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Risk Factors—Reimbursement and Regulatory Risks Related to Our 
Business

Research use only

Laboratory-developed tests



Clinical Laboratory Improvement Amendments of 1988 and State Regulation 

California Laboratory Licensing 



New York Laboratory Licensing 

Other State Laboratory Licensing Laws 



State Genetic Testing Laws 

If the validity of an informed consent 
from a patient intake for Panorama or our other tests is challenged, we could be precluded from billing for such testing, 
forced to stop performing such tests, or required to repay amounts previously received, which would adversely affect our 
business and financial results

HIPAA and Other Privacy Laws 



Healthcare Fraud and Abuse Laws 



per se













Investing in our common stock involves a high degree of risk. You should consider carefully the risks and 
uncertainties described below, together with all of the other information in this report, including the section titled 
“Management’s Discussion and Analysis of Financial Condition and Results of Operations” and our consolidated 
financial statements and related notes, before investing in our common stock. The risks and uncertainties described below 
are not the only ones we face. If any of the following risks actually occurs, our business, financial condition, results of 
operations and prospects could be materially and adversely affected. In that event, the price of our common stock could 
decline and you could lose part or all of your investment. 

If we are unable to successfully grow revenues for our products or services, and if our efforts to further increase the 
use and adoption of our products or to develop new products and services in the future do not succeed, our business 
will be harmed. 





We have incurred net losses since our inception and we anticipate that we will continue to incur losses for the 
foreseeable future, which could harm our future business prospects. 

We may not be successful in commercializing our cloud-based 
distribution model



Uncertainty in the development and commercialization of our enhanced or new tests or services could materially 
adversely affect our business, financial condition and results of operations. 

If our products do not 
perform as expected, our operating results, reputation and business will suffer



If the FDA were to begin actively regulating our 
tests, we could incur substantial costs and delays associated with trying to obtain premarket clearance or approval and 
incur costs associated with complying with post-market controls,

Our quarterly results may fluctuate from period to period, which could adversely impact the value of our common stock. 

Competition in our industry is intense; if we are unable to compete successfully with respect to our current or future 
products or services, we may be unable to increase or sustain our revenues or achieve profitability. 



Business Overview Competition

We may not be successful in commercializing our cloud-based distribution model. 

We rely on a limited 
number of suppliers or, in some cases, single suppliers, for some of our laboratory instruments and materials and may not 
be able to find replacements or immediately transition to alternative suppliers

Regulatory and Compliance Risks—



Failure to obtain necessary regulatory approvals may adversely affect our ability to expand our operations 
internationally, including our ability to continue commercializing our cloud-based distribution model

We rely on a limited number of suppliers or, in some cases, single 
suppliers, for some of our laboratory instruments and materials and may not be able to find replacements or 
immediately transition to alternative suppliers

Security breaches, loss of data and other disruptions, including with respect to cybersecurity, 
could compromise sensitive information related to our business or prevent us from accessing critical information and 
expose us to liability, which could adversely affect our business and reputation

We rely on internal and third-party data centers and platforms to host our laboratory and cloud-based software, and 
any interruptions of service or failures may impair our laboratory operations or the delivery of our cloud-based services 
and harm our business. 



If our products do not perform as expected, our operating results, reputation and business will suffer. 

We rely on third-party laboratories to perform portions of our service offerings. 



If either of our CLIA-certified laboratory facilities becomes inoperable, we will be unable to perform our tests and our 
business will be harmed. 

We rely on a limited number of suppliers or, in some cases, single suppliers, for some of our laboratory instruments 
and materials and may not be able to find replacements or immediately transition to alternative suppliers. 



“Regulatory and Compliance Risks—Changes in the way the FDA regulates the reagents, other consumables, and testing 
equipment we use when developing, validating, and performing our tests could result in delay or additional expense in 
bringing our tests to market or performing such tests for our customers,

Regulatory and Compliance Risks—Failure to obtain necessary regulatory approvals may adversely affect our 
ability to expand our operations internationally, including our ability to continue commercializing our cloud-based 
distribution model,”

Regulatory and Compliance Risks—If the FDA were to begin actively regulating our tests, we 
could incur substantial costs and delays associated with trying to obtain premarket clearance or approval and incur costs 
associated with complying with post-market controls.



We rely on commercial courier delivery services to transport samples to our facilities in a timely and cost-efficient 
manner and if these delivery services are disrupted, our business may be harmed. 

Security breaches, loss of data and other disruptions, including with respect to cybersecurity, could compromise 
sensitive information related to our business or prevent us from accessing critical information and expose us to liability, 
which could adversely affect our business and reputation. 



The marketing, sale, and use of Panorama, Horizon and our other products could result in substantial damages arising 
from product liability, professional liability, or other claims that exceed our resources.  

If we are unable to successfully scale our operations, our business could suffer. 



Risks Relating to our Intellectual Property—
If we are not able to adequately protect our trade secrets and other proprietary information, the value of our technology 
and products could be significantly diminished

If our sales, distribution, development or other partnerships are not successful and we are not able to offset the resulting 
impact through our own efforts or through agreements with new partners, our commercialization activities may be 
impaired and our financial results could be adversely affected. 



Note 3—Revenue Recognition—Licensing and Other Revenues—Qiagen

Our financial condition and results of operations may be adversely affected by international regulatory and business 
risks. 



If we lose the services of our founder and Executive Chairman, our Chief Executive Officer, or other members of our 
senior management team, we may not be able to execute our business strategy. 

We may engage in acquisitions, dispositions or other strategic transactions that could disrupt our business, cause 
dilution to our stockholders or reduce our financial resources. 



We are involved in legal proceedings, regulatory investigations and inquiries and other legal matters, which may have 
an adverse effect on our business, financial condition, results of operations and prospects. 

We may need to raise additional capital, and if we cannot do so when needed or on commercially acceptable terms, we 
will be required to slow or cease our investment in our product development and commercialization plans, which would 
have an adverse effect on our business. 



We have incurred substantial indebtedness that may decrease our business flexibility, access to capital, and/or increase 
our borrowing costs, which may adversely affect our operations and financial results. 



Recent macroeconomic pressures resulting from the COVID-19 pandemic and ongoing geopolitical matters, or future 
health epidemics, may have an adverse impact on our business, financial results and prospects. 

Ethical, legal and social concerns related to the use of genetic information could reduce demand for our tests. 

Our ability to utilize our net operating loss carryforwards and certain other tax attributes may be limited. 

Our estimates of total addressable market opportunity and forecasts of market growth may prove to be inaccurate, and 
even if the market in which we compete achieves the forecasted growth, our business could fail to grow at similar rates. 



If we are unable to expand, maintain or obtain third-party payer coverage and reimbursement for Panorama, Horizon 
and our other tests, or if we are required to refund any reimbursements already received, our revenues and results of 
operations would be adversely affected. 



Note 8—Commitments and Contingencies—Third-Party Payer Reimbursement Audits

Our revenues may be adversely affected if we are unable to successfully obtain reimbursement from the Medicare 
program and state Medicaid programs. 



Our revenues may be adversely impacted if third-party payers withdraw coverage or provide lower levels of 
reimbursement due to changing policies, billing complexities or other factors. 



We may be subject to increased compliance risks as a result of our rapid growth, including our dependence on our 
sales, marketing and billing efforts. 

Reimbursement and 
Regulatory Risks Related to Our Business—If we or our laboratory distribution partners, consultants or commercial 
partners act in a manner that violates healthcare fraud and abuse laws or otherwise engage in misconduct, we may be 
subject to civil or criminal penalties



If the FDA were to begin actively regulating our tests, we could incur substantial costs and delays associated with trying 
to obtain premarket 510(k) clearance, de novo classification, or premarket approval and incur costs associated with 
complying with post-market controls. 



If any of our software is determined by FDA to be non-exempt clinical decision support software, this could impede our 
ability to perform certain activities, and we could incur substantial costs and delays associated with trying to obtain 
premarket 510(k) clearance, de novo classification, or premarket approval and incur costs associated with complying 
with post market controls. 

Failure to obtain necessary regulatory approvals may adversely affect our ability to expand our operations 
internationally, including our ability to continue commercializing our cloud-based distribution model. 



Risks Related to Our Business and Industry—We rely 
on a limited number of suppliers or, in some cases, single suppliers, for some of our laboratory instruments and materials 
and may not be able to find replacements or immediately transition to alternative suppliers

Changes in laws and regulations, or in their application, may adversely affect our business, financial condition and 
results of operations. 



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



Changes in government healthcare policy could increase our costs and negatively impact coverage and reimbursement 
for our tests by governmental and other third-party payers. 

If we or our laboratory distribution partners, consultants or commercial partners act in a manner that violates 
healthcare fraud and abuse laws or otherwise engage in misconduct, we may be subject to civil or criminal penalties. 





Failure to comply with privacy and security laws and regulations could result in fines, penalties and damage to our 
reputation and have a material adverse effect on our business. 



Changes in the way the FDA regulates the reagents, other consumables, and testing equipment we use when developing, 
validating, and performing our tests could result in delay or additional expense in bringing our tests to market or 
performing such tests for our customers. 

Our use of hazardous materials in the development of our tests exposes us to risks related to accidental contamination 
or injury and requires us to comply with regulations governing hazardous waste materials. 



If the validity of an informed consent from a patient intake for Panorama or our other tests is challenged, we could be 
precluded from billing for such testing, forced to stop performing such tests, or required to repay amounts previously 
received, which would adversely affect our business and financial results. 

Litigation or other proceedings resulting from either third-party claims of intellectual property infringement, or 
asserting infringement by third parties of our technology, is costly, time-consuming, and could limit our ability to 
commercialize our products or services. 



Any inability to effectively protect our proprietary technologies could harm our competitive position. 

If we are not able to adequately protect our trade secrets and other proprietary information, the value of our technology 
and products could be significantly diminished. 



If our trademarks and trade names are not adequately protected, we may not be able to establish or maintain name 
recognition in our markets of interest, and our business may be adversely affected. 

We may be subject to claims that our employees, consultants or independent contractors have wrongfully used or 
disclosed confidential information of third parties. 

Servicing our debt will require a significant amount of cash. We may not have sufficient cash flow from our business 
to pay our outstanding debt, and we may not have the ability to raise the funds necessary to settle conversions of the 
Convertible Notes in cash or to repurchase the Convertible Notes upon a fundamental change, which could adversely 
affect our business and results of operations. 



The conditional conversion feature of the Convertible Notes, when triggered, may adversely affect our financial 
condition and operating results. 

The accounting method for convertible debt securities that may be settled in cash, such as the Convertible Notes, could 
have a material effect on our reported financial results. 

Contracts in Entity’s Own Equity,

Conversion of the Convertible Notes will dilute the ownership interest of existing stockholders, including holders who 
had previously converted their Convertible Notes, or may otherwise depress the price of our common stock. 

The market price of our common stock has been and may be volatile, which could subject us to litigation. 





If we are unable to implement and maintain effective internal controls over financial reporting in the future, investors 
may lose confidence in the accuracy and completeness of our financial reports and the market price of our common 
stock could be adversely affected. 

We do not intend to pay dividends on our capital stock so any returns will be limited to changes in the value of our 
common stock. 

Future sales and issuances of our common stock or rights to purchase common stock, including pursuant to our equity 
incentive plans or in connection with acquisitions or strategic or commercial transactions, could result in additional 
dilution of the percentage ownership of our stockholders and could cause the price of our common stock to decline. 

Sales of a substantial number of shares of our common stock in the public markets could cause the price of our common 
stock to decline. 



If securities or industry analysts do not publish research or publish inaccurate or unfavorable research about our 
business, our stock price and trading volume could decline. 

Insiders have substantial control over us and will be able to influence corporate matters. 



Our amended and restated certificate of incorporation provides that the Court of Chancery of the State of Delaware is 
the exclusive forum for substantially all disputes between us and our stockholders, which could limit our stockholders’ 
ability to obtain a favorable judicial forum for disputes with us or our directors, officers or employees. 

Changes in accounting standards and their interpretations could adversely affect our operating results. 





Market Price of Our Common Stock 

Holders 
 

 
 
Dividends 
 

 







You should read the following discussion and analysis of our financial condition and results of operations in conjunction 
with our consolidated financial statements and related notes included in Part II, Item 8 of this report. This discussion 
contains forward-looking statements that involve risks and uncertainties. Our actual results could 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 discussed in “Risk Factors” included elsewhere in this report. 
 



 
Revenues 
 
Product Revenues 



Licensing and Other Revenues 



Cost of Product Revenues  

Cost of Licensing and Other Revenues 

Research and Development  

Selling, General and Administrative  

Interest Expense  



Interest Income and Other (Expense) Income, Net  

Loss on Debt Extinguishment

Revenue Recognition 

Product Revenues 

Licensing and Other Revenues 



Income Taxes  

Income Taxes 

Income 
Taxes

Stock-Based Compensation 

(in thousands)

Impairment of Long-Lived Assets 



Comparison of the years ended December 31, 2022, 2021, and 2020 
 

(in thousands) 

Revenues 

Product Revenues 



Licensing and Other Revenues 

Cost of Product Revenues 
 

Cost of Licensing and Other Revenues 

Research and Development 
 

Selling, General and Administrative 
 

Interest Expense  
 

Interest and Other Income  
 



Credit Line Agreement 



Convertible Notes

(in thousands) 

Cash Used in Operating Activities 



Cash Used in Investing Activities 

Cash Provided by Financing Activities 

Credit Line 

Debt

Convertible Notes 

Debt



Inventory purchase and other contractual obligations 
 

Commitments and 
Contingencies 

(in thousands) 

Commitments and contingencies

Interest Rate Risk 



 
Foreign Currency Exchange Rate Fluctuations 

Inflation Risk 





  

Description of the 
Matter 

How We 
Addressed the 
Matter in Our 
Audit 



(in thousands, except par value per share amount) 



(in thousands, except per share data) 
 



(in thousands) 
 

 



(in thousands) 
 



Basis of Presentation
 

 



Liquidity Matters
 



Principles of Consolidation 
 

Use of Estimates 
 

 
Revenue 

 
Stock-based compensation 

 



 
Income Taxes 

 
 Income 

Taxes 

Income Taxes
 

Allowance for doubtful accounts 
 

Financial Instruments—Credit Losses

 



Inventory 
 

Investments and financial instruments 

 
Right-of-use assets 

 

 
Property and equipment 

 

Other accrued liabilities



Cash and Cash Equivalents 

Restricted Cash 

(in thousands)

 
Investments 

Related Party

Fair Value 
 

Risk and Uncertainties 
 



 
Credit Losses 

Trade accounts receivable and other receivables.

Available-for-sale debt securities. 

Revenue Recognition 
 

Revenue Recognition, 

Cost of Product Revenues 

 
Cost of Licensing and Other Revenues  

 



Research and Development  
 

Advertising Costs  
 

Product Shipment Costs  
 

Income Taxes  
 

Topic 740, Income 
Taxes

Stock-Based Compensation 
 

Capitalized Software Held for Internal Use  
 



 
Accumulated Other Comprehensive Income (Loss)

(in thousands)

 
Property and Equipment 

 

Impairment of Long-lived Assets 
 

 
Inventory  

 

 
Recent Accounting Pronouncements 

 



New Accounting Pronouncements Not Yet Adopted

Reference Rate Reform (Topic 848)

Product Revenues



Signatera Product Revenues with Pharmaceutical Companies 

Licensing and Other Revenues 

Constellation



Qiagen

BGI Genomics



Foundation Medicine, Inc.



Disaggregation of Revenues 
 

 
(in thousands) 

 
(in thousands) 

 

(in thousands)



(in thousands)



Assets and Liabilities That Are Measured at Fair Value on a Recurring Basis 
 

(in thousands)

Fair Value of Short-Term and Long-Term Debt:

Debt

Debt

(in thousands)



(in thousands)

(in thousands)



Credit Losses 

(in thousands) 

 
Property and Equipment, net 

 

(in thousands)



 
Accrued Compensation 

 

(in thousands)

  



Other Accrued Liabilities 
 

(in thousands)

(in thousands)

Operating Leases  
 





(in thousands)

(in thousands)



Legal Proceedings 

Intellectual Property Litigation Matters. 



Other Litigation Matters. 



Director and Officer Indemnifications  

Third-Party Payer Reimbursement Audits  



Contractual Commitments 
 

(in thousands) 

2015 Equity Incentive Plan 
 

General

Share Reserve

Restricted Shares and Stock Units.



2015 Employee Stock Purchase Plan 

General

Share Reserve.

Purchase Price.

 
 
Offering Periods.

(in thousands)



Stock Options 
 

(in thousands, except for contractual life and exercise price) (in years) 

 

 
Performance-based Awards

(in thousands)



 
Restricted Stock Units 

(in thousands)  

 
Stock-Based Compensation Expense 
 



(in thousands)

Valuation of Stock Option Grants to Employees and Non-Employees 

 

Credit Line Agreement 



Convertible Notes 



 (in thousands)

 (in thousands)



(in thousands, except percentages) 



(in thousands)



(in thousands) 



(in thousands, except per share data)

(in thousands)



Internal Control — Integrated Framework 
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