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PART I—FINANCIAL INFORMATION

Item 1. Financial Statements.

HCW Biologics Inc.
Condensed Balance Sheets

 
   December 31,   June 30,  
   2020   2021  
      (unaudited)  
ASSETS          
Current assets:          

Cash and cash equivalents   $ 8,455,834  $ 5,050,851 
Accounts receivable, net    2,500,000   50,000 
Prepaid expenses    538,306   862,498 
Deferred offering costs    —     3,189,000 
Other current assets    654,528   893,971 

     
 

   
 

Total current assets    12,148,668   10,046,320 
Investment    1,599,750   1,599,750 
Property and equipment, net    1,649,668   1,387,324 
     

 
   

 

Total assets   $ 15,398,086  $ 13,033,394 
     

 

   

 

LIABILITIES, REDEEMABLE PREFERRED STOCK AND STOCKHOLDERS’ DEFICIT          
Liabilities          
Current liabilities:          

Accounts payable   $ 155,343  $ 996,880 
Accrued liabilities and other current liabilities    845,741   3,172,545 

     
 

   
 

Total current liabilities    1,001,084   4,169,425 
Commitments and contingencies (Note 7)          
Redeemable preferred stock:          

Series A, $0.0001 par value; 14,738,948 shares authorized and 6,316,691 shares issued at December 31, 2020 and
June 30, 2021    6,140,792   6,333,842 

Series B, $0.0001 par value; 28,029,449 shares authorized and 12,012,617 shares issued at December 31, 2020 and
June 30, 2021    13,680,306   14,118,483 

Series C, $0.0001 par value; 18,181,818 shares authorized and 5,439,112 shares issued at December 31, 2020 and
June 30, 2021    11,294,301   11,651,350 

     
 

   
 

Total redeemable preferred stock    31,115,399   32,103,675 
     

 
   

 

Stockholders’ deficit:          
Common stock:          

Class B convertible, $0.0001 par value; 10,000,000 shares authorized and 4,285,714 shares issued at
December 31, 2020 and June 30, 2021    429   429 

Class A, $0.0001 par value; 74,950,215 shares authorized and 507,680 shares issued at December 31, 2020;
74,950,215 shares authorized and 669,886 shares issued at June 30, 2021    51   67 

Accumulated deficit    (16,718,877)   (23,240,202) 
     

 
   

 

Total stockholders’ deficit    (16,718,397)   (23,239,706) 
     

 
   

 

Total liabilities, redeemable preferred stock and stockholders’ deficit   $ 15,398,086  $ 13,033,394 
     

 

   

 

See accompanying notes to the unaudited condensed interim financial statements.
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HCW Biologics Inc.
Condensed Statements of Operations

(Unaudited)
 
   

Three Months Ended
June 30,   

Six Months Ended
June 30,  

   2020   2021   2020   2021  
Operating expenses:                  
Research and development   $ 2,068,783  $ 1,673,163  $ 3,747,207  $ 4,002,976 
General and administrative    711,224   1,077,830   1,429,792   2,160,190 
     

 
   

 
   

 
   

 

Total operating expenses    2,780,007   2,750,993   5,176,999   6,163,166 
     

 
   

 
   

 
   

 

Loss from operations    (2,780,007)   (2,750,993)   (5,176,999)   (6,163,166) 
Interest and other income, net    1,522   631   23,000   568,808 
     

 
   

 
   

 
   

 

Net loss   $(2,778,485)  $(2,750,362)  $(5,153,999)  $(5,594,358) 
Less: cumulative preferred dividends earned in the period    (279,786)   (482,662)   (559,573)   (960,020) 
     

 
   

 
   

 
   

 

Net loss available for distribution to common stockholders   $(3,058,271)  $(3,233,024)  $(5,713,572)  $(6,554,378) 
     

 

   

 

   

 

   

 

Net loss per share, basic and diluted   $ (0.65)  $ (0.66)  $ (1.21)  $ (1.34) 
Weighted average shares outstanding, basic and diluted    4,725,083   4,921,121   4,721,313   4,880,496 

See accompanying notes to the unaudited condensed interim financial statements.
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HCW Biologics Inc.
Condensed Statements of Changes in Redeemable Preferred Stock and Stockholders’ Deficit

For the Six Months Ended June 30, 2020 and 2021
(Unaudited)

 
   Redeemable Preferred Stock    Stockholders’ Deficit  
   Series A    Series B    Series C    Common Stock  

  

Additional
Paid-In
Capital   

Accumulated
Deficit   

Total
Stockholders’

Deficit     Shares    Amount    Shares    Amount    Shares    Amount    Shares    Amount 
Balance, December 31, 2019   6,316,691  $5,792,302   12,012,617  $12,883,859   —    $ —     4,717,542  $ 472  $ —    $ (9,676,766)  $ (9,676,294) 

