
Better Cells For Better Therapies®

Developing first-in-class cellular immunotherapies
for cancer and immune disorders

by programming cell function and fate
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In this Annual Report on Form 10-K, unless the context requires otherwise, “Fate Therapeutics,” “Company,” “we,” “our,” 
and “us” means Fate Therapeutics, Inc. and its subsidiaries. 



Off-the-shelf, iPSC-derived Cellular Immunotherapies – Hematologic Malignancies

Off-the-shelf, iPSC-derived Cellular Immunotherapies – Solid Tumors

Allogeneic Cellular Immunotherapies
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FT500: iPSC-derived NK Cell Product Candidate for Advanced Solid Tumors 



• Safety

• Tolerability

• Anti-tumor Activity



FT516: iPSC-derived, hnCD16 Engineered NK Cell Product Candidate  



in vitro in vivo

•
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FT596: iPSC-derived, hnCD16, CAR19, IL15-RF Engineered NK Cell Product Candidate  



in vitro  in vivo 
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FT538: iPSC-derived, hnCD16, IL15-RF, CD38KO Engineered NK Cell Product Candidate  



FT576: iPSC-derived, hnCD16, IL15-RF, CD38-KO, CAR-BCMA Engineered NK Cell Product Candidate 

in vitro in vivo

FT819: iPSC-derived, TCR-KO, TRAC-targeted CAR19 Engineered T-Cell Product Candidate  



• in vitro
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• in vivo

in vivo

Other iPSC-derived Cell Product Candidates 



in vitro
in vivo

ProTmune™ 

ex vivo

in vitro
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   Treatment Responsive --- --- Yes --- Yes Yes --- 

   Time to Resolution of Maximum Grade --- --- 7 days --- 8 days 5 days --- 

1 As measured from the day following HCT 

FATE-NK100 



ex vivo

Ono Pharmaceutical 



California Institute of Regenerative Medicine (CIRM) 

Overview 

ex vivo

Intellectual Property Relating to iPSC Technology

ex vivo



Intellectual Property Relating to CRISPR Engineering

Eubacterium rectale

Intellectual Property Relating to the Programming of Hematopoietic Cells

ex vivo

ex vivo



ex vivo

ex vivo

The University of Minnesota 

Memorial Sloan Kettering Cancer Center 



Whitehead Institute for Biomedical Research



The Scripps Research Institute 

Children’s Medical Center Corporation



Off-the-shelf, iPSC-derived Cellular Immunotherapies 
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ProTmune™
ex vivo



Marketing Approval 
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U.S. Biological Products and Drug Development Process 
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in vitro



U.S. Review and Approval Processes 



Expedited Development and Review Programs 



Accelerated Approval for Regenerative Advanced Therapies  

U.S. Patent Term Restoration and Marketing Exclusivity 



Orphan Designation 

Pediatric Research Equity Act 

Healthcare Reform and Other Regulatory Changes 
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Other Regulations 





You should carefully consider the following risk factors, as well as the other information in this Annual Report on Form 10-K, and 
in our other public filings. The occurrence of any of these risks could harm our business, financial condition, results of operations and/or 
growth prospects or cause our actual results to differ materially from those contained in forward-looking statements we have made in this 
report and those we may make from time to time. You should consider all of the risk factors described in our public filings when 
evaluating our business. 

 

We may face delays in initiating, conducting or completing our clinical trials, and we may not be able to initiate, conduct or 
complete them at all. 

•

•



•

•

•

•

•

•

•

•

•

•

•

•

•

•

•

•

•

If we fail to complete the preclinical or clinical development of, or to obtain regulatory approval for, our product candidates, our 
business would be significantly harmed. 
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The manufacture and distribution of our cell product candidates, particularly our iPSC-derived cell product candidates, is complex 
and subject to a multitude of risks. These risks could substantially increase our costs and limit the clinical and commercial supply 
of our product candidates, and the development and commercialization of our product candidates could be substantially delayed or 
restricted if the FDA or other regulatory authorities impose additional requirements on our manufacturing operations or if we are 
required to change our manufacturing operations to comply with regulatory requirements. 



