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As used in this Annual Report on Form 10-K, except as otherwise indicated by context, references to “we,” “us,” 
“our,” “SGTX” or the “Company” refer to Sigilon Therapeutics Inc.
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Advantages of Our SLTx Platform 
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Modularity of Our SLTx Platform

The Cells 



The Sphere 



The Manufacturing Process 

Foundational data on our SLTx platform 

in vivo



in vivo



Mode of Delivery

Pericapsular Fibrotic Overgrowth, or PFO, Prediction Methods

 



Indication / opportunity

Limitations of Current Therapies 



Our Solution—SIG-002 



Foundational Data 

Rat donor islets in STZ mice. 

SIG-002 Preclinical data 
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SIG-002: Encapsulated SC-islets 

Clinical Development Plan 



Liver diseases 









Exclusive Patent License Agreement with the Massachusetts Institute of Technology 





Eli Lilly Strategic Research and Development Partnership 



License and Regulation of Biologics in the United States
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Preclinical Studies and Investigational New Drug Application 

Human Clinical Trials in Support of a BLA 
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Marketing Applications for Combination Products 

Review and Approval of a BLA 



Post-approval Regulation 

•

•

•

•

•

•



•

•

•

•

•

•

Orphan Drug Designation



Biosimilars and Exclusivity 



Patent Term Restoration and Extension 

Marketing and Authorization in the EU 

Regulatory Data Protection in the EU 



Periods of Authorization and Renewals 

Regulatory Requirements After Marketing Authorization 



Clinical Trial Approval 

Conditional Marketing Authorization 

PRIME Designation in the EU 

Orphan Designation and Exclusivity 



General Data Protection Regulation 

Coverage, Pricing, and Reimbursement 



Healthcare Law and Regulation 
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Healthcare and Other Reform 



Employees 

Talent Acquisition and Development 

Diversity, Inclusion, and Belonging 





You should carefully consider the risks and uncertainties described below together with all of the other 
information contained in this Annual Report on Form 10-K. The risks and uncertainties described below are not the only 
ones we face. Additional risks and uncertainties not presently known to us or that we currently believe to be immaterial 
may also adversely affect our business. If any of the following risks occur, our business, financial condition, results of 
operations and future growth prospects could be materially and adversely affected. 

We have incurred significant losses since inception. We expect to incur losses for the foreseeable future and may never 
achieve or maintain profitability.
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If we cannot comply with Nasdaq’s continued listing standards, our common stock could be delisted, which would harm 
our business, the trading price of our common stock, our ability to raise additional capital and the liquidity of the 
market for our common stock. 



We will need substantial additional funding. If we are unable to raise capital when needed, we would be forced to delay, 
reduce, reprioritize, or eliminate our research and product development programs or future commercialization efforts.
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Raising additional capital may cause dilution to our stockholders, restrict our operations or require us to relinquish 
rights to our technologies or product candidates we may develop.

Our short operating history may make it difficult for you to evaluate the success of our business to date and to assess 
our future viability.



We have never generated revenue from product sales and may never become profitable.
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The transition away from LIBOR may adversely affect our cost to obtain financing. 

Negative results of preclinical or clinical studies of any of our product candidates may require us to discontinue or 
delay development of other product candidates, which are all based on the same SLTx platform. 

The SLTx platform consists of novel technologies that are not yet clinically validated for human therapeutic use. The 
regulatory requirements applicable to our product candidates may change over time. The approaches we are taking to 
discover and develop novel therapeutics are unproven and may never lead to marketable products.



We may not be successful in our efforts to identify and develop product candidates. If these efforts are unsuccessful, 
we may never become a commercial stage company or generate any revenues.

in vitro

We are early in our development efforts. It will be many years before we or our collaborators commercialize a product 
candidate, if ever. If we are unable to advance our product candidates to clinical development, obtain regulatory 



approval and ultimately commercialize our product candidates, or experience significant delays in doing so, our 
business will be materially harmed.
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We may expend our limited resources to pursue a particular product candidate or indication and fail to capitalize on 
product candidates or indications that may be more profitable or for which there is a greater likelihood of success.

Drug development is a lengthy, expensive, and inherently uncertain process, with a high risk of failure at every stage 
of development, and any favorable preclinical results are not predictive of results that may be observed in clinical trials.



Our product candidates are composed of engineered human cell lines, encapsulated in a biocompatible matrix sphere. 
To date, there have been no completed human clinical trials for product candidates arising from our SLTx platform or 
consisting of our cell or sphere technologies. There may be serious adverse events, undesirable side effects related to 
either component of our product candidates, or limited efficacy of product candidates arising from our SLTx platform. 
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If clinical trials of our current and future product candidates fail to demonstrate safety and efficacy to the satisfaction 
of regulatory authorities or do not otherwise produce positive results, we may incur additional costs or experience delays 
in completing, or ultimately be unable to complete, the development and commercialization of such product candidates.
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If we experience delays or difficulties in the enrollment and dosing of patients in clinical trials, our receipt of necessary 
regulatory approvals could be delayed or prevented.
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Even if we complete the necessary clinical trials, we cannot predict when, or if, we will obtain regulatory approval to 
commercialize any of our product candidates in the United States or any other jurisdiction, and any such approval may 
be for a more narrow indication than we seek.



Interim, topline or preliminary data from our clinical trials that we announce or publish from time to time may change 
as more patient data becomes available and are subject to audit and verification procedures that could result in material 
changes in the final data.

Our product candidates may be considered combination products involving a proprietary delivery approach, which may 
result in additional regulatory and other risks.



Even if we, or any collaborators we may have, obtain marketing approvals for any product candidates we develop, the 
terms of approvals and ongoing regulation of our product candidates could require the substantial expenditure of 
resources and may limit how we, or they, manufacture and market our product candidates, which could materially 
impair our ability to generate revenue.
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Disruptions at the FDA and other government agencies caused by funding shortages or global health concerns could 
hinder their ability to hire, retain or deploy key leadership and other personnel, or otherwise prevent new or modified 
products from being developed, approved or commercialized in a timely manner or at all, which could negatively impact 
our business.

Even if a product candidate receives marketing approval, such product candidate may fail to achieve the degree of 
market acceptance by physicians, patients, healthcare payors, and others in the medical community necessary for 
commercial success.
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If, in the future, we are unable to establish sales and marketing capabilities or enter into agreements with third parties 
to sell and market any product candidates we may develop, we may not be successful in commercializing those product 
candidates if and when they are approved.
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We face significant competition in an environment of rapid technological change, and there is a possibility that our 
competitors may achieve regulatory approval before us or develop therapies that are safer or more advanced or effective 
than ours, which may harm our financial condition and our ability to successfully market or commercialize any product 
candidates we may develop.



Even if we are able to commercialize any product candidates, such products may become subject to unfavorable pricing 
regulations, third-party reimbursement practices, or healthcare reform initiatives, which would harm our business.



Any product candidates for which we intend to seek approval as biologic products may face competition sooner 
than anticipated.

Due to the novel nature of our technologies and the potential for our product candidates to offer therapeutic benefit in 
a single administration or limited number of administrations, we face uncertainty related to pricing and reimbursement 
for these product candidates.
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If the market opportunities for our MPS-1 program or any other product candidates are smaller than we 
believe they are, our potential revenues may be adversely affected, and our business may suffer.



Product liability lawsuits against us could cause us to incur substantial liabilities and could limit commercialization of 
any medicines that we may develop.
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If we or any contract manufacturers and suppliers we engage fail to comply with environmental, health, and safety 
laws and regulations, we could become subject to fines or penalties or incur costs that could have a material adverse 
effect on the success of our business.



Our technologies are novel, and any product candidates we develop may be complex and difficult to manufacture on a 
clinical or commercial scale. We could experience delays in satisfying regulatory authorities or production problems 
that result in delays in our development or commercialization programs, limit the supply of our product candidates we 
may develop, or otherwise harm our business.



We purchase some of the starting material for our product candidates from a single source or a limited number of 
suppliers, and the partial or complete loss of one of these suppliers could cause production delays, clinical trial delays, 
substantial loss of revenue and contract liability to third parties.

We have entered and may in the future enter into collaborations with third parties for the research, development, and 
commercialization of SIG-002 or any other potential product candidates. If any such collaborations are not successful 
or our existing partners do not perform as expected, we may not be able to capitalize on the market potential of those 
product candidates.
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If we are not able to establish collaborations on commercially reasonable terms, we may have to alter our development 
and commercialization plans.



We expect to rely on third parties to conduct our clinical trials and conduct some aspects of our research and preclinical 
testing, and those third parties may not perform satisfactorily, including failing to meet deadlines for the completion of 
such trials, research, or testing.
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Because we rely on third-party manufacturing and supply partners, our supply of research and development, preclinical 
and clinical development materials may become limited or interrupted or may not be of satisfactory quantity or quality.



•

•

•

•

•

•

We, or our third-party manufacturers, may be unable to successfully scale-up manufacturing of our product candidates 
in sufficient quality and quantity, which would delay or prevent us from developing our product candidates and 
commercializing approved products, if any.

Our rights to develop and commercialize our SLTx platform technologies and product candidates are subject, in part, 
to the terms and conditions of licenses granted to us by others.





If we fail to comply with our obligations in the agreements under which we license intellectual property rights from 
third parties, or these agreements are terminated, or we otherwise experience disruptions to our business relationships 
with our licensors, we could lose license rights that are important to our business.
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If we are unable to obtain and maintain patent and other intellectual property protection for our product candidates 
and for our SLTx platform, or if the scope of the patent and other intellectual property protection obtained is not 
sufficiently broad, our competitors could develop and commercialize products and technologies similar or identical to 
ours, and our ability to successfully commercialize any product candidates we may develop, and our SLTx platform 
may be adversely affected.



Our owned patent applications and in-licensed patents and patent applications and other intellectual property may be 
subject to priority disputes or to inventorship disputes and similar proceedings.



We have limited foreign intellectual property rights and may not be able to protect our intellectual property and 
proprietary rights throughout the world.

We may not be successful in acquiring or in-licensing necessary rights to key technologies or any product candidates 
we may develop.



The biotechnology and pharmaceutical industries have experienced substantial litigation and other proceedings 
regarding intellectual property rights, and third parties may initiate legal proceedings alleging that we are infringing, 
misappropriating, or otherwise violating their intellectual property rights, the outcome of which would be uncertain 
and may prevent, delay or otherwise interfere with our product discovery and development efforts.

inter partes

inter partes



We may become involved in lawsuits to protect or enforce our future patents or the patents of our licensors, which 
could be expensive, time consuming, and unsuccessful and could result in a finding that such patents are unenforceable 
or invalid.



inter partes

inter partes

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.



Changes in patent law in the United States and jurisdictions outside of the United States could diminish the value of 
patents in general, thereby impairing our ability to protect our SLTx platform technologies and product candidates.

inter partes



Patent terms may be inadequate to protect our competitive position on our product candidates for an adequate amount 
of time.

If we are unable to protect the confidentiality of our trade secrets, our business and competitive position would 
be harmed.



Third parties may assert that our employees, consultants, or advisors have wrongfully used or disclosed confidential 
information or misappropriated trade secrets.

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

Intellectual property rights do not necessarily address all potential threats.
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Our relationships with healthcare providers, physicians, and third-party payors will be subject to applicable 
anti-kickback, fraud and abuse, anti-bribery and other healthcare laws and regulations, which could expose us to 
criminal sanctions, civil penalties, contractual damages, reputational harm, and diminished profits and future earnings.
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Healthcare and other reform legislation may increase the difficulty and cost for us and any collaborators we may have 
to obtain marketing approval of and commercialize our product candidates and affect the prices we, or they, may obtain.



We intend to seek orphan drug designation for our product candidates, but any orphan drug designations we receive 
may not confer marketing exclusivity or other expected benefits.



Our employees, principal investigators, consultants, and commercial partners may engage in misconduct or other 
improper activities, including non-compliance with regulatory standards and requirements and insider trading.

Laws and regulations governing any international operations we may have in the future may preclude us from 
developing, manufacturing and selling certain product candidates outside of the United States and require us to develop 
and implement costly compliance programs.



We are subject to stringent privacy laws, information security laws, regulations, policies and contractual obligations 
related to data privacy and security and changes in such laws, regulations, policies and contractual obligations could 
adversely affect our business.



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

Our internal computer systems, or those of our third-party vendors, collaborators or other contractors or consultants, 
may fail or suffer security breaches, which could result in a material disruption of our product development programs, 
compromise sensitive information related to our business or prevent us from accessing critical information, potentially 
exposing us to liability or otherwise adversely affecting our business.



A pandemic, epidemic, or outbreak of an infectious disease, such the COVID-19 pandemic, may materially and 
adversely affect our business and our financial results and could cause a disruption to the development or supply of 
our product candidates.

The market price of our common stock may be highly volatile, which could result in substantial losses for investors.
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Insiders have substantial influence over us, which could limit your ability to affect the outcome of key transactions, 
including a change of control.

If we fail to establish and maintain proper and effective internal control over financial reporting, our operating results 
and our ability to operate our business could be harmed.



We are an “emerging growth company” and a “smaller reporting company,” and the reduced disclosure requirements 
applicable to emerging growth companies may make our common stock less attractive to investors.



We do not expect to pay any dividends for the foreseeable future. 

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

Provisions in our amended and restated certificate of incorporation, our amended and restated by-laws and Delaware 
law may have anti-takeover effects that could discourage an acquisition of us by others, even if an acquisition would 
be beneficial to our stockholders, and may prevent attempts by our stockholders to replace or remove our current 
management.
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Our amended and restated certificate of incorporation designates the state or federal courts within the State of Delaware 
as the exclusive forum for certain types of actions and proceedings that may be initiated by our stockholders, which 
could limit our stockholders’ ability to obtain a favorable judicial forum for disputes with us or our directors, officers 
or employees.







The following discussion and analysis of our financial condition and results of operations should be read in 
conjunction with the financial statements and notes included in Item 8 of this Annual Report on Form 10-K. In addition to 
historical financial information, the following discussion contains forward-looking statements that reflect our plans, 
estimates and beliefs. Our actual results could differ materially from those discussed in the forward-looking statements. 
Factors that could cause or contribute to these differences include those discussed below and elsewhere in this Annual 
Report, including, but not limited to, those set forth in “Cautionary Note Regarding Forward-Looking Statements” and 
“Risk Factors.” 
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Revenue 

Collaboration Revenue 



Operating Expenses 

Research and Development Expenses 

•

•

•

•

•

•

•



•

•

•

•

•

•

•

•

•

•

•

•

•

•

•

•

•

General and Administrative Expenses 



Other Income (Expense) 

Interest Income 

Interest Expense 

Other Income, net 

Income Taxes 

Revenue Recognition 

Revenue from Contracts with Customers







Accrued Research and Development Expenses 
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Stock-Based Compensation 



Comparison of the Years Ended December 31, 2022 and 2021 

Revenue 

Research and Development Expenses 



General and Administrative Expenses 

Other Income (Expense), net 

Sources of Liquidity 



Cash Flows 

Operating Activities 

Investing Activities 



Financing Activities 

Loan and security agreement 

Wall Street Journal

Funding requirements 
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Opinion on the Financial Statements 

Basis for Opinion 













Use of Estimates 

Concentration of Credit Risk and of Significant Suppliers 

Restricted Cash 

Property and Equipment 



Impairment of Long-Lived Assets 

Leases 

Leases

Fair Value Measurements 



Segment Information 

Cash and cash equivalents 

Marketable securities 

 

Revenue Recognition for License and Collaboration Agreements 

Revenue from Contracts with Customers



Exclusive Licenses 



Research and Development Services 

Customer Options 

Milestone Payments 



Royalties 

Research and Development Costs 

Research, Development and Manufacturing Contract Costs and Accruals 

Patent Costs 



Stock-Based Compensation 

Income Taxes 



Comprehensive Loss 

Net Income (Loss) per Share 

Recently Issued Accounting Pronouncements 

Financial Instruments—Credit Losses (Topic 362): Measurement 
of Credit Losses on Financial Statements

Financial Instruments-Overall

, Income Taxes (Topic 740): Simplifying the Accounting for 
Income Taxes

Reference Rate Reform (Topic 848): Facilitation of the 
Effects of Reference Rate Reform on Financial Reporting



Marketable Securities 





Wall Street Journal 



At-the-Market Offering  



Stock Option Valuation 



Stock Option Activity 



Stock-based Compensation Expense 





Contract Liability 





401(k) Plan 



Indemnification Agreements 

Legal Proceedings 

Corporate headquarters 

Manufacturing Services Agreement 



Finance leases 

Summary of lease costs 



















President and Chief Executive Officer 
(Principal executive officer) 