Stock-based compensation   —     —     —     —     —     —         —     76   —     76 
6% cumulative dividends on

redeemable preferred stock  —     86,646   —     193,140   —     —     —     —     (76)   (279,710)   (279,786) 
Accretion of issuance costs   —     —     —     7,857   —     —     —     —     —     —     —   
Net loss   —     —     —     —     —     —     —     —     —     (2,375,514)   (2,375,514) 

    
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

Balance, March 31, 2020   6,316,691   5,878,948   12,012,617   13,084,856   —     —     4,717,542   472   —     (12,331,990)   (12,331,518) 
    

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 

Issuance of Class A Common
Stock upon exercise of
stock options   —     —     —     —     —     —     20,742   2   2,304   —     2,306 

Stock-based compensation   —     —     —     —     —     —     —     —     9,515   —     9,515 
6% cumulative dividends on

redeemable preferred stock  —     86,646    —     193,140    —     —     —     —     (11,819)   (267,967)   (279,786) 
Accreation of issuance costs   —     —     —     3,929   —     —     —     —     —     —     —   
Net loss   —     —     —     —     —     —     —     —     —     (2,778,485)   (2,778,485) 

    
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

Balance, June 30, 2020   6,316,691  $5,965,594   12,012,617  $13,281,925   —    $ —     4,738,284  $ 474  $ —    $ (15,378,442)  $ (15,377,968) 
     

 

    

 

    

 

    

 

    

 

         

 

    

 

    

 

   

 

   

 

   

   Redeemable Preferred Stock    Stockholders’ Deficit  
   Series A    Series B    Series C    Common Stock  

  

Additional
Paid-In
Capital   

Accumulated
Deficit   

Total
Stockholders’

Deficit     Shares    Amount    Shares    Amount    Shares    Amount    Shares    Amount 
Balance, December 31, 2020   6,316,691  $6,140,792   12,012,617  $13,680,306   5,439,112  $11,294,301   4,793,394  $ 480  $ —    $ (16,718,877)  $ (16,718,397) 

Issuance of Class A Common
Stock upon exercise of
stock options   —     —     —     —     —     —     88,706   8   13,377    —     13,385 

Stock-based compensation   —     —     —     —     —     —     —     —     641   —     641 
6% cumulative dividends on

redeemable preferred stock  —     95,992   —     213,971   —     167,395   —     —     (14,018)   (463,340)   (477,358) 
Accretion of issuance costs   —     —     —     3,929   —     10,200   —     —     —     —     —   
Net loss   —     —     —     —     —     —     —     —     —     (2,843,996)   (2,843,996) 

    
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

Balance, March 31, 2021   6,316,691   6,236,784   12,012,617   13,898,206   5,439,112   11,471,896   4,882,100   488   —     (20,026,213)   (20,025,725) 
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
 

Issuance of Class A Common
Stock upon exercise of
stock options   —      —      —      —      —      —      73,500   8   9,457   —      9,465 

Stock-based compensation   —      —      —      —      —      —      —      —      9,578   —      9,578 
6% cumulative dividends on

redeemable preferred stock  —      97,058   —      216,348   —      169,256   —      —      (19,035)   (463,627)   (482,662) 
Accreation of issuance costs   —      —      —      3,929   —      10,198   —      —      —      —      —    
Net loss   —      —      —      —      —      —      —      —      —      (2,750,362)   (2,750,362) 

Balance, June 30, 2021   6,316,691  $6,333,842   12,012,617  $14,118,483   5,439,112  $11,651,350   4,955,600  $ 496  $ —   $ (23,240,202)  $ (23,239,706) 
    

 

   

 

   

 

   

 

   

 

   

 

   

 

   

 

   

 

   

 

   

 

See accompanying notes to the unaudited condensed interim financial statements.
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HCW Biologics Inc.
Condensed Statements of Cash Flows

(Unaudited)
 
   Six Months Ended June 30,  
   2020   2021  
Cash flows from operating activities:          
Net loss   $(5,153,999)  $(5,594,358) 
Adjustments to reconcile net loss to net cash used in operating activities:          

Depreciation and amortization    306,011   323,897 
Gain on extinguishment of debt    —     (567,311) 

Changes in operating assets and liabilities:          
Accounts receivable    —     2,450,000 
Prepaid expenses and other assets    215,081   (563,436) 
Accounts payable and other liabilities    488,273   1,470,966 

     
 

   
 

Net cash used in operating activities    (4,144,634)   (2,480,242) 
Cash flows from investing activities:          
Purchases of property and equipment    (45,076)   (23,279) 
     

 
   

 

Net cash used in investing activities    (45,076)   (23,279) 
Cash flows from financing activities:          
Proceeds from issuance of common stock    2,306   22,850 
Offering costs    —     (924,312) 
     

 
   

 

Net cash provided by (used in) financing activities    2,306   (901,462) 
Net changes in cash and cash equivalents    (4,187,404)   (3,404,983) 
Cash and cash equivalents at the beginning of the period    7,355,834   8,455,834 
     

 
   

 

Cash and cash equivalents at the end of the period   $ 3,168,430  $ 5,050,851 
     

 

   

 

Non-cash operating, investing and financing activities:          
Purchases of property and equipment included in accounts payable and accrued liabilities   $ 88,579  $ —   
     

 

   

 

Cumulative dividends earned and accrued in the reporting period   $ 559,573  $ 960,020 
     

 

   

 

PPP loan forgiveness   $ —    $ 567,311 
     

 

   

 

Offering costs   $ —    $ 2,264,688 
     

 

   

 

See accompanying notes to the unaudited condensed interim financial statements.
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HCW Biologics Inc.
Notes to Condensed Financial Statements

(Unaudited)

1. Organization and Summary of Significant Accounting Policies

Organization

HCW Biologics Inc. (the “Company”) is a preclinical stage biopharmaceutical company focused on discovering and developing novel
immunotherapies to lengthen health span by disrupting the link between chronic, low-grade inflammation and age-related diseases. The Company
believes age-related low-grade chronic inflammation, or “inflammaging,” is a significant contributing factor to several chronic diseases and conditions,
such as cancer, cardiovascular disease, diabetes, neurodegenerative diseases, and autoimmune diseases. The Company is located in Miramar, Florida and
was incorporated in the state of Delaware in April 2018.

Reverse Stock Split

In June 2021, the Company’s board of directors and stockholders approved an amendment to the Company’s certificate of incorporation to
effect a 3-for-7 reverse stock split for all issued and outstanding common stock, redeemable preferred stock, and stock options, that was effective on
June 25, 2021 (the “Reverse Stock Split”). The number of authorized shares and the par values of the common stock and redeemable preferred stock
were not adjusted as a result of the Reverse Stock Split. The accompanying condensed interim financial statements and notes to the condensed interim
financial statements give retroactive effect to the Reverse Stock Split for all periods presented.

Liquidity

On December 24, 2020, the Company entered into the Exclusive Worldwide License Agreement with Wugen Inc. (“Wugen License”). As
a result of this transaction, as of June 30, 2021, the Company holds a minority interest in Wugen carried at $1.6 million, the fair value on the effective
date of the Wugen License. The underlying shares of common stock is not currently traded on any public market and thus has limited marketability.
During the six-month period ended June 30, 2021, the Company received payments of $2.5 million due for payment under the terms of the Wugen
License for performance obligations completed on the effective date.

As of June 30, 2021, the Company had not generated any revenue from sales of its immunotherapeutic products. In the course of its
development activities, the Company has sustained operating losses and expects to continue to incur operating losses for the foreseeable future. Since
inception, substantially all the Company’s activities have consisted of research, development, establishing large-scale cGMP production for clinical
trials, and raising capital.

As of June 30, 2021, the Company had cash and cash equivalents of $5.1 million. Since inception to June 30, 2021, the Company incurred
cumulative net losses of $20.7 million. Management expects to incur additional losses in the future to conduct product research and development and
recognizes the need to raise additional capital to fully implement its business plan. HCW Biologics intends to raise capital through the issuance of
additional equity financing and/or third-party collaboration funding. However, if such financing is not available at adequate levels, the Company will
need to reevaluate its operating plan and may be required to delay the development of some of its products.

Summary of Significant Accounting Policies

Basis of Presentation

Unaudited Interim Financial Information

The accompanying unaudited condensed interim financial statements as of June 30, 2021 and for the three months and six months ended
June 30, 2020 and 2021 have been prepared in accordance with accounting principles generally accepted in the United States of America (“U.S.
GAAP”) for interim financial information and pursuant to Article 10 of Regulation S-X of the Securities Act of 1933, as amended (the “Securities Act”).
Accordingly, they do not include all of the information and notes required by U.S. GAAP for complete financial statements. These unaudited condensed
financial statements include only normal and recurring adjustments that the Company believes are necessary to fairly state the Company’s financial
position and the results of its operations and cash flows. The results for the three and six months ended June 30, 2021 are not necessarily indicative of
the results expected for the full fiscal year or any subsequent interim period. The condensed balance sheet at December 31, 2020 has been derived from
the audited financial statements at that date but does not include all disclosures required by U.S. GAAP for complete financial statements. Because all of
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the disclosures required by U.S. GAAP for complete financial statements are not included herein, these unaudited condensed financial statements and
the notes accompanying them should be read in conjunction with the Company’s audited financial statements for the year ended December 31, 2020
which appear in the Company’s registration statement on Form S-1 (File No. 333-256510) for its initial public offering (“IPO”) which was declared
effective on July 19, 2021.

Revenue Recognition

The Company recognizes revenue when its customer or collaborator obtains control of promised goods or services, in an amount that
reflects the consideration which the Company expects to receive in exchange for those goods or services.

To determine revenue recognition for arrangements that are within the scope of Topic 606, it performs the following five steps:
 

i. identify the contract(s) with a customer;
 

ii. identify the performance obligations in the contract;
 

iii. determine the transaction price;
 

iv. allocate the transaction price to the performance obligations within the contract; and
 

v. recognize revenue when (or as) the entity satisfies a performance obligation.

At contract inception, once the contract is determined to be within the scope of Topic 606 and it is probable of collection, the Company assesses
the goods or services promised within the contract to determine whether each promised good or service is a performance obligation. The promised
goods or services in the Company’s arrangements may consist of a license, or options to license, the Company’s intellectual property and research,
development, and manufacturing services. The Company may provide options to additional items in such arrangements, which are accounted for as
separate contracts when the customer elects to exercise such options, unless the option provides a material right to the customer. Performance
obligations are promises in a contract to transfer a distinct good or service to the customer that (i) the customer can benefit from on its own or together
with other readily available resources, and (ii) is separately identifiable from other promises in the contract. Goods or services that are not individually
distinct performance obligations are combined with other promised goods or services until such combined group of promises meet the requirements of a
performance obligation.

The Company determines the transaction price based on the amount of consideration the Company expects to receive for transferring the promised
goods or services in the contract. Consideration may be fixed, variable, or a combination of both. At contract inception for arrangements that include
variable consideration, the Company estimates the probability and extent of consideration it expects to receive under the contract utilizing either the
most likely amount method or expected amount method, whichever best estimates the amount expected to be received. The Company then considers any
constraints on the variable consideration and includes in the transaction price variable consideration to the extent it is deemed probable that a significant
reversal in the amount of cumulative revenue recognized will not occur when the uncertainty associated with the variable consideration is subsequently
resolved.

The Company then allocates the transaction price to each performance obligation based on the relative standalone selling price and recognizes as
revenue the amount of the transaction price that is allocated to the respective performance obligation when (or as) control is transferred to the customer
and the performance obligation is satisfied. For performance obligations which consist of licenses and other promises, the Company utilizes judgment to
assess the nature of the combined performance obligation to determine whether the combined performance obligation is satisfied over time or at a point
in time and, if over time, the appropriate method of measuring progress. The Company evaluates the measure of progress each reporting period and, if
necessary, adjusts the measure of performance and related revenue recognition.

The Company records amounts as accounts receivable when the right to consideration is deemed unconditional. When consideration is received,
or such consideration is unconditionally due, from a customer prior to transferring goods or services to the customer under the terms of a contract, a
contract liability is recorded as deferred revenue.

The Company did not recognize any revenues for the three or six months ended June 30, 2020 or June 30, 2021.

Deferred Revenue

Deferred revenue represents amounts billed, or in certain cases, yet to be billed to the Company’s customer for which the related revenues
have not been recognized because one or more of the revenue recognition criteria have not been met. The current portion of deferred revenue represents
the amount to be recognized within one year from the balance sheet date based on the estimated performance period of the underlying performance
obligations. The long-term portion of deferred revenue represents amounts to be recognized after one year.
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As of June 30, 2021, current deferred revenue includes amounts of $696,625 allocated to the development supply agreement performance obligation
under the Wugen License that is included within Accrued liabilities and other current liabilities. There was no long-term deferred revenue as of June 30,
2021.

Investment

The Company holds a minority interest in Wugen. The underlying shares of common stock is not traded on any public market and thus has
limited marketability. The Company does not have significant influence over the operating and financial policies of Wugen. As a result, the Company
has accounted for this investment using the measurement alternative whereby the investment is recorded at cost less impairment, adjusted for observable
price changes in orderly transactions for an identical or similar investment of the same investee. No impairment was recognized as of June 30, 2021.

Deferred Offering Costs

The Company defers offering costs consisting of legal, accounting and other fees and costs directly attributable to its initial public offering
(“IPO”). The deferred offering costs will be offset against the proceeds received upon the completion of the IPO. Deferred offering costs will be
classified as current or long term, depending on whether an IPO is expected to be completed within a one-year period. If offering expenses are paid prior
to the completion of an IPO, they will be recorded in prepaid assets on the balance sheets until such time an IPO is completed. If an obligation is
incurred but not settled prior to the IPO, the Company will recognize deferred offering costs as an accrued liability. In the event the IPO is terminated,
all of the deferred offering costs will be expensed within the Company’s statements of operations. As of June 30, 2021, there were approximately
$3.2 million of current deferred offering costs, $924,312 of which are included within Prepaid expenses, $307,312 of which are included within
Accounts payable, and $2.0 million of which are included within Accrued liabilities and other current liabilities on the accompanying condensed balance
sheet. There were no long-term deferred offering costs as of June 30, 2021.

Net Loss Per Share

Basic net loss per share is calculated by dividing the net loss attributable to common stockholders, including both Class A and Class B
common stock, by the weighted-average number of common shares outstanding for the period, without consideration of potential dilutive securities.
Diluted net loss per share is computed by dividing the net loss attributable to common stockholders by the sum of the weighted average number of
common shares plus the potential dilutive effects of potential dilutive securities outstanding during the period. Potential dilutive securities are excluded
from diluted earnings or loss per share if the effect of such inclusion is anti-dilutive. The Company’s potentially dilutive securities, which include
convertible redeemable preferred stock and outstanding stock options under the 2019 Equity Incentive Plan (“2019 Plan”), have been excluded from the
computation of diluted net loss per share as they would be anti-dilutive to the net loss per share. For all periods presented, there is no difference in the
number of shares used to calculate basic and diluted shares outstanding due to the Company’s net loss position.

Recently Issued Accounting Pronouncements

In February 2016, the FASB issued ASU No. 2016-02, Leases (“Topic 842”), which requires an entity to recognize assets and liabilities arising
from a lease for both financing and operating leases. The ASU will also require new qualitative and quantitative disclosures to help investors and other
financial statement users better understand the amount, timing, and uncertainty of cash flows arising from leases. Topic 842 is effective for the Company
in the fiscal years beginning after December 15, 2021, with early adoption permitted. The Company is currently in the process of evaluating the impact
of the adoption of Topic 842 on the Company’s financial statements and related disclosures.

2. Accrued Liabilities and Other Current Liabilities

In May 2020, HCW Biologics Inc. received an SBA Paycheck Protection Loan (“PPP loan”) in the principal amount of $563,590. As of
December 31, 2020, the Company had $845,741 of Accrued liabilities and other current liabilities, primarily consisting of the PPP loan of $567,311,
including principal and accrued but unpaid interest, and accrued liabilities of $273,907. On January 8, 2021, the Company received full loan forgiveness
of $567,311 for obligations related to the PPP loan. The Company accounted for the PPP loan as debt, and the loan forgiveness was accounted for as a
debt extinguishment. The amount of loan and interest forgiven is recognized as a gain upon debt extinguishment and is reported within Interest and other
income, net in the accompanying condensed statement of operations for the six months ended June 30, 2021.
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As of June 30, 2021, the Company had a balance of $3.2 million in Accrued liabilities and other current liabilities, consisting primarily of
$2.0 million related to deferred offering costs for the Company’s IPO, $696,625 related to deferred revenue, and $315,855 in compensation-related
accruals, including an accrual for a performance bonus related to the completion of the IPO.

3. Redeemable Preferred Stock

The Company’s redeemable preferred stock is convertible into shares of Class A common stock and earns cumulative dividends at a rate of 6% per
annum and compound annually. The terms of the redeemable preferred stock provide for an adjustment to the conversion price upon the occurrence of
certain transactions or events, such as stock splits, split-up, certain dividends, or distributions. Cumulative dividends accrue whether or not declared by
the Board of Directors. Upon conversion, any accrued and unpaid dividends are forfeited. For the six months ended June 30, 2021, the Company
accrued cumulative dividends of $960,020 which is included in the amounts reported for redeemable preferred stock in the accompanying condensed
balance sheet as of June 30, 2021. No dividends have been declared or paid as of June 30, 2021.

4. Net Loss Per Share

The following table summarizes the computation of the basic and diluted net loss per share:
 

   Three Months Ended June 30,    Six Months Ended June 30,  
   2020    2021    2020    2021  
Numerator:                     
Net loss   $  (2,778,485)   $  (2,750,362)   $  (5,153,999)   $  (5,594,358) 
Less: cumulative preferred dividends earned in the period    (279,786)    (482,662)    (559,573)    (960,020) 
     

 
    

 
    

 
    

 

Net loss available for distribution to common stock holders   $  (3,058,271)    (3,233,024)   $  (5,713,572)    (6,554,378) 
     

 

    

 

    

 

    

 

Denominator:                     
Weighted-average common shares outstanding    4,725,083    4,921,121    4,721,313    4,880,496 
     

 
    

 
    

 
    

 

Net loss per share, basic and diluted   $ (0.65)   $ (0.66)   $ (1.21)   $ (1.34) 
     

 

    

 

    

 

    

 

The following table summarizes the outstanding potentially dilutive securities that have been excluded in the calculation of diluted net loss
per share because their inclusion would be anti-dilutive:
 

   At June 30,  
   2020    2021  
Redeemable Preferred stock    18,329,308    23,768,420 
Common stock options    569,400    579,858 
     

 
    

 

Potentially diluted securities    18,898,708    24,348,278 
     

 

    

 

5. Fair Value of Financial Instruments

The carrying amount of the Company’s financial instruments, including cash and cash equivalents, accounts receivable, prepaid expenses and
other current assets, accounts payable and accrued liabilities, approximate fair value due to their short-term maturities.
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Money market funds included in cash and cash equivalents that are measured at fair value based on quoted prices that are derived from observable
market data are classified as Level 1 inputs. No transfers between levels occurred during the periods presented. The following table presents the
Company’s assets which were measured at fair value at December 31, 2020 and June 30, 2021:
 

   At December 31, 2020:  
   Level 1    Level 2    Level 3    Total  
Assets:                                             

Money market funds   $ 6,752,266   $  —     $  —     $ 6,752,266 
     

 
    

 
    

 
    

 

Total   $ 6,752,266   $ —     $ —     $ 6,752,266 
     

 

    

 

    

 

    

 

 
   At June 30, 2021:  
   Level 1    Level 2    Level 3    Total  
Assets:                    

Money market funds   $ 3,379,887   $          —     $          —     $ 3,379,887 
     

 
    

 
    

 
    

 

Total   $ 3,379,887   $ —     $ —     $ 3,379,887 
     

 

    

 

    

 

    

 

6. Income Taxes

The Company computes its quarterly income tax expense/(benefit) by using a forecasted annual effective tax rate and adjusts for any discrete
items arising during the quarter. The Company did not have a provision for income taxes (current or deferred tax expense) as of June 30, 2021 and
December 31, 2020. The Company will continue to maintain a 100% valuation allowance on total deferred tax assets. The Company believes it is more
likely than not that the related deferred tax asset will not be realized. As a result, the Company’s effective tax rate will remain at 0.00% because no items
that are either estimated or discrete items would impact the tax provision.

7. Commitments and Contingencies

Leases

The Company leases its operating facilities in Miramar, Florida under non-cancelable operating lease agreements and a short-term
sublease agreement for additional office space. Rent expense is recognized for leases with increasing annual rents on a straight-line basis over the term
of the lease. The amount of rent expense in excess of cash payments is classified as deferred rent. Lease incentives received are deferred and amortized
over the term of the lease.

The future minimum payments for the lease and sublease agreements at June 30, 2021 were as follows:
 

2021 (remaining 6 months)   $  106,000 
2022    36,000 
     

 

Total future minimum lease payments   $ 142,000 
     

 

Rental expense, including common area maintenance costs, recognized by the Company was $46,182 of which $20,949 is included in
research and development and $53,430 of which $28,607 is included in research and development for the three months ended June 30, 2020 and 2021,
respectively, in the accompanying condensed statements of operations.

Rental expense, including common area maintenance costs, recognized by the Company was $92,073 of which $41,608 is included in
research and development and $101,570 of which $51,752 is included in research and development for the six months ended June 30, 2020 and 2021,
respectively, in the accompanying condensed statements of operations.

Manufacturing Commitment

The Company entered into an agreement with a third-party global contract development and manufacturer of biologics for the manufacture of the
Company’s proprietary molecules for use in its clinical trials. At June 30, 2020 and June 30, 2021, future payment obligations under statements-of-work
agreements were nil and $1.3 million, respectively. In the three months ended June 30, 2020,
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the Company was winding up several manufacturing activities that were started earlier in the year, including master cell bank production and
characterization reports, analytical method qualification of product, multiple cGMP production runs, and some fill and finish for vials of clinical
materials. In the three months ended June 30, 2021, the manufacturing of two molecules was ongoing. As of June 30, 2021, the Company retains the
payment obligation for upcoming activities yet to be performed for some molecules, including cGMP production runs of different quantities, initiation
of master cell bank production, and initiation of the fill/finish process.

Legal

As of August 13, 2021, management has no knowledge of any pending or unasserted claims against the Company.

Other

In March 2020, the World Health Organization declared the outbreak of a novel coronavirus (COVID-19) as a pandemic, which continues
to spread throughout the United States and the world. The spread of COVID-19 has caused significant volatility in the U.S. and international markets.
There is significant uncertainty around the breadth and duration of business disruptions related to COVID-19, as well as its impact on the U.S. and
international economies and, as such, the Company is unable to determine if it will have a material impact to its operations.

8. Subsequent Events

Subsequent events have been evaluated through the date the financial statements were available to be issued. As of such date, there were no
material subsequent events identified that required recognition or disclosure other than as disclosed below or in the footnotes herein.

Initial Public Offering

On July 19, 2021, the Company’s registration statement on Form S-1 for its IPO was declared effective by the Securities and Exchange
Commission (the “SEC”). On July 22, 2021, the Company closed its IPO with the sale of 7,000,000 shares of common stock, at a public offering price
of $8.00 per share, resulting in net proceeds of approximately $49.0 million, after deducting underwriting discounts and commissions and estimated
offering expenses paid by the Company.