Our inability to manufacture sufficient quantities of our product candidates, or the loss of our third-party contract manufacturers, 
or our or their failure to supply sufficient quantities of our product candidates at acceptable quality levels or prices, or at all, would 
materially and adversely affect our business



Because our approach to the development of product candidates is based on novel and unproven technologies, it is subject to a 
substantial degree of technological uncertainty and we may not succeed in developing any of our product candidates. 
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If we encounter difficulties enrolling patients in our clinical trials, our clinical development activities could be delayed or 
otherwise adversely affected.
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Development of our product candidates will require substantial additional funding, without which we will be unable to complete 
preclinical or clinical development of, or obtain regulatory approval for, our product candidates. 

•
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The clinical development of our product candidates could be substantially delayed if we are required to conduct unanticipated 
studies, including preclinical studies or clinical trials, or if the FDA imposes other requirements or restrictions including on the 
manufacture, of our product candidates. 
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We are pursuing multiple programs and product candidates in our novel cell therapy development pipeline using an approach that 
is designed to enable rapid incorporation of new product features. If we elect to incorporate these new features into next-
generation product candidates, this may render our existing product candidates obsolete, and we may devote our limited resources 
in pursuit of a particular program for which there is a greater potential for success and fail to capitalize on development 
opportunities or product candidates including those which may be more advanced in development. 

We study our product candidates in patient populations with significant comorbidities that may result in deaths or serious adverse 
or unacceptable side effects and require us to abandon or limit our clinical development activities. 



Because our product candidates are based on novel technologies, it is difficult to predict the regulatory approval process and the 
time, the cost and our ability to successfully initiate, conduct and complete clinical development, and obtain the necessary 
regulatory and reimbursement approvals, required for commercialization of our product candidates. 



Preliminary data and interim results we disclose, and results from earlier studies, may not be predictive of the final results, or of 
later studies or future clinical trials. 
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•
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Even if we obtain regulatory approval for a product candidate, our products will remain subject to regulatory scrutiny. 



We expect to rely on orphan drug status to develop and commercialize certain of our product candidates, but our existing orphan 
drug designations may not confer marketing exclusivity or other expected commercial benefits and we may not be able to obtain 
orphan drug designations for our other product candidates. 

ex vivo

We may be subject to certain regulations, including federal and state healthcare fraud and abuse laws and health information 
privacy and security laws. Any failure to comply with these regulations could have a material adverse effect on our business and 
financial condition. 

We have limited experience manufacturing our product candidates on a clinical scale, and no experience manufacturing on a 
commercial scale. We are, and expect to continue to be, dependent on third parties to conduct some or all aspects of manufacturing 
of our product candidates for use in clinical trials and for commercial sale, if approved. Our business could be harmed if those 
third parties fail to perform satisfactorily. 



We currently depend on third-party cell processing facilities for the manufacture of ProTmune under specific conditions. Any 
failure by these facilities to manufacture our product candidates consistently and under the proper conditions may result in delays 
to our clinical development plans and impair our ability to obtain approval for, or commercialize, these product candidates. 



We expect to depend on strategic partnerships and collaboration arrangements, such as our collaboration arrangement with Ono 
under the Ono Agreement, for the development and commercialization of certain of our product candidates in certain indications 
or geographic territories, and if these arrangements are unsuccessful, this could result in delays and other obstacles in the 
development, manufacture or commercialization of any of our product candidates and materially harm our results of operations. 
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•

 



Cell-based therapies depend on the availability of reagents and specialized materials and equipment which in each case are 
required to be acceptable to the FDA and foreign regulatory agencies, and such reagents, materials, and equipment may not be 
available to us on acceptable terms or at all. We rely on third-party suppliers for various components, materials and equipment 
required for the manufacture of our product candidates and do not have supply arrangements for certain of these components. 

We face a variety of challenges and uncertainties associated with our dependence on human donor material for the manufacture 
of ProTmune. 
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We currently rely on third parties to conduct certain research and development activities and clinical trials of our product 
candidates. If these third parties do not successfully carry out their contractual duties or meet expected deadlines, we may not be 
able to timely develop, manufacture, obtain regulatory approval for or commercialize our product candidates and our business 
could be substantially harmed. 

If conflicts arise between us and our collaborators or strategic partners, these parties may act in a manner adverse to us and could 
limit our ability to implement our strategies.  



If we are unable to protect our intellectual property, or obtain and maintain patent protection for our technology and product 
candidates, other companies could develop products based on our discoveries, which may reduce demand for our products and 
harm our business. 

We depend on our licensors to prosecute and maintain patents and patent applications that are material to our business. Any 
failure by our licensors to effectively protect these intellectual property rights could adversely affect our business and operations. 

If we fail to comply with our obligations under our license agreements, we could lose rights to our product candidates or key 
technologies. 



We may be involved in litigation or other proceedings relating to the enforcement or defense of patent and other intellectual 
property rights, which could cause us to divert our resources and could put our intellectual property at risk. 

ex parte
 inter partes

We or our strategic partners may infringe the intellectual property rights of others, which may prevent or delay our product 
development efforts and stop us from commercializing, or increase the costs of commercializing, our product candidates. 

 ex part
 inter partes

We may be subject to claims that our employees, consultants or independent contractors have wrongfully used or disclosed alleged 
trade secrets. 



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

Proprietary information and invention assignment agreements with our employees and third parties may not prevent unauthorized 
disclosure of our trade secrets and other proprietary information. 

We may not be able to protect our intellectual property rights throughout the world. 

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

The term of our patents may not be sufficient to effectively protect our market position and products. 



We do not have experience marketing any product candidates and do not have a sales force or distribution capabilities, and if our 
products are approved we may be unable to commercialize them successfully. 

The commercial success of our product candidates will depend upon the degree of market acceptance by physicians, patients, third-
party payers and others in the medical community. 
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We expect to face uncertainty regarding the pricing of our existing product candidates and any other product candidates that we 
may develop. If pricing policies for our product candidates are unfavorable, our commercial success will be impaired. 

The insurance coverage and reimbursement status of newly-approved products is uncertain. Failure to obtain or maintain 
adequate coverage and reimbursement for new products could limit our product revenues. 



If the market opportunities for our product candidates are smaller than we believe they are, our revenues may be adversely affected 
and our business may suffer. Because the target patient populations of our product candidates are small, we must be able to 
successfully identify patients and capture a significant market share to achieve and maintain profitability. 

Healthcare legislative or regulatory reform measures may have a negative impact on our business and results of operations. 



•

•

•

•

The success of our existing product candidates is substantially dependent on developments within the field of HSCT and cellular 
immunotherapy, some of which are beyond our control. 

 

We face competition from other biotechnology and pharmaceutical companies, and our operating results will suffer if we fail to 
compete effectively. 

We may not be able to manage our business effectively if we are unable to attract and retain key personnel and consultants. 



If we fail to maintain an effective system of disclosure controls and procedures and internal controls, our ability to produce 
accurate financial statements or comply with applicable regulations could be impaired. 

If we engage in an acquisition, reorganization or business combination, we will incur a variety of risks that could adversely affect 
our business operations or our stockholders. 

•

•

•

•

•

•

We face potential product liability exposure far in excess of our limited insurance coverage. 



If we fail to comply with environmental, health, and safety laws and regulations, including regulations governing the handling, 
storage or disposal of hazardous materials, we could become subject to fines or penalties or incur costs that could harm our 
business. 

Our employees may engage in misconduct or other improper activities, including noncompliance with regulatory standards and 
requirements and insider trading. 

Our business activities may be subject, directly or indirectly, to federal and state healthcare fraud and abuse laws, physician 
payment transparency laws, health information privacy and security laws, and anti-bribery and anti-corruption laws. Our actual or 
perceived failure to comply with such laws or their relevant foreign counterparts could adversely affect our business. 



  

We or the third parties upon whom we depend may be adversely affected by earthquakes or other natural disasters and our 
business continuity and disaster recovery plans may not adequately protect us from a serious disaster.

Unfavorable global economic conditions could adversely affect our business, financial condition or results of operations. 



Our internal computer systems, or those used by our third-party research institution collaborators, CROs or other contractors or 
consultants, may fail or suffer security breaches. 

We have a limited operating history, have incurred significant losses since our inception, and anticipate that we will continue to 
incur significant losses for the foreseeable future. 

Our stock price is subject to fluctuation based on a variety of factors. 
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•
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Our principal stockholders and management own a significant percentage of our stock and may be able to exercise significant 
control over our company. 



We may sell additional equity or debt securities or enter into other arrangements to fund our operations, which may result in 
dilution to our stockholders and impose restrictions or limitations on our business. 

We have broad discretion over the use of our cash, cash equivalents, and investments and may not use them effectively. 

Provisions of Delaware law or our charter documents could delay or prevent an acquisition of our company, and could make it 
more difficult for you to change management. 

•

•

•

•

•



Comprehensive tax reform legislation could adversely affect our business and financial condition. 

 

Our ability to use our net operating loss carryforwards and certain other tax benefits may be limited and, as a result, our future tax 
liability may increase. 
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The following selected data should be read in conjunction with our financial statements located elsewhere in this Annual Report 
on Form 10-K and “Item 7. Management’s Discussion and Analysis of Financial Condition and Results of Operations”. 



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 included under Item 8 of this Annual Report on Form 10-K. The following 
discussion contains forward-looking statements that involve risks and uncertainties. Our actual results could differ materially from 
those expressed or implied in any forward-looking statements as a result of various factors, including those set forth under the caption 
“Item 1A. Risk Factors.” 

This section of this Form 10-K generally discusses 2019 and 2018 items and year-to-year comparisons between 2019 and 2018. 
Discussions of 2017 items and year-to-year comparisons between 2018 and 2017 that are not included in this Form 10-K can be 
found in “Management’s Discussion and Analysis of Financial Condition and Results of Operations” in Part II, Item 7 of the 
Company’s Annual Report on Form 10-K for the fiscal year ended December 31, 2018 as filed with the Securities and Exchange 
Commission on March 5, 2019. 
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Collaboration Revenue 

Agreement with Ono Pharmaceutical Co., Ltd. 

Revenue 
from Contracts with Customers

Agreement with Juno Therapeutics, Inc. 



Research and Development Expenses 

•

•

•

•

•

•

•

•

•

•

•

•

•

General and Administrative Expenses 

 



Other Income (Expense) 

Revenue Recognition 



Accrued Research and Development Expenses  

Stock-Based Compensation 



Comparison of Years Ended December 31, 2019 and 2018 

Revenue.

Research and development expenses.

•

•

•

•

General and administrative expenses.

Other income, net.



Operating Activities

Agreement with Ono Pharmaceutical Co., Ltd. 

Other Assets and 
Deferred Costs.

Agreement with Juno Therapeutics, Inc. 



Memorial Sloan Kettering Cancer Center License Agreement 

J. David Gladstone Institutes License Agreement 

Investing Activities 

Financing Activities 

Public Offering of Common Stock 

 



California Institute for Regenerative Medicine Award 

Silicon Valley Bank Debt Facility 

Registration Statements on Form S-3 



Operating Capital Requirements 

•

•

•

•

•



•

•

•

•

•

•

•

•
ex vivo



•

•

•

•





 Estimated total costs expected to be incurred under the Ono Collaboration 

Description of the Matter 

  
How We Addressed the 
Matter in Our Audit 

 





















Compensation-Stock Compensation, 

Leases (Topic 842) 



Collaborative 
Arrangements Revenue from Contracts with Customers

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

Financial Instruments - Credit Losses: Measurement of Credit Losses on 
Financial Instruments



Collaborative Arrangements
Revenue from 

Contracts with Customers 

Other Assets and Deferred Costs 









Silicon Valley Bank Debt Facilities 



Warrants 



pari passu



Dividends 

2013 Stock Option and Incentive Plan 

Inducement Plan



Stock Options.



Restricted Stock Units.

Stock Option Grants Valuation.

Risk-free interest rate.



Expected dividend yield.

Expected volatility.

Expected term.

















Index list to Financial Statements: 

Financial Statement Schedules 

Exhibits 









President and Chief Executive Officer 
(Principal Executive Officer and Authorized 

Signatory)
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