








Global Commercialization of Eversense E3 CGM System 
 

 





Collaboration and Commercialization Agreement with Ascensia Diabetes Care Holdings AG 
 

Prior Distribution Agreement with Roche Diabetes Care 



Overview  

United States Pivotal Trials  
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Coverage in the United States  



Coverage Outside the United States  



Patents  



Trademarks  

Trade Secrets  



Regulation by the FDA  

International Regulation 



Other Regulatory Requirements  





Health Insurance Portability and Accountability Act of 1996 and Similar Foreign and State Laws and Regulations 
Affecting the Transmission, Security and Privacy of Health Information  

Fraud and Abuse Laws  



Federal Anti-Kickback and Self-Referral Laws  



Federal False Claims Act & HIPAA  

Civil Monetary Penalties Law  

State Fraud and Abuse Provisions  



Physician Payments Sunshine Act  

Healthcare and Regulatory Reform 
 



Brexit and the Regulatory Framework in the United Kingdom 
 

U.S. Foreign Corrupt Practices Act  

UK Bribery Act and other anti-corruption laws 



Environmental Health and Safety Regulations 
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Our business is subject to numerous risks. You should carefully consider the following risks and all other 
information contained in this Annual Report, as well as general economic and business risks, together with any other 
documents we file with the SEC. If any of the following events actually occur or risks actually materialize, it could have 
a material adverse effect on our business, operating results and financial condition and cause the trading price of our 
common stock to decline. 
 



 



We have incurred significant operating losses since inception and cannot assure you that we will ever achieve or 
sustain profitability. 

Our Commercialization Agreement with Ascensia to market Eversense may not be successful. 
 



Our Commercialization Agreement with Ascensia and the terms of our debt may discourage a change of control of 
our company. 
 

We have limited operating history as a commercial-stage company and may face difficulties encountered by 
companies early in their commercialization in competitive and rapidly evolving markets.  

If we are unable to successfully expand our commercialization of Eversense in the United States and Europe through 
our Commercialization Agreement with Ascensia, our business will be harmed. 





We are dependent on one product, Eversense. Our success depends on our ability to continue to develop, 
commercialize and gain market acceptance for our products.  



If we do not enhance our product offerings through our research and development efforts, we may fail to effectively 
compete or become profitable.  

Failure to secure or retain coverage or adequate reimbursement for Eversense or future versions of Eversense 
systems, including the related insertion and removal procedures, by third-party payors, and an inability of patients to 
be able to access the product, could adversely affect our business, financial condition and operating results.  





If important assumptions we have made about what people with intensively managed diabetes are seeking in a CGM 
system are inaccurate, our business and operating results may be adversely affected.  

We operate in a very competitive industry and if we fail to compete successfully against our existing or potential 
competitors, many of whom have greater resources than we have, our sales and operating results may be negatively 
affected.  



Competitive products or other technological innovations for the monitoring, treatment or prevention of diabetes may 
render our products less competitive or obsolete.  



The size and future growth in the market for CGM systems and CGM-related products has not been established with 
precision and may be smaller than we estimate, possibly materially. If our estimates and projections overestimate the 
size of this market, our sales growth may be adversely affected.  

Our ability to maintain and grow our revenue will depend on establishing a customer base and retaining a high 
percentage of our customer base.  

We contract with third parties for the manufacture of Eversense. Risks associated with the manufacturing of our 
products could reduce our gross margins and negatively affect our operating results.  



We depend on a limited number of third-party suppliers for the components of Eversense and the loss of any of these 
suppliers, or their inability to provide us with an adequate supply of materials, could harm our business.  

Our third-party suppliers operate primarily at facilities in a single location, and any disruption to these facilities could 
adversely affect our business and operating results.  



Various factors outside our direct control may adversely affect manufacturing, sterilization and distribution of our 
products.  

 
Potential complications from Eversense or future versions of Eversense may not be revealed by our clinical 
experience. 

 
Undetected errors or defects in Eversense or future versions of Eversense could harm our reputation, decrease the 
market acceptance of Eversense or expose us to product liability claims.  



If there are significant disruptions in our information technology systems, our business, financial condition and 
operating results could be adversely affected.  

We may enter into collaborations, in-licensing arrangements, joint ventures, strategic alliances or partnerships with 
third parties that may not result in the development of commercially viable products or the generation of significant 
future revenues. 



We may seek to grow our business through acquisitions of complementary products or technologies, and the failure to 
manage acquisitions, or the failure to integrate them with our existing business, could harm our business, financial 
condition and operating results.  