In addition, in connection with the closing of the IPO, all of the Company’s outstanding shares of redeemable preferred stock was automatically
converted into shares of common stock. As a result, there are no longer any shares of redeemable preferred stock outstanding. Accrued but unpaid
cumulative dividends were forfeited upon conversion. No dividends had been paid as of July 19, 2021.

2021 Equity Incentive Plan

In June 2021, the Company’s board of directors and stockholders approved the 2021 Equity Incentive Plan (the “2021 Plan”), to be
effective the day prior to the effectiveness of the registration statement for an IPO. On July 18, 2021, the 2021 Plan became effective.

The 2021 Plan permits the grant of incentive stock options, nonstatutory stock options, stock appreciation rights (“SARs”), restricted
stock, restricted stock units (“RSUs”) and stock bonus awards (all such awards collectively, “stock awards”). A total of 2,400,000 new shares of
common stock were approved to be initially reserved for issuance under the 2021 Plan. The number of shares reserved that are remaining in the 2019
Plan as of the effective date of the 2021 Plan will be added to the shares initially reserved under the 2021 Plan upon the effective date. In addition, the
number of shares of common stock available for issuance under the 2021 Plan will automatically increase on January 1 of each calendar year, starting on
January 1, 2022, in an amount equal to 2% of the outstanding shares of common stock on the last day of the prior fiscal year, or such number of shares
determined by the Company’s board of directors.
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Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations.

The following discussion and analysis of our financial condition and results of operations should be read in conjunction with (i) our
unaudited condensed financial statements and related notes appearing elsewhere in this Quarterly Report on Form 10-Q and (ii) our audited financial
statements and related notes and management’s discussion and analysis of financial condition and results of operations included in our final prospectus
filed with the Securities and Exchange Commission, or the SEC, on July 21, 2021 pursuant to Rule 424(b)(4) under the Securities Act of 1933, as
amended, which we refer to as our Prospectus. Unless the context requires otherwise, references in this Quarterly Report on Form 10-Q to the
“Company,” “HCW Biologics,” “we,” “us” and “our” refer to HCW Biologics Inc. In preparing the Management’s Discussion and Analysis below, we
presume the readers have access to and have read the Management’s Discussion and Analysis in our Prospectus, pursuant to Instruction 2 to paragraph
(b) of Item 303 of Regulation S-K.

Forward-Looking Statements

This Quarterly Report on Form 10-Q contains forward-looking statements within the meaning of Section 27A of the Securities Act of
1933, as amended and Section 21E of the Securities Exchange Act of 1934, as amended, or the Exchange Act. All statements other than statements of
historical facts contained in this quarterly report, including statements regarding our future results of operations and financial position, business strategy,
prospective products, product approvals, research and development costs, timing and likelihood of success, plans and objectives of management for
future operations, adequacy of our cash resources and working capital, impact of COVID-19 pandemic on our research and development activities and
business operations, and future results of anticipated products, are forward-looking statements. These statements involve known and unknown risks,
uncertainties and other important factors that may cause our actual results, performance or achievements to be materially different from any future
results, performance or achievements expressed or implied by the forward-looking statements.

In some cases, you can identify forward-looking statements by terms such as “may,” “will,” “should,” “expect,” “plan,” “anticipate,”
“could,” “intend,” “target,” “project,” “contemplates,” “believes,” “estimates,” “predicts,” “potential” or “continue” or the negative of these terms or
other similar expressions. The forward-looking statements in this Quarterly Report on Form 10-Q are only predictions. We have based these forward-
looking statements largely on our current expectations and projections about future events and financial trends that we believe may affect our business,
financial condition and results of operations. These forward-looking statements are subject to certain risks and uncertainties that could cause actual
results to differ materially from those anticipated in the forward-looking statements. Factors that might cause such a difference include, but are not
limited to, those discussed in this report in Part II, Item 1A -“Risk Factors,” and in our Prospectus and elsewhere in this Quarterly Report on Form 10-Q
and in other filings we make with the SEC from time to time. The events and circumstances reflected in our forward-looking statements may not be
achieved or occur and actual results could differ materially from those projected in the forward-looking statements. Moreover, we operate in an evolving
environment. New risk factors and uncertainties may emerge from time to time, and it is not possible for management to predict all risk factors and
uncertainties. These forward-looking statements speak only as of the date hereof. Except as required by applicable law, we do not plan to publicly
update or revise any forward-looking statements contained herein, whether as a result of any new information, future events, changed circumstances or
otherwise.

