
�









HCW9218:  Novel Bifunctional Immunotherapeutic with TGF-  

i.e. i.e.

Molecular 
Therapy  

in vitro in vivo



Molecular Therapy  

HCW9302:  Novel Immunotherapeutic for Treg Expansion 

Frontiers in Immunology
in vitro in vivo

Frontiers in Immunology

Other Compounds under Development 

in vivo ex vivo



Out-Licensing, Cooperative Agreements and Strategic Collaborations 



Phase 1b/2 Clinical Trial to Evaluate HCW9218 in Pancreatic Cancer
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Phase 1 Clinical Trial to Evaluate HCW9218 in Solid Tumors   

IND-Enabling Activities for HCW9302   

 
 

HCW Biologics’ Immunotherapeutic Approach
for Elimination of Chronic Inflammation
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The Science of Chronic Inflammation 



Our Approach for the Treatment of Inflammaging 



Immune Cell Mediated Senescence Cell Clearance and Senomorphic for SASP Neutralization  

Molecular Therapy

Deactivation of Inflammasomes by Activating Treg Cells 
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Focus on cancer indications in initial clinical development of our lead product candidate, HCW9218, in indications with high 
unmet medical need or where side effects of standard-of-care therapy diminishes health span. 

i.e.

i.e.

Focus on autoimmune indications with high unmet medical need in initial clinical development of our lead product candidate, 
HCW9302. 

Leverage established clinical trial network. 

Identify non-dilutive financing events that allow us to advance the clinical development of our lead product candidates.   

Explore co-development deals with big pharma for lead molecules in the longer term. 



Our Internally-Developed Tissue factOr-Based fusIon (“TOBI”) Platform 
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Cancer and Other Age-Related Diseases 
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Autoimmune and Pro-inflammatory Diseases
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Antibodies 



Overview 

Internally-Developed Intellectual Property 
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Single-Chain Chimeric Polypeptides Patent Family 

Multi-Chain Chimeric Polypeptides Patent Family 

Methods of Culturing and Methods of Expansion and Proliferation 
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Treating Age Related Disorders 

Methods of Activating Regulatory T Cells 
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Trademarks 



Trade Secret Protection 

Wugen Exclusive License Agreement 
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FDA Approval Process 





Disclosure of Clinical Trial Information 

Expedited Development and Review Programs 

Fast Track Designation and Priority Review 

Breakthrough Therapy Designation 



Accelerated Approval 

Regenerative Medicine Advanced Therapy Designation 

 

Pediatric Information 



Additional Controls for Biologics 

Post-Approval Requirements 

Biosimilars 



Other Healthcare Laws 



Data Privacy and Security 



Coverage and Reimbursement 

United States Healthcare Reform 



Drug and Biologic Development Process 



Drug Marketing Authorization 



Data and Market Exclusivity 

Post-Approval Regulation 



Sales and Marketing Regulations 

Anti-Corruption Legislation 

Other Markets 



Our operations and financial results are subject to various risks and uncertainties, including those described below that 
could adversely affect our business, financial condition, results of operations, cash flows and the trading price of our common stock. It 
is not possible to predict or identify all such risks; our operations could also be affected by factors, events or uncertainties that are not 
presently known to us or that we currently do not consider to present significant risks to our operations. Therefore, while you should 
carefully consider the following risks, together with all of the other information in this Annual Report, including the section titled 
“Management’s Discussion and Analysis of Financial Condition and Results of Operations,” our financial statements and the related 
notes thereto. You should not consider the following risks to be a complete statement of all the potential risks or uncertainties we 
could face



We have incurred significant losses since our inception and we expect to incur losses for the foreseeable future. We have no 
products approved for commercial sale and may never achieve or maintain profitability.



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

We may require additional funding in order to complete development of our product candidates and commercialize our products, if 
approved.  However, this additional financing may not be available on acceptable terms, or at all. If we are unable to raise capital 
when needed, we could be forced to delay, reduce, or eliminate our product development programs or commercialization efforts. 
 



If we or any collaborators we work with in the future are unable to successfully develop and commercialize our product 
candidates, or experience significant delays in doing so, our business, financial condition, and results of operations will be 
materially adversely affected.                

A key element of our strategy is to enter into out-licensing arrangements for certain rights to HCWB internally-developed 
molecules that we do not intend to develop into lead product candidates on our own or together with co-development partners. We 
may not be able to identify licensees, which could lower any return on our investments and increase our need for external funding. 

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



 
Our business and operations are subject to risks related to climate change. 

Our clinical trials may fail to demonstrate substantial evidence of the safety and efficacy of our product candidates or any future 
product candidates, which would prevent or delay or limit the scope of regulatory approval and commercialization. 
 



Preliminary, topline or interim 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. 

Clinical drug development is a lengthy and expensive process with uncertain timelines and uncertain outcomes. If clinical trials of 
our product candidates are prolonged or delayed, we or any collaborators may be unable to obtain required regulatory approvals, 
and therefore be unable to commercialize our product candidates on a timely basis or at all. 



We depend on enrollment of patients in our clinical trials for our product candidates. If we experience delays or difficulties 
enrolling in our clinical trials, our research and development efforts and business, financial condition, and results of operations 
could be materially adversely affected. 



We may become exposed to costly and damaging liability claims, either when testing our product candidates in the clinic or at the 
commercial stage, and our product liability insurance may not cover all damages from such claims. 

The development and commercialization of biopharmaceutical products is subject to extensive regulation, and the regulatory 
approval processes of the FDA and comparable foreign authorities are lengthy, time-consuming, and inherently unpredictable. If 
we are ultimately unable to obtain regulatory approval for our product candidates on a timely basis if at all, our business will be 
substantially harmed. 



Even if our product candidates obtain regulatory approval, we will be subject to ongoing obligations and continued regulatory 
review, which may result in significant additional expense. Additionally, our product candidates, if approved, could be subject to 
labeling and other restrictions and market withdrawal and we may be subject to penalties if we fail to comply with regulatory 
requirements or experience unanticipated problems with our products. 



Our employees, independent contractors, principal investigators, consultants, commercial partners, and vendors may engage in 
misconduct or other improper activities, including noncompliance with regulatory standards and requirements. 
  



We operate in highly competitive and rapidly changing industries, which may result in others discovering, developing or 
commercializing competing products before or more successfully than we do. 

Failure to successfully identify, develop, and commercialize additional product candidates could impair our ability to grow. 

Even if approved, our products may not gain market acceptance, in which case we may not be able to generate product revenues, 
which will materially adversely affect our business, financial condition, and results of operations. 
  



We currently have no marketing, sales, or distribution infrastructure and we intend to either establish a sales and marketing 
infrastructure or outsource this function to a third party. Either of these commercialization strategies carries substantial risks to 
us. 
  

We rely on third parties to manufacture our product candidates. Any failure by a third-party manufacturer to produce acceptable 
drug substance for us or to obtain authorization from the FDA or comparable regulatory authorities may delay or impair our 
ability to initiate or complete our clinical trials, obtain regulatory approvals or commercialize approved products. 



Supply sources could be interrupted from time to time and, if interrupted, there is no guarantee that supplies could be resumed 
within a reasonable time frame and at an acceptable cost or at all. 

 
 



We expect to rely on third parties, including independent clinical investigators, to conduct our preclinical studies and clinical 
trials. If these third parties do not successfully carry out their contractual duties, comply with applicable regulatory requirements, 
or meet expected deadlines, we may not be able to obtain regulatory approval for or commercialize our product candidates and our 
business could be substantially harmed. 

We may not realize the benefits of any existing or future co-development or out-licensing arrangement, and if we fail to enter into 
new strategic relationships, our business, financial condition, commercialization prospects, and results of operations may be 
materially adversely affected. 
  



To date, we have relied on one third-party manufacturer for the cGMP production of our drug product candidates. The loss of this 
third-party manufacturer could negatively impact our ability to develop our product candidates and adversely affect our business. 

We expect to rely on patents and other intellectual property rights to protect our technology, including product candidates and our 
immunotherapy platform technology, the prosecution, enforcement, defense, and maintenance of which may be challenging and 
costly. Failure to protect or enforce these rights adequately could harm our ability to compete and impair our business. 



We may become involved in lawsuits to protect or enforce our issued patents relating to one or more of our product candidates or 
our internally-developed platform, which could ultimately render our patents invalid or unenforceable and adversely affect our 
competitive position. Intellectual property litigation or other legal proceedings could cause us to spend substantial resources and 
distract our personnel from their normal responsibilities. 



We and our chief executive officer are currently involved in legal proceedings with Altor/NantCell, in which Altor/NantCell has 
alleged, among other things, a claim of trade secret misappropriation and other related claims against us in federal court and 
breach of contract and fiduciary duty, among other claims, against our chief executive officer in arbitration, and an adverse result 
could have a negative material impact on our business and operations. 

Intellectual property rights of third parties could adversely affect our ability to develop or commercialize our product candidates, 
such that we could be required to litigate or obtain licenses from third parties in order to develop or market our product candidates. 



We may need to obtain licenses of third-party technology that may not be available to us or are available only on commercially 
unreasonable terms, and which may cause us to operate our business in a more costly or otherwise adverse manner that was not 
anticipated. 



We are and may become subject to claims challenging the inventorship or ownership of our patents and other intellectual property. 

We may rely on trade secret and proprietary know-how, which can be difficult to trace and enforce and, if we are unable to protect 
the confidentiality of our trade secrets, our business and competitive position would be harmed. 



We are currently and may be in the future subject to third-party claims asserting that our employees, consultants, contractors, 
collaborators, or advisors have misappropriated or wrongfully used or disseminated their intellectual property, or claiming 
ownership of what we regard as our own intellectual property. 
  

Our information technology systems, or those used by our third-party contractors or consultants, may fail or suffer security 
breaches, which could adversely affect our business. 



We face potential liability related to the privacy of health information we obtain from clinical trials sponsored by us or our 
collaborators, from research institutions and our collaborators, and directly from individuals. 
  

i.e.



Our stock price may be volatile or may decline regardless of our operating performance, resulting in substantial losses for 
investors. 

Our principal stockholders and management own a significant percentage of our stock and will be able to exert significant control 
over matters subject to stockholder approval. 

We are an emerging growth company as well as a “smaller reporting company”, and any decision on our part to comply only with 
certain reduced reporting and disclosure requirements applicable to emerging growth companies or smaller reporting companies  
could make our common stock less attractive to investors. 
  



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

Provisions in our amended and restated certificate of incorporation and our amended and restated bylaws and Delaware law might 
discourage, delay or prevent a change in control of our company or changes in our management and, therefore, depress the 
market price of our common stock. 
  



Our amended and restated certificate of incorporation provides that the Court of Chancery of the State of Delaware will be 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. 

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



Our money market or other investments or bank deposits may be subject to market, interest and credit risk that may reduce in 
value. 

 
Our future growth and ability to compete depends on retaining our key personnel and recruiting additional qualified personnel. 





You should read the following discussion and analysis of our financial condition and results of operations together with our 
financial statements and related notes thereto included elsewhere in this Annual Report.  This discussion contains forward-looking 
statements that involve risk and uncertainties, such as statements of our plans, objectives, expectations, and intentions, which are 
based on the beliefs of our management. Our actual results could differ materially from those discussed in these forward-looking 
statements. Factors that could cause or contribute to such differences include, but are not limited to, those discussed in the “Risk 
Factors” section of this Annual Report. 



 
Overview of Accomplishments Related to HCW9218 

Clinical Trial to Evaluate HCW9218 in Patients with Advanced Pancreatic Cancer 

 
Clinical Trial to Evaluate HCW9218 in Patients with Solid Tumors 



Overview of Accomplishments Related to HCW9302 

Scientific Publications and Conferences 

Frontiers in Immunology
in 

vitro in vivo



Research and Development 



General and Administrative Expenses 



Revenue 

Research and Development Expenses 



General and Administrative Expenses 



Interest and Other Income (Loss), Net 

Sources of Liquidity 



Summary of Statements of Cash Flows 

Operating Activities 



Investing Activities 

Financing Activities 

Contractual Obligations and Commitments 

Cogent Loan Agreement 
 



Revenue Recognition 

Fair Value Measurements 

Fair Value 

Stock-based Compensation 



Fair Value of Common Stock

 

Expected term

 

Expected volatility

 

Risk-free interest rate
 

Dividend yield
 

Determination of the Fair Value of Our Common Stock 

Valuation of Privately-Held-Company Equity Securities 
Issued as Compensation;



Income Taxes 







 

 

 

 

 

 



The accompanying notes are an integral part of these financial statements.  



The accompanying notes are an integral part of these financial statements. 
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The accompanying notes are an integral part of these financial statements.  





Fair Value Measurement



Collaborative Arrangements,

Revenue from 
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License Grants:  
 

Milestone and Contingent Payments:  

Materials Supply:  
 

Accounts Receivable, Net 
 





Income Taxes







 

 

 







Fair Value of Common Stock

Expected term

Expected volatility

Risk-free interest rate

Dividend yield
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