The ongoing military action by Russia in Ukraine could have negative impact on the global economy which could 
materially adversely affect our business, operations, operating results and financial condition.

Surging natural gas and electricity costs in Europe poses a threat to our contract manufacturers ability to maintain 
operations in Europe which can adversely affect or business supply chain

Our business could be adversely affected by economic downturns, inflation, increases in interest rates, natural 
disasters, public health crises such as the COVID-19 pandemic, political crises, geopolitical events, such as the crisis 
in Ukraine, or other macroeconomic conditions, which have in the past and may in the future negatively impact our 
business and financial performance.



We will need to generate significant sales to achieve profitable operations.  

Our operating results may fluctuate from quarter to quarter or year to year.  



Covenants under the PHC Note Purchase Agreement and the indentures related to the 2023 Notes and the 2025 Notes 
may result in the acceleration of outstanding indebtedness and limit the manner in which we operate. 

Servicing our debt requires a significant amount of cash, and we may not have sufficient cash flow from our business 
to pay our substantial debt



Despite our current debt levels, subject to certain conditions and limitations, we may still incur substantially more 
debt or take other actions which would intensify the risks discussed above

Prolonged negative economic conditions could adversely affect us, our customers and third-party suppliers, which 
could harm our financial condition.  

Our business may be exposed to foreign exchange risks. 

If we modify our approved product or CE marked, we may need to seek additional approvals or CE Certificates of 
Conformity, which, if not granted, would prevent us from selling our modified products. 



 
Medical device development involves a lengthy and expensive process, with an uncertain outcome. We may incur 
additional costs or experience delays in completing, or ultimately be unable to complete, ongoing development for 
lifecycle management of our products.  



Our future success depends on our ability to retain key executives and to attract, retain and motivate qualified 
personnel.  

We expect to expand our development and regulatory capabilities and our marketing and distribution capabilities, 
and as a result, we may encounter difficulties in managing our growth, which could disrupt our operations.  



Our employees, independent contractors, consultants, manufacturers and distributors may engage in misconduct or 
other improper activities, including non-compliance with regulatory standards and requirements.  

We may incur product liability losses, and insurance coverage may be inadequate or unavailable to cover these losses.  

Our ability to protect our intellectual property and proprietary technology is uncertain.  





Obtaining and maintaining our patent protection depends on compliance with various procedural, document 
submission, fee payment and other requirements imposed by government patent agencies, and our patent protection 
could be reduced or eliminated for non-compliance with these requirements.  

 

The medical device industry is characterized by patent litigation, and we could become subject to litigation that could 
be costly, result in the diversion of management's time and efforts, stop our development and commercialization 
measures, harm our reputation or require us to pay damages.  



We may be subject to damages resulting from claims that we, or our employees, have wrongfully used or disclosed 
alleged trade secrets of our competitors or are in breach of non-competition or non-solicitation agreements with our 
competitors.  

We may be subject to claims challenging the inventorship of our patents and other intellectual property.  

 



We are subject to the patent laws of countries other than the United States, which may not offer the same level of 
patent protection and whose rules could seriously affect how we draft, file, prosecute and maintain patents, 
trademarks and patent and trademark applications.  

Our intellectual property rights do not necessarily address all potential competitive threats or confer meaningful 
competitive benefits.  

 
Our products and operations are subject to extensive governmental regulation, and failure to comply with applicable 
requirements could cause our business to suffer. 



The FDA regulatory clearance process and regulatory processes in other countries are expensive, time-consuming 
and uncertain, and the failure to obtain and maintain required regulatory clearances, certification and approvals 
could prevent us from commercializing Eversense and future versions of Eversense.



If we or our third-party suppliers fail to comply with the FDA's or other foreign regulatory authorities’ good 
manufacturing practice regulations, this could impair our ability to market our products in a cost-effective and timely 
manner.  

A recall of our products, or the discovery of serious safety issues with our products, could have a significant negative 
impact on us.  



We are subject to the U.K. Bribery Act, the U.S. Foreign Corrupt Practices Act and other anti-corruption and anti-
money-laundering laws in foreign jurisdictions, as well as export control laws, customs laws, sanctions laws and other 
laws governing our future global operations. If we fail to comply with these laws, we could be subject to civil or 
criminal penalties, other remedial measures and legal expenses, which could adversely affect our business, results of 
operations and financial condition.  

We are subject to additional federal, state and foreign laws and regulations relating to our healthcare business; our 
failure to comply with those laws could have an adverse impact on our business.  









We may be liable if the FDA, competent authorities of the EEA countries, or another regulatory agency concludes 
that we have engaged in the off-label promotion of our products.  

Off-label use of our product by patients could lead to product liability claims and regulatory action.  

Legislative or regulatory healthcare reforms may make it more difficult and costly for us to obtain regulatory 
clearance, certification or approval of our products.  





Because our stock price has and will likely continue to be highly volatile, the market price of our common stock may 
be lower or more volatile than expected. 
 



 

The issuance of additional stock in connection with financings, acquisitions, investments, our equity incentive plans, 
or otherwise will dilute our existing stockholders.  



Holders of our Series B convertible preferred stock and our convertible notes may convert their note into common 
stock and, upon conversion, will dilute your percentage of ownership. Our note holders have the ability exert 
substantial influence over us in a manner adverse to your interests. 
 

Our GAAP operating results could fluctuate substantially due to changes in fair value of the derivatives related to the 
embedded conversion option, interest make-whole provision and make-whole fundamental change provision features 
of the notes. 

Derivatives and Hedging

If our estimates relating to our critical accounting policies are based on assumptions or judgments that change or 
prove to be incorrect, our operating results could fall below expectations of financial analysts and investors, resulting 
in a decline in our stock price.



We do not intend to pay cash dividends in the foreseeable future.  

Provisions in our corporate charter documents and under Delaware law may prevent or frustrate attempts by our 
stockholders to change our management and hinder efforts to acquire a controlling interest in us, and the market 
price of our common stock may be lower as a result. 

Our amended and restated certificate of incorporation and amended and restated bylaws provide that the Court of 
Chancery of the State of Delaware and the federal district courts of the United States of America will be the exclusive 
forums 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. 



If we fail to maintain proper and effective internal controls, our ability to produce accurate financial statements on a 
timely basis could be impaired. 



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

Our effective tax rate may fluctuate, and we may incur obligations in tax jurisdictions in excess of accrued amounts. 

We may be unable to utilize our federal net operating loss carryforwards to reduce our income taxes.  

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.  



Our bank deposits in excess of the Federal Deposit Insurance Corporation (“FDIC”) insurance limits could be 
impacted if the underlying financial institutions fail. 







You should read the following discussion and analysis of our financial condition and results of operations 
together with our consolidated financial statements and related notes in Part II, Item 8 of this Annual Report. Some of 
the information contained in this discussion and analysis or set forth elsewhere in this Annual Report, including 
information with respect to our plans and strategy for our business, includes forward-looking statements that involve 
risks and uncertainties. You should review the “Risk Factors” section of this Annual Report for a discussion of 
important factors that could cause actual results to differ materially from the results described in or implied by the 
forward-looking statements contained in the following discussion and analysis. 







 
Revenue 

 

Derivative Financial Instruments 



Comparison of the Years Ended December 31, 2022 and 2021 

Components of Results of Operations 
 
Total revenue 



Cost of sales and gross profit

Research and development expenses 
 

Selling, general and administrative expenses 
 

Total other income (expense), net 
 

Comparison of the Years Ended December 31, 2021 and 2020 





Warrants 



Indebtedness 

PPP Loan

Convertible Notes 

Funding Requirements and Outlook 
 



Net cash used in operating activities 

Net cash provided by (used in) investing activities 

Net cash provided by financing activities 



Interest Rate Risk  

Foreign Currency Risk  



Opinion on the Consolidated Financial Statements 

Basis for Opinion 

Critical Audit Matter 

Valuation of certain derivative liabilities

























 





Recently Adopted 
 

Debt-Debt with Conversion and Other Options 
(Subtopic 470- 20) and Derivatives and Hedging—Contract in Entity’s Own Equity (Subtopic 815-40) . 

 
 

 
 

 
 

Not Yet Adopted
 



Revenues by geographic region 

(Dollars in thousands) 

Contract Assets 

Concentration of Revenues and Customers 











PPP Loan 





PHC Notes 
 



2025 Notes 



Derivatives and Hedging

2023 Notes 





Voting Rights

Dividends

Conversion Rights 



2015 Plan 

Inducement Plan 



2016 Employee Stock Purchase Plan 

1997 Plan 









 





Cash and Cash Equivalents 
 

Derivative Financial Instruments 
 



Assets 

Liabilities 

Assets 

Liabilities 







Evaluation of Disclosure Controls and Procedures  

Changes in Internal Control over Financial Reporting  

Management’s Report on Internal Control over Financial Reporting and Attestation Report of the Registered Public 
Accounting Firm  















President and Chief Executive Officer

(Principal Executive Officer)

(Principal Financial Officer and Principal 
Accounting Officer)