Overview

We are an innovative preclinical stage biopharmaceutical company focused on discovering and developing novel immunotherapies to
lengthen health span by disrupting the link between chronic, low-grade inflammation, and age-related diseases. We believe age-related low-grade
chronic inflammation, or “inflammaging,” is a significant contributing factor to several chronic diseases and conditions, such as cancer, cardiovascular
disease, diabetes, neurodegenerative disease, and autoimmune disease. We believe our approach has the potential to provide an innovative treatment of
these age-related diseases.

Our gateway indication is oncology. Advances in immuno-stimulatory and anti-immunosuppressive therapeutics have revolutionized
cancer treatment. Our lead molecule, HCW9218, is designed with both of these functionalities – it rejuvenates the immune system to reduce senescence,
and it captures TGF-ß to neutralize its immunosuppressive activity. We are preparing to submit an IND for a Phase 1b/2 clinical trial in pancreatic
cancer to evaluate HCW9218, which includes completing drug product testing and nonclinical animal toxicity/ pharmacokinetic studies, as well as
finalizing clinical protocol. Pending the submission and FDA acceptance of the IND to proceed, we expect to initiate this clinical trial by the end of
2021 after obtaining IRB approval of our clinical research, completing clinical site initiation, and finalizing clinical trial agreements. However, we have
not submitted the IND for the planned trial, and we cannot provide any assurance that the FDA will authorize us to initiate our planned clinical trials on
a timely basis, or at all. In the event that the FDA does not accept our IND, we may also be required to seek feedback, and the feedback may be
unfavorable. In the event we do not receive feedback on a timely basis, or we are required to change the design of our clinical protocol or address other
feedback, clinical development of our products would be delayed and our costs may increase. Moreover, if the FDA does not accept the IND we file, we
may be required to conduct additional preclinical testing or other IND-enabling activities, which would result in further delay and additional costs.
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We are initially developing HCW9218 as an injectable immunotherapeutic for patients with solid tumors. Our initial goal is to evaluate
HCW9218 in patients with cancer as we attempt to minimize the side effects of chemotherapy through stimulating anti-tumor effector immune cell
responses, blocking TGF-ß immunosuppressive activity, eliminating chemotherapy-induced senescent cells in tumors and normal tissues (i.e., senolytic
effect), and reducing SASP factor activity (i.e., senomorphic effect). We are leveraging extensive clinical expertise to structure clinical trials with clear,
objective, and measurable endpoints. We expect to manage our clinical trials internally, relying on our in-house expertise in managing clinical trials
conducted in collaboration with National Cancer Institute (NCI)-Designated Comprehensive Cancer Centers. Currently, we are engaged in preliminary
discussions with seven leading institutions who have shown interest in participating in our clinical trials as clinical sites. We are presently working with
the identified Principal Investigators from these institutions to establish clinical development strategies for our product candidates and to refine study
protocols for pancreatic, ovarian, breast, prostate, and colorectal cancer trials. Because the discussions with these clinical sites and Principal
Investigators are considered preliminary, we are not certain we will be successful in reaching an agreement with any or all of these institutions. The
course of these discussions and whether we might need to identify alternative clinical sites could impact the start date for our clinical trials. Any delays
in our clinical trials could increase our costs and slow down the development and approval process, which could harm our commercial prospects.

We plan to initiate Phase 1b/2 clinical trials for oncology indications in the second half of 2021, working with leading institutions affiliated
with the National Cancer Institute, first in patients with pancreatic cancer, then expanding to patients with breast, ovarian, prostate, and colorectal
cancers. The aim of these studies is to evaluate HCW9218 as an adjunct therapy to chemotherapy. In the pancreatic cancer trial, the Phase 1b portion
will be a dose escalation study of HCW9218 as monotherapy in refractory patients with advanced pancreatic cancer. The Phase 2 portion of this clinical
trial will include a cohort of patients receiving HCW9218 as monotherapy and a cohort of patients receiving HCW9218 as an adjunct to chemotherapy.
Pending submission and FDA acceptance of the IND to proceed with a company-sponsored Phase 1b/2 clinical trial to evaluate HCW9218 in patients
with pancreatic cancer, we plan to have an additional clinical trial to evaluate HCW9218 in solid tumors with an investigator-sponsored IND. Our ability
to proceed with this trial depends on the submission and acceptance of both INDs for our company-sponsored pancreatic cancer clinical trial and the
investigator initiated solid tumor clinical trial as well as finalizing our agreement with the sponsor. We are currently engaged in preliminary discussions
with an institution that has expressed interest to be a sponsor for an IND using HCW9218 as an adjunct to chemotherapy in patients with solid tumors
(breast, ovarian, prostate, and colorectal cancers). However, these discussions are preliminary, and we may not succeed in reaching an agreement with
this institution. Depending on the course of these discussions and whether we need to seek an alternative sponsor for an IND, there could be a delay in
initiating a Phase 1b/2 clinical trial to evaluate HCