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Afirma Genomic Sequencing Classifier and Xpression Atlas.



Percepta Genomic Sequencing Classifier. 

New England Journal of Medicine

Envisia Genomic Classifier.  

The Lancet Respiratory Medicine

Prosigna Breast Cancer Prognostic Gene Signature Assay

in vitro



in vitro
in vitro





Thyroid Market Opportunity for Our Afirma Solution

Lung Cancer Market Opportunity for Our Percepta Classifier 



IPF Market Opportunity for Our Envisia Classifier 

Breast Cancer Market Opportunity for Our Prosigna Test 



Annals of Oncology Journal of 
Clinical Oncology.

LymphMark Lymphoma Subtyping Test 



Genomic Testing 

Core Expertise in Broad-based Genomic Analysis.  

Platform-Agnostic Approach. 

Proprietary Capabilities in Analyzing Small, Heterogeneous Cytology Samples. 

Precision and Reproducibility. 

nCounter Analysis System

in vitro
in vitro



The New England Journal of Medicine

JAMA Surgery

The New England Journal 
of Medicine

CHEST 

The Lancet Respiratory Medicine

Annals of Oncology

the Journal of Clinical Oncology Journal of the National Cancer Institute JAMA Oncology



FNAs for Afirma Genomic Testing Only.

FNAs for Cytopathology and Reflexed Afirma Genomic Testing. 

Bronchoscopy Samples for Percepta Classifier.  

Bronchoscopy Samples for Envisia Classifier. 



Compile a Growing Library of Peer-reviewed Studies that Demonstrate the Test Is Effective.  

Meet the Evidence Standards Necessary to Be Consistent with Leading Clinical Guidelines.  

Execute an Internal Managed Care and Claims Adjudication Function as Part of Our Core Business Operations.

Collaborate with Network of Key Opinion Leaders. 

Established Payer Relationships and In-network Contracts.  

United States 



Outside the United States 





Clinical Laboratory Improvement Amendments of 1988, or CLIA m

State Laboratory Licensing 

California Laboratory Licensing 

New York Laboratory Licensing 



Other States' Laboratory Licensing 

United States Regulation of Laboratory Testing 

Food and Drug Administration: Diagnostic Kits



De Novo De Novo
De Novo

De Novo
De Novo

Federal Oversight of Laboratory Developed Tests and Research Use Only Products 



De Novo



Privacy and Fraud and Abuse Compliance

Health Insurance Portability and Accountability Act 



Corporate Practice of Medicine

Federal and State Physician Self-Referral Prohibitions

Federal and State Anti-Kickback Laws



Other Federal and State Fraud and Abuse Laws



International 



Our People. p

Diversity, Inclusion, and Belonging.y, , g g







We have a history of losses, and we expect to incur net losses for the foreseeable future and may never achieve or sustain
profitability.

The outbreak of COVID-19 has had an adverse effect on our business, results of operations and financial condition.



Our financial results currently depend mainly on sales of our Afirma tests, and we will need to generate sufficient revenue 
from this and other diagnostic solutions to grow our business.



If we are unable to grow our Percepta and Envisia sales, our business may suffer.

We depend on a few payers for a significant portion of our revenue and if one or more significant payers stops providing 
reimbursement or decreases the amount of reimbursement for our tests, our revenue could decline.





If payers do not provide reimbursement, rescind or modify their reimbursement policies, delay payments for our tests, 
recoup past payments, or if we are unable to successfully negotiate additional reimbursement contracts, our commercial tt
success could be compromised.

We may experience limits on our revenue if physicians decide not to order our tests.



We may experience limits on our revenue if patients decide not to use our tests.

If we fail to comply with federal and state licensing requirements, we could lose the ability to perform our tests or 
experience disruptions to our business.



The pending acquisition of Decipher may present many risks and we may not realize the strategic and financial goals that 
were contemplated at the time we entered into the Merger Agreement



If our general strategy of seeking growth through acquisitions and collaborations is not successful, or if we do not 
successfully integrate companies or assets that we acquire into our business, our prospects and financial condition will 
suffer.

Our future success and international growth depends, in part, on our ability to adapt select tests to be performed on the 
nCounter Analysis System.

If we are not successful in advancing our collaborations with Johnson & Johnson and others, our prospects and financial 
condition will suffer.

We rely on sole suppliers for some of the reagents, equipment and other materials used to perform our tests, and we may 
not be able to find replacements or transition to alternative suppliers.



We depend on a specialized cytopathology practice to perform the cytopathology component of our Afirma test, and our rr
ability to perform our diagnostic solution would be harmed if we were required to secure a replacement.

Due to how we recognize revenue, our quarterly operating results are likely to fluctuate.

We may be unable to manage our future growth effectively, which could make it difficult to execute our business strategy.



If we are unable to support demand for our commercial tests, our business could suffer.

Changes in healthcare policy, including legislation reforming the U.S. healthcare system, may have a material adverse 
effect on our financial condition and operations.





Because of Medicare billing rules, we may not receive reimbursement for all tests provided to Medicare patients. 

If the FDA were to begin regulating those of our tests that are not currently regulated, we could incur substantial costs t
and delays associated with trying to obtain premarket clearance or approval.





Obtaining marketing authorization 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.

De Novo



If we are unable to obtain marketing authorizations to market Prosigna in additional countries or if regulatory limitations f
are placed on our diagnostic kit products, our business and growth will be harmed.

We are subject to ongoing and extensive regulatory requirements, and our failure to comply with these requirements could 
substantially harm our business.



If we are unable to compete successfully, we may be unable to increase or sustain our revenue or achieve profitability.



The loss of members of our senior management team or our inability to attract and retain key personnel could adverselye
affect our business.

Billing for our diagnostic tests is complex, and we must dedicate substantial time and x resources to the billing process to be 
paid.



We rely on a third-party provider to transmit claims to payers, and any delay in transmitting claims could have an adverse
effect on our revenue.



If our internal sales force is less successful than anticipated, our business expansion plans could suffer and our ability to
generate revenues could be diminished. In addition, we have limited history selling our molecular diagnostics tests on a 
direct basis and our limited history makes forecasting difficult.

Developing new products involves a lengthy and complex process, and we may not be able to commercialize on a timely 
basis, or at all, other products we are developing.



If we cannot enter into new clinical study collaborations, our product development and subsequent commercialization 
could be delayed.

If we are unable to develop products to keep pace with rapid technological, medical and scientific change, our operating 
results and competitive position could be harmed.

Our Loan and Security Agreement provides our lenders with a first-priority lien against substantially all of our assets,
excluding our intellectual property, and contains financial covenants and other restrictions on our actions, which could 
limit our operational flexibility and otherwise adversely affect our financial condition.

Complying with numerous statutes and regulations pertaining to our business is an expensive and time-consuming g
process, and any failure to comply could result in substantial penalties.





If we use hazardous materials in a manner that causes contamination or injury, we could be liable for resulting damages.tt

International expansion of our business exposes us to business, regulatory, political, operational, financial and economic
risks associated with doing business outside of the United States.



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.

If we are sued for product liability or errors and omissions liability, we could face substantial liabilities that exceed our 
resources.



Our business is subject to the risk of disruptions caused by pandemics, political events, war, terrorism, earthquakes, fire,
power outages, floods, and other catastrophic events.

If a catastrophe strikes either of our laboratories or if either of our laboratories becomes inoperable for any other reason, ii
we will be unable to perform our testing services and our business will be harmed.

Our inability to raise additional capital on acceptable terms in the future may limit our ability to develop and 
commercialize new solutions and technologies and expand our operations.



Security breaches, loss of data and other disruptions to us or our third-party service providers could compromise sensitive dd
information related to our business or prevent us from accessing critical information and exposeg  us to liability, which could 
adversely affect our business and our reputation.



If we cannot license rights to use technologies on reasonable terms, we may not be able to commercialize new products in 
the future.

If we are unable to protect our intellectual property effectively, our business would be harmed.



We may be involved in litigation related to intellectual property, which could be time-intensive and costly and mayrr
adversely affect our business, operating results or financial condition.





Our ability to use our net operating loss carryforwards may be limited and may result in increased future tax liability to us.

If our goodwill or intangible assets become impaired, we may be required to record a significant charge to earnings.

Changes in financial accounting standards or practices may cause adverse, unexpected financial reporting fluctuations
and affect our reported operating results.



Our consolidated financial statements are subject to change and if our estimates or judgments relating to our critical 
accounting policies prove to be incorrect, our operating results could be adversely affected.

We will continue to incur increased costs and demands on management as a result of compliance with laws and 
regulations applicable to public companies, which could harm our operating results.

If we are unable to implement and maintain effective internal control over financial reporting, investors may lose 
confidence in the accuracy and completeness of our reported financial information and the market price of our common d
stock may be negatively affected.



Our stock price may be volatile, and you may not be able to sell shares of our common stock at or above the price you paid.t

If securities or industry analysts issue an adverse opinion regarding our stock or do not pube lish research or reports about 
our company, our stock price and trading volume could decline.



Anti-takeover provisions in our charter documents and under Delaware law could discourage, delay or prevent a change 
in control and may affect the trading price of our common stock.

We have never paid dividends on our capital stock, and we do not anticipate paying dividends in the foreseeable future.











The following discussion and analysis of financial condition and results of operations should be read together with the
financial statements and the related notes included in Item 8 of Part II of this Annual Report on Form 10-K. This discussion
and analysis contains certain forward-looking statements that involve risks and uncertainties. Our actual results may differ 
materially from those discussed below. Factors that could cause or contribute to such differences include, but are not limited to,
those identified below and those set forth under the section entitled "Risk Factors" in Item 1A, and other documents we file with 
the Securities and Exchange Commission. Historical results are not necessarily indicative of future results.
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Reported Genomic Test Volume 

Continued Adoption of and Reimbursement for our Products 

Integrating acquired assets and advances to our collaborations



How We Recognize Revenue 

Revenue from Contracts with Customers

Revenue from 
Contracts with Customers,



Collaborative Arrangements

Development of Additional Tests



New England Journal of Medicine

Timing of Our Research and Development Expenses 



Testing Revenue

Cost of Testing Revenue

Cost of Product Revenue 

Cost of Biopharmaceutical Revenue 



Research and Development 

Selling and Marketing 

General and Administrative 

Intangible Asset Amortization

Interest Expense 

Other Income, Net 



Testing Revenue

Biopharmaceutical and Collaboration Revenue 



Acquisitions 

Finite-lived Intangible Assets 

Goodwill  

Stock-based Compensation 



Comparison of the Years Ended December 31, 2020 and 2019 (in thousands, except percentages) 

Revenue



Cost of revenue 



Research and development 

Selling and marketing 



General and administrative

Interest expense 

Other income, net 



Public Offering of Common Stock 



Loan and Security Agreement 

Cash Flows 

Cash Flows from Operating Activities



Cash Flows from Investing Activities

Cash Flows from Financing Activities



Contractual Obligations

Financial Instruments—Credit Losses (Topic 326): Measurement of 
Credit Losses on Financial Instruments

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

Fair Value Measurement (Topic 820), Disclosure Framework—
Changes to the Disclosure Requirements for Fair Value Measurement









Revenue from diagnostic services
Description of 
the Matter

How We
Addressed the 
Matter in Our 
Audit













Thyroid Cancer - Afirma Genomic Sequencing Classifier and Xpression Atlas.

Lung Cancer - Percepta Genomic Sequencing Classifier.  

IPF - Envisia Genomic Classifier.  

Breast Cancer - Prosigna Breast Cancer Prognostic Gene Signature Assay



Basis of Presentation 

Reclassifications

Use of Estimates

Liquidity 



Concentrations of Credit Risk and Other Risks and Uncertainties 



Cash Equivalents 

Restricted Cash

Acquisitions 



Accounts Receivable and Allowance for Doubtful Accounts for Product Sales  

Equity Investment 

Investments—Equity Securities

Property and Equipment 

Finite-lived Intangible Assets  



Goodwill  

Fair Value of Financial Instruments 

Revenue Recognition 

Revenue from Contracts with
Customers



Collaborative Arrangements



Up-front Fees: 

Milestone Payments:

Diagnostic Development Agreements with Johnson & Johnson

Other Collaboration and Service Agreements



Cost of Testing Revenue

Cost of Product Revenue  

Cost of Biopharmaceutical Revenue  

Research and Development 

Income Taxes 



Stock-based Compensation 

Compensation - Stock Compensation (Topic 718): Improvements to 
Nonemployee Share Based Payment Accountingg

Net Loss per Common Share 

Segment Reporting 

Recent Accounting Pronouncements 

Financial Instruments—Credit Losses (Topic 326): Measurement of 
Credit Losses on Financial Instruments



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

Fair Value Measurement (Topic 820), Disclosure Framework—
Changes to the Disclosure Requirements for Fair Value Measurement

Exclusive License to NanoString Diagnostics Platform

Business
Combinations



Intangibles—Goodwill and Other



Property and Equipment, Net 

Finite-lived Intangible Assets, Net 



Accrued Liabilities 



Operating Leases

Leases



Supplies Purchase Commitments

Contingencies 

Loan and Security Agreement 



Interest Expense 

Common Stock 



Stock Plans 





Employee Stock Purchase Plan



Stock-based Compensation 

Expected Term

Expected Volatility

Risk-Free Interest Rate

Expected Dividend Yield





Income Taxes for the Computation and Presentation of its Tax Provision.





Uncertain Tax Positions 



Acquisition of Decipher 

Public Offering of Common Stock 



Internal Control Integrated Framework















Chairman and Chief Executive Officer 
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