technologies. If we fail to protect our intellectual
property, third parties may be able to compete more effectively against us and we may incur substantial litigation costs in our attempts to recover or restrict use of
our intellectual property.
Our success depends in part on obtaining patent protection for our products and processes, preserving trade secrets, patents, copyrights and trademarks,
operating without infringing the proprietary rights of third parties, and acquiring licenses for technology or products. We cannot assure investors that any of our
currently pending or future patent applications will result in issued patents, and we cannot predict how long it will take for such patents to be issued. As the patent
and prior art landscape for translational research and molecular diagnostic life science products grows more crowded and becomes more complex we may find it
more difficult to obtain patent protection for our products including those related to digital spatial profiling and sequencing, for example. Our existing patents and
any future patents we obtain may not be sufficiently broad to prevent others from practicing our technologies or from developing competing products and may
therefore fail to provide us with any competitive advantage. Additionally, we cannot assure investors that our currently pending or future patent applications have
or will be filed in all of our potential markets. Further, we cannot assure investors that other parties will not challenge any patents issued to us or that courts or
regulatory agencies will hold our patents to be valid or enforceable. We cannot guarantee investors that we will be successful in defending challenges made against
our patents and patent applications. Any successful third-party challenge to our patents could result in the third party or the unenforceability or invalidity of such
patents and could deprive us of the ability to prevent others from using the technologies claimed in such issued patents.
The patent positions of life sciences companies can be highly uncertain and involve complex legal and factual questions for which important legal
principles remain unresolved. No consistent policy regarding the breadth of claims allowed in such companies’ patents has emerged to date in the United States.
Furthermore, in the biotechnology field, courts frequently render opinions that may affect the patentability of certain inventions or discoveries, including opinions
that may affect the patentability of methods for analyzing or comparing DNA.
In particular, the patent positions of companies engaged in development and commercialization of genomic diagnostic tests, like Prosigna, are particularly
uncertain. Various courts, including the U.S. Supreme Court, have rendered decisions that impact the scope of patentability of certain inventions or discoveries
relating to genomic diagnostics. Specifically, these decisions stand for the proposition that patent claims that recite laws of nature (for example, the relationships
between gene expression levels and the likelihood of risk of recurrence of cancer) are not themselves patentable unless those patent claims have sufficient
additional features that provide practical assurance that the processes are genuine inventive applications of those laws rather than patent drafting efforts designed to
monopolize the law of nature itself. What constitutes a “sufficient” additional feature is uncertain. Furthermore, in view of these decisions, in December 2014 the
U.S. Patent and Trademark Office, or USPTO, published revised guidelines for patent examiners to apply when examining process claims for patent eligibility.
This guidance was updated by the USPTO in July 2015 and additional illustrative examples provided in May 2016. The USPTO provided additional guidance on
examination procedures pertaining to subject matter eligibility in April 2018 and June 2018. The guidance indicates that claims directed to a law of nature, a natural
phenomenon, or an abstract idea that do not meet the eligibility requirements should be rejected as non‑statutory, patent ineligible subject matter; however, method
of treatment claims that practically apply natural relationships should be considered patent eligible. We cannot assure you that our patent portfolio will not be
negatively impacted by the current uncertain state of the law, new court rulings or changes in guidance or procedures issued by the USPTO. From time to time, the
U.S. Supreme Court, other federal courts, the U.S. Congress or the USPTO may change the standards of patentability and validity of patents within the genomic
diagnostic space, and any such changes could have a negative impact on our business.
The laws of some non-U.S. countries do not protect intellectual property rights to the same extent as the laws of the United States, and many companies
have encountered significant problems in protecting and defending such rights in foreign jurisdictions. The legal systems of certain countries, particularly certain
developing countries, do not favor the enforcement of patents and other intellectual property protection, particularly those relating to biotechnology, which could
make it difficult for us to stop the infringement of our patents. Proceedings to enforce our patent rights in foreign jurisdictions could result in substantial cost and
divert our efforts and attention from other aspects of our business.
Changes in either the patent laws or in interpretations of patent laws in the United States or other countries may diminish the value of our intellectual
property. We cannot predict the breadth of claims that may be allowed or enforced in our patents or in third-party patents. For example:
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•

We might not have been the first to make the inventions covered by each of our pending patent
applications.
• We might not have been the first to file patent applications for these
inventions.
• Others may independently develop similar or alternative products and technologies or duplicate any of our products and
technologies.
• It is possible that our pending patent applications will not result in issued patents, and even if they issue as patents, they may not provide a basis
for commercially viable products, may not provide us with any competitive advantages, or may be challenged and invalidated by third parties.
• We may not develop additional proprietary products and technologies that are
patentable.
• The patents of others may have an adverse effect on our
business.
• We apply for patents covering our products and technologies and uses thereof, as we deem appropriate. However, we may fail to apply for
patents on important products and technologies in a timely fashion or at all.
In addition to pursuing patents on our technology, we take steps to protect our intellectual property and proprietary technology by entering into
confidentiality agreements and intellectual property assignment agreements with our employees, consultants, corporate partners and, when needed, our advisors.
Such agreements may not be enforceable or may not provide meaningful protection for our trade secrets or other proprietary information in the event of
unauthorized use or disclosure or other breaches of the agreements, and we may not be able to prevent such unauthorized disclosure. Monitoring unauthorized
disclosure is difficult, and we do not know whether the steps we have taken to prevent such disclosure are, or will be, adequate. If we were to enforce a claim that a
third party had illegally obtained and was using our trade secrets, it would be expensive and time consuming, and the outcome would be unpredictable. In addition,
courts outside the United States may be less willing to protect trade secrets.
In addition, competitors could purchase our products and attempt to replicate some or all of the competitive advantages we derive from our development
efforts, willfully infringe our intellectual property rights, design around our protected technology or develop their own competitive technologies that fall outside of
our intellectual property rights. In addition, competitors may develop their own versions of our tests in countries where we did not apply for patents, where our
patents have not issued or where our intellectual property rights are not recognized and compete with us in those countries and markets. If our intellectual property
is not adequately protected so as to protect our market against competitors’ products and methods, our competitive position could be adversely affected, as could
our business.
We have not yet registered certain of our trademarks in all of our potential markets. If we apply to register these trademarks, our applications may not be
allowed for registration, and our registered trademarks may not be maintained or enforced. In addition, opposition or cancellation proceedings may be filed against
our trademark applications and registrations, and our trademarks may not survive such proceedings. If we do not secure registrations for our trademarks, we may
encounter more difficulty in enforcing them against third parties than we otherwise would.
To the extent our intellectual property, including licensed intellectual property, offers inadequate protection, or is found to be invalid or unenforceable,
we would be exposed to a greater risk of direct competition. If our intellectual property does not provide adequate protection against our competitors’ products,
our competitive position could be adversely affected, as could our business. Both the patent application process and the process of managing patent disputes can be
time consuming and expensive.
We depend on certain technologies that are licensed to us. We do not control these technologies and any loss of our rights to them could prevent us from
selling our products.
We rely on licenses in order to be able to use various proprietary technologies that are material to our business, including our core digital molecular
barcoding technology licensed from the Institute for Systems Biology, technology relating to Prosigna licensed from Bioclassifier, LLC, intellectual property
relating to a gene signature for lymphoma subtyping from the National Institutes of Health, and intellectual property relating to the tumor inflammation signature
from Merck. We do not own the patents that underlie these licenses. Our rights to use these technologies and employ the inventions claimed in the licensed patents
are subject to the continuation of and compliance with the terms of those licenses.
We may need to license other technologies to commercialize future products. We may also need to negotiate licenses to patents and patent applications
after launching any of our commercial products. Our business may suffer if the patents or patent applications are unavailable for license or if we are unable to enter
into necessary licenses on acceptable terms.
In some cases, we do not control the prosecution, maintenance, or filing of the patents to which we hold licenses, or the enforcement of these patents
against third parties. Some of our patents and patent applications were either acquired from another company who acquired those patents and patent applications
from yet another company, or are licensed from a third party. Thus, these patents and patent applications are not written by us or our attorneys, and we did not have
control over the drafting and prosecution. The former patent owners and our licensors might not have given the same attention to the drafting
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and prosecution of these patents and applications as we would have if we had been the owners of the patents and applications and had control over the drafting and
prosecution. We cannot be certain that drafting or prosecution of the licensed patents and patent applications by the licensors have been or will be conducted in
compliance with applicable laws and regulations or will result in valid and enforceable patents and other intellectual property rights.
Enforcement of our licensed patents or defense of any claims asserting the invalidity of these patents is often subject to the control or cooperation of our
licensors. Certain of our licenses contain provisions that allow the licensor to terminate the license upon specific conditions. Therefore, our business may suffer if
these licenses terminate, if the licensors fail to abide by the terms of the license or fail to prevent infringement by third parties or if the licensed patents or other
rights are found to be invalid. Our rights under the licenses are subject to our continued compliance with the terms of the license, including the payment of
royalties due under the license. Because of the complexity of our products and the patents we have licensed, determining the scope of the license and related
royalty obligation can be difficult and can lead to disputes between us and the licensor. An unfavorable resolution of such a dispute could lead to an increase in the
royalties payable pursuant to the license or termination of the license. If a licensor believed we were not paying the royalties due under the license or were
otherwise not in compliance with the terms of the license, the licensor might attempt to revoke the license. If such an attempt were successful, we might be barred
from producing and selling some or all of our products.
In addition, certain of the patents we have licensed relate to technology that was developed with U.S. government grants. Federal regulations impose
certain domestic manufacturing requirements with respect to some of our products embodying these patents.
Involvement in lawsuits to protect or enforce our patents and proprietary rights, to determine the scope, coverage and validity of others’ proprietary rights, or
to defend against third-party claims of intellectual property infringement, could be time-intensive and costly and may adversely impact our business or stock
price.
We have received notices of claims of infringement and misappropriation or misuse of other parties’ proprietary rights in the past and may from time to
time receive additional notices. Some of these claims have led and may lead to litigation. We cannot assure investors that we will prevail in such actions, or that
other actions alleging misappropriation or misuse by us of third-party trade secrets, infringement by us of third-party patents and trademarks or other rights, or the
validity of our patents, trademarks or other rights, will not be asserted or prosecuted against us.
Litigation may also be necessary for us to protect or enforce our patent and proprietary rights, defend against third-party claims or to determine the scope,
coverage and validity of the proprietary rights of others. Litigation could result in substantial legal fees and could adversely affect the scope of our patent
protection and reduce our ability to compete in the marketplace. The outcome of any litigation or other proceeding is inherently uncertain and might not be
favorable to us. If we resort to legal proceedings to enforce our intellectual property rights or to determine the validity, scope and coverage of the intellectual
property or other proprietary rights of others, the proceedings could be burdensome and expensive, even if we were to prevail. Any litigation that may be necessary
in the future could result in substantial costs and diversion of resources and could have a material adverse effect on our business, operating results or financial
condition.
Numerous significant intellectual property issues have been litigated, and will likely continue to be litigated, between existing and new participants in our
existing and targeted markets. Our success depends in part on our non-infringement of the patents or proprietary rights of third parties. We develop complex
products that integrate a wide range of technologies which may impact our ability to do so clear of third party rights and therefore may need to license other
technologies or challenge the scope, coverage and validity of the proprietary rights of others to commercialize future products. As we develop new technologies
such as those related to genomic diagnostic tests, digital spatial profiling and sequencing, for example, and move into new markets and applications for our
products, we expect incumbent participants in such markets may assert their patents and other proprietary rights against us as part of a business strategy to slow our
entry into such markets, impede our successful competition and/or extract substantial license and royalty payments from us. In addition, we may be unaware of
pending third-party patent applications that relate to our technology and our competitors and others may have patents or may in the future obtain patents and claim
that use of our products infringes these patents. Our competitors and others may now, and in the future, have significantly larger and more mature patent portfolios
than we currently have. In addition, future litigation may involve patent holding companies or other adverse patent owners who have no relevant product revenue
and against whom our own patents may provide little or no deterrence or protection. Therefore, our commercial success may depend in part on our noninfringement of the patents or proprietary rights of third parties. We are aware of a third party, Genomic Health, Inc., that has issued patents and pending patent
applications in the United States, Europe and other jurisdictions that claim methods of using certain genes that are included in Prosigna. We believe that Prosigna
does not infringe any valid issued claim. We could incur substantial costs and divert the attention of our management and technical personnel in defending against
any of these claims. Any adverse ruling or perception of an adverse ruling in defending ourselves against these claims could have an adverse impact on our stock
price, which may be disproportionate to the actual impact of the ruling itself. Parties making claims against us may be able to obtain injunctive or other relief,
which could block our ability to develop, commercialize and sell products, and could result in the award of substantial damages against us. In the event of a
successful claim of infringement against us, we may be
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required to pay damages and obtain one or more licenses from third parties, or be prohibited from selling certain products. We may not be able to obtain these
licenses at a reasonable cost, if at all. We could therefore incur substantial costs related to royalty payments for licenses obtained from third parties, which could
negatively affect our gross margins. In addition, we could encounter delays in product introductions while we attempt to develop alternative methods or products to
avoid infringing third-party patents or proprietary rights. Defense of any lawsuit or failure to obtain any of these licenses on favorable terms could prevent us from
commercializing products, and the prohibition of sale of any of our products could materially affect our ability to grow and gain market acceptance for our
products.
Furthermore, because of the substantial amount of discovery required in connection with intellectual property litigation, there is a risk that some of our
confidential information could be compromised by disclosure during this type of litigation. In addition, during the course of this kind of litigation, there could be
public announcements of the results of hearings, motions or other interim proceedings or developments. If securities analysts or investors perceive these results to
be negative, it could have a substantial adverse effect on the price of our common stock.
In addition, our agreements with some of our suppliers, distributors, customers, collaborators and other entities with whom we do business require us to
defend or indemnify these parties to the extent they become involved in infringement claims against us, including the claims described above. We could also
voluntarily agree to defend or indemnify third parties in instances where we are not obligated to do so if we determine it would be important to our business
relationships. If we are required or agree to defend or indemnify any of these third parties in connection with any infringement claims, we could incur significant
costs and expenses that could adversely affect our business, operating results, or financial condition.
We may be subject to damages resulting from claims that we or our employees have wrongfully used or disclosed alleged trade secrets of our employees’
former employers.
Many of our employees were previously employed at universities or other life sciences companies, including our competitors or potential competitors.
Although no claims against us are currently pending, we or our employees may be subject to claims that these employees or we have inadvertently or otherwise
used or disclosed trade secrets or other proprietary information of their former employers. Litigation may be necessary to defend against these claims. If we fail in
defending such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights. A loss of key research personnel work product
could hamper or prevent our ability to commercialize certain potential products, which could severely harm our business. Even if we are successful in defending
against these claims, litigation could result in substantial costs and be a distraction to management.
Our products contain third-party open source software components, and failure to comply with the terms of the underlying open source software licenses
could restrict our ability to sell our products.
Our products contain software tools licensed by third-party authors under “open source” licenses. Use and distribution of open source software may entail
greater risks than use of third-party commercial software, as open source licensors generally do not provide warranties or other contractual protections regarding
infringement claims or the quality of the code. Some open source licenses contain requirements that we make available source code for modifications or derivative
works we create based upon the type of open source software we use. If we combine our proprietary software with open source software in a certain manner, we
could, under certain open source licenses, be required to release the source code of our proprietary software to the public. This would allow our competitors to
create similar products with less development effort and time and ultimately could result in a loss of product sales.
Although we monitor our use of open source software to avoid subjecting our products to conditions we do not intend, the terms of many open source
licenses have not been interpreted by U.S. courts, and there is a risk that these licenses could be construed in a way that could impose unanticipated conditions or
restrictions on our ability to commercialize our products. Moreover, we cannot assure investors that our processes for controlling our use of open source software
in our products will be effective. If we are held to have breached the terms of an open source software license, we could be required to seek licenses from third
parties to continue offering our products on terms that are not economically feasible, to re-engineer our products, to discontinue the sale of our products if reengineering could not be accomplished on a timely basis, or to make generally available, in source code form, our proprietary code, any of which could adversely
affect our business, operating results, and financial condition.
We use third-party software that may be difficult to replace or cause errors or failures of our products that could lead to lost customers or harm to our
reputation.
We use software licensed from third parties in our products. In the future, this software may not be available to us on commercially reasonable terms, or
at all. Any loss of the right to use any of this software could result in delays in the production of our products until equivalent technology is either developed by us,
or, if available, is identified, obtained and integrated, which could harm our business. In addition, any errors or defects in third-party software, or other third-party
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software failures could result in errors, defects or cause our products to fail, which could harm our business and be costly to correct. Many of these providers
attempt to impose limitations on their liability for such errors, defects or failures, and if enforceable, we may have additional liability to our customers or thirdparty providers that could harm our reputation and increase our operating costs.
We will need to maintain our relationships with third-party software providers and to obtain software from such providers that does not contain any errors
or defects. Any failure to do so could adversely impact our ability to deliver reliable products to our customers and could harm our results of operations.
Risks Related to Our Common Stock
The price of our common stock may be volatile, and you could lose all or part of your investment.
The trading price of our common stock has fluctuated and may continue to fluctuate substantially. The trading price of our common stock depends on a
number of factors, including those described in this “Risk Factors” section, many of which are beyond our control and may not be related to our operating
performance. These fluctuations could cause stockholders to lose all or part of their investment in our common stock. Factors that could cause fluctuations in the
trading price of our common stock include the following:
• actual or anticipated quarterly variation in our results of operations or the results of our
competitors;
• announcements by us or our competitors of new products, significant contracts or commercial
relationships;
• failure to obtain or delays in obtaining product approvals or clearances from the FDA or foreign
regulators;
• adverse regulatory or reimbursement
announcements;
• issuance of new or changed securities analysts’ reports or recommendations for our
stock;
• developments or disputes concerning our intellectual property or other proprietary
rights;
• commencement of, or our involvement in,
litigation;
• market conditions in the research and diagnostics
markets;
• manufacturing
disruptions;
• any future sales of our common stock or other
securities;
• any change to the composition of the board of directors or key
personnel;
• announcements by us or our competitors of significant acquisitions or divestitures, strategic partnerships, joint ventures or capital
commitments;
• general economic conditions and slow or negative growth of our markets;
and
• the other factors described in this “Risk Factors”
section.
The stock market in general, and market prices for the securities of life sciences and diagnostic companies like ours in particular, have from time to time
experienced volatility that often has been unrelated to the operating performance of the underlying companies. These broad market and industry fluctuations may
adversely affect the market price of our common stock, regardless of our operating performance. In several recent situations where the market price of a stock has
been volatile, holders of that stock have instituted securities class action litigation against the company that issued the stock. If any of our stockholders were to
bring a lawsuit against us, the defense and disposition of the lawsuit could be costly and divert the time and attention of our management and harm our operating
results.
If securities or industry analysts do not publish research reports about our business, or if they issue an adverse opinion about our business, our stock price
and trading volume could decline.
The trading market for our common stock will be influenced by the research and reports that industry or securities analysts publish about us or our
business. If one or more of the analysts who cover us issues an adverse opinion about our company, our stock price would likely decline. If one or more of these
analysts ceases coverage of us or fails to regularly publish reports on us, we could lose visibility in the financial markets, which in turn could cause our stock price
or trading volume to decline.
Future sales of our common stock in the public market could cause our stock price to fall.
Our stock price could decline as a result of sales of a large number of shares of our common stock or the perception that these sales could occur, including
by our officers, directors and their respective affiliates. These sales, or the possibility that these sales may occur, also might make it more difficult for us to sell
equity securities in the future at a time and at a price that we deem appropriate.
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We register the offer and sale of all shares of common stock that we may issue under our equity compensation plans. In addition, in the future, we may
issue additional shares of common stock or other equity or debt securities convertible into common stock in connection with a financing, acquisition, litigation
settlement, employee arrangements or otherwise. For example, in July and August 2018, we sold an aggregate of 4,600,000 shares of common stock in an
underwritten public offering for net proceeds of $53.8 million and in March 2019, we sold an aggregate of 3,175,000 shares of common stock in an underwritten
public offering for net proceeds of $68.3 million. Any such future issuance could result in substantial dilution to our existing stockholders and could cause our
stock price to decline.
We have broad discretion over the use of the proceeds to us from our 2018 and 2019 underwritten public offerings and our October 2018 term loan agreement
and may apply the proceeds to uses that do not improve our operating results or the value of your securities.
We have broad discretion over the use of proceeds to us from our 2018 and 2019 underwritten public offerings and our October 2018 term loan
agreement and investors will be relying solely on the judgment of our board of directors and management regarding the application of these proceeds. Our use of
the proceeds may not improve our operating results or increase the value of the securities offered pursuant to the foregoing fundraising transactions.
Anti-takeover provisions in our charter documents and under Delaware or Washington law could make an acquisition of us difficult, limit attempts by our
stockholders to replace or remove our current management and limit our stock price.
Provisions of our certificate of incorporation and bylaws may delay or discourage transactions involving an actual or potential change in our control or
change in our management, including transactions in which stockholders might otherwise receive a premium for their shares, or transactions that our stockholders
might otherwise deem to be in their best interests. Therefore, these provisions could adversely affect the price of our stock. Among other things, the certificate of
incorporation and bylaws:
• permit the board of directors to issue up to 15,000,000 shares of preferred stock, with any rights, preferences and privileges as they may
designate;
• provide that the authorized number of directors may be changed only by resolution of the board of
directors;
• provide that all vacancies, including newly-created directorships, may, except as otherwise required by law, be filled by the affirmative vote of a
majority of directors then in office, even if less than a quorum;
• divide the board of directors into three
classes;
• provide that a director may only be removed from the board of directors by the stockholders for
cause;
• require that any action to be taken by our stockholders must be effected at a duly called annual or special meeting of stockholders and may not
be taken by written consent;
• provide that stockholders seeking to present proposals before a meeting of stockholders or to nominate candidates for election as directors at a
meeting of stockholders must provide notice in writing in a timely manner, and meet specific requirements as to the form and content of a
stockholder’s notice;
• prevent cumulative voting rights (therefore allowing the holders of a plurality of the shares of common stock entitled to vote in any election of
directors to elect all of the directors standing for election, if they should so choose);
• provide that special meetings of our stockholders may be called only by the chairman of the board, our chief executive officer or by the board of
directors; and
• provide that stockholders are permitted to amend the bylaws only upon receiving at least two-thirds of the total votes entitled to be cast by
holders of all outstanding shares then entitled to vote generally in the election of directors, voting together as a single class.
In addition, because we are incorporated in Delaware, we are governed by the provisions of Section 203 of the Delaware General Corporation Law, which
generally prohibits a Delaware corporation from engaging in any of a broad range of business combinations with any “interested” stockholder for a period of three
years following the date on which the stockholder became an “interested” stockholder. Likewise, because our principal executive offices are located in
Washington, the anti-takeover provisions of the Washington Business Corporation Act may apply to us under certain circumstances now or in the future. These
provisions prohibit a “target corporation” from engaging in any of a broad range of business combinations with any stockholder constituting an “acquiring person”
for a period of five years following the date on which the stockholder became an “acquiring person.”
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Complying with the laws and regulations affecting public companies increases our costs and the demands on management and could harm our operating
results.
As a public company, we incur and will continue to incur significant legal, accounting and other expenses that we did not incur as a private company. We
ceased to be an “emerging growth company” on December 31, 2018 and are no longer eligible for reduced disclosure requirements and exemptions applicable to
“emerging growth companies.” We expect that our loss of “emerging growth company” status will require additional attention from management and will result in
increased costs to us, which could include higher legal fees, accounting fees and fees associated with investor relations activities, among others. In addition, the
Sarbanes-Oxley Act and rules subsequently implemented by the SEC and The Nasdaq Global Market impose numerous requirements on public companies,
including requiring changes in corporate governance practices. Also, the Exchange Act requires, among other things, that we file annual, quarterly and current
reports with respect to our business and operating results. Our management and other personnel must devote a substantial amount of time to compliance with these
laws and regulations. These burdens may increase as new legislation is passed and implemented, including any new requirements that the Dodd-Frank Wall Street
Reform and Consumer Protection Act of 2010 may impose on public companies. These requirements have increased and will likely continue to increase our legal,
accounting, and financial compliance costs and have made and will continue to make some activities more time consuming and costly. For example, as a public
company it is more difficult and more expensive for us to obtain director and officer liability insurance, and in the future we may be required to accept reduced
policy limits and coverage or to incur substantial costs to maintain the same or similar coverage. These rules and regulations could also make it more difficult for us
to attract and retain qualified persons to serve on our board of directors or our board committees or as executive officers.
The Sarbanes-Oxley Act requires the SEC to implement new requirements on registrants, and these new requirements that were implemented require,
among other things, that we assess the effectiveness of our internal control over financial reporting annually and SEC requirements also require us to assess the
effectiveness of our disclosure controls and procedures quarterly. In particular, Section 404 of the Sarbanes-Oxley Act, or Section 404, requires us to perform
system and process evaluation and testing of our internal control over financial reporting to allow management to report on, and our independent registered public
accounting firm to attest to, the effectiveness of our internal control over financial reporting. As an “emerging growth company,” we availed ourselves of the
exemption from the requirement that our independent registered public accounting firm attest to the effectiveness of our internal control over financial reporting
under Section 404. However, we may no longer avail ourselves of this exemption since we ceased to be an “emerging growth company” on December 31, 2018.
As a result, our independent registered public accounting firm is required to undertake an assessment of our internal control over financial reporting and the cost of
our compliance with Section 404 will correspondingly increase. Our compliance with applicable provisions of Section 404 will require that we incur substantial
accounting expense and expend significant management time on compliance-related issues as we implement additional corporate governance practices and comply
with reporting requirements.
As disclosed in our Annual Report on Form 10-K for the year ended December 31, 2018, filed with the SEC on March 11, 2019, during the fourth quarter
of 2018, management identified material weaknesses in internal control related to ineffective aspects of its overall control environment related to information
technology general controls. This material weakness contributed to additional material weaknesses, specifically in the areas of: (i) user access and program change
management over certain information technology systems and (ii) controls over monitoring of certain access rights related to processing journal entries, both of
which support our financial reporting processes. As a result, management concluded that our internal control over financial reporting was not effective as of
December 31, 2018. We have taken steps to implement remediation efforts; however, there can be no assurance that our efforts to remediate the material
weaknesses will be successful or will be completed by the end of 2019. Pursuing these remediation efforts will result in additional technology and other expenses.
If we are unable to remediate these material weaknesses, or are otherwise unable to maintain effective internal control over financial reporting or
disclosure controls and procedures, our ability to record, process and report financial information accurately, and to prepare financial statements within required
time periods, could be adversely affected, which could subject us to litigation or investigations requiring management resources and payment of legal and other
expenses and negatively impact the price of our common stock. In addition, we could be subject to sanctions or investigations by the SEC or other regulatory
authorities, which would require additional financial and management resources.
Furthermore, investor perceptions of our company may suffer as a result of the material weaknesses in our internal controls, and this could cause a
decline in the market price of our stock. Irrespective of compliance with Section 404, any failure of our internal control over financial reporting could have a
material adverse effect on our stated operating results and harm our reputation. If we are unable to remediate the material weaknesses effectively or efficiently or
avoid future material weaknesses, it could harm our operations, financial reporting, or financial results and could result in an adverse opinion on our internal
control over financial reporting from our independent registered public accounting firm.
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Item 6.

Exhibits and Financial Statement
Schedules.

(a) Exhibits.

Exhibit
Number

31.1
31.2
32.1*
32.2*
101.INS
101.SCH
101.CAL
101.DEF
101.LAB
101.PRE
*

Description

Certification of Chief Executive Officer pursuant to Rule 13a-14(a).
Certification of Chief Financial Officer pursuant to Rule 13a-14(a).
Certification of Chief Executive Officer pursuant to 18 U.S.C. Section 1350.
Certification of Chief Financial Officer pursuant to 18 U.S.C. Section 1350.
XBRL Instance Document.
XBRL Taxonomy Extension Schema Document.
XBRL Taxonomy Extension Calculation Linkbase Document.
XBRL Taxonomy Extension Definition Linkbase Document.
XBRL Taxonomy Extension Label Linkbase Document.
XBRL Taxonomy Extension Presentation Linkbase Document.

The Certifications attached as Exhibits 32.1 and 32.2 that accompany this Quarterly Report on Form 10-Q are not deemed filed with the Securities and
Exchange Commission and are not to be incorporated by reference into any filing of NanoString Technologies, Inc. under the Securities Act of 1933, as
amended, or the Securities Exchange Act of 1934, as amended, whether made before or after the date of this Form 10-Q, irrespective of any general
incorporation language contained in such filing.
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SIGNATURES
Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned, thereunto duly authorized.
NANOSTRING TECHNOLOGIES, INC.
Date:

November 5, 2019

By:

/s/ R. Bradley Gray
R. Bradley Gray
President and Chief Executive Officer
(Principal Executive Officer)

Date:

November 5, 2019

By:

/s/ K. Thomas Bailey
K. Thomas Bailey
Chief Financial Officer
(Principal Financial and Accounting Officer)
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Exhibit 31.1
CERTIFICATIONS
I, R. Bradley Gray, certify that:
1.

I have reviewed this Quarterly Report on Form 10-Q of NanoString Technologies,
Inc.;

2.

Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the
statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;

3.

Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the
financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

4.

The registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in
Exchange Act Rules 13a-15(e) and 15d–15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a–15(f) and 15d–15(f))
for the registrant and have:

5.

a)

Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to
ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within those
entities, particularly during the period in which this report is being prepared;

b)

Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our
supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principles;

c)

Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the
effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and

d)

Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent
fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to
materially affect, the registrant’s internal control over financial reporting; and

The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):
a)

All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably
likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

b)

Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control
over financial reporting.

Date: November 5, 2019
/s/ R. Bradley Gray
R. Bradley Gray
President and Chief Executive Officer
(Principal Executive Officer)

Exhibit 31.2
CERTIFICATIONS
I, K. Thomas Bailey, certify that:
1.

I have reviewed this Quarterly Report on Form 10-Q of NanoString Technologies,
Inc.;

2.

Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the
statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;

3.

Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the
financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

4.

The registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in
Exchange Act Rules 13a-15(e) and 15d–15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a–15(f) and 15d–15(f))
for the registrant and have:

5.

a)

Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to
ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within those
entities, particularly during the period in which this report is being prepared;

b)

Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our
supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principles;

c)

Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the
effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and

d)

Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent
fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to
materially affect, the registrant’s internal control over financial reporting; and

The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):
a)

All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably
likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

b)

Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control
over financial reporting.

Date: November 5, 2019
/s/ K. Thomas Bailey
K. Thomas Bailey
Chief Financial Officer
(Principal Financial and Accounting Officer)

Exhibit 32.1
NANOSTRING TECHNOLOGIES, INC.
CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
In connection with the Quarterly Report of NanoString Technologies, Inc. (the “Company”) onForm 10-Q for the quarter ended September 30, 2019, as
filed with the Securities and Exchange Commission on the date hereof (the “Report”), I, R. Bradley Gray, President and Chief Executive Officer (Principal
Executive Officer) of the Company, certify, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to my
knowledge:
(1)

The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934;
and

(2)

The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the
Company.

/s/ R. Bradley Gray
R. Bradley Gray
President and Chief Executive Officer
(Principal Executive Officer)
Date: November 5, 2019
A signed original of this written statement required by Section 906 of the Sarbanes-Oxley Act of 2002 has been provided to the Company and will be
retained by the Company and furnished to the Securities and Exchange Commission or its staff upon request.
This certification accompanies the Report to which it relates, is not deemed filed with the Securities and Exchange Commission and is not to be
incorporated by reference into any filing of NanoString Technologies, Inc. under the Securities Act of 1933, as amended, or the Securities Exchange Act of 1934,
as amended (whether made before or after the date of the Report), irrespective of any general incorporation language contained in such filing.

Exhibit 32.2
NANOSTRING TECHNOLOGIES, INC.
CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
In connection with the Quarterly Report of NanoString Technologies, Inc. (the “Company”) onForm 10-Q for the quarter ended September 30, 2019, as
filed with the Securities and Exchange Commission on the date hereof (the “Report”), I, K. Thomas Bailey, Chief Financial Officer (Principal Financial and
Accounting Officer) of the Company, certify, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to
my knowledge:
(1)

The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934;
and

(2)

The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the
Company.

/s/ K. Thomas Bailey
K. Thomas Bailey
Chief Financial Officer
(Principal Financial and Accounting Officer)
Date: November 5, 2019
A signed original of this written statement required by Section 906 of the Sarbanes-Oxley Act of 2002 has been provided to the Company and will be
retained by the Company and furnished to the Securities and Exchange Commission or its staff upon request.
This certification accompanies the Report to which it relates, is not deemed filed with the Securities and Exchange Commission and is not to be
incorporated by reference into any filing of NanoString Technologies, Inc. under the Securities Act of 1933, as amended, or the Securities Exchange Act of 1934,
as amended (whether made before or after the date of the Report), irrespective of any general incorporation language contained in such filing.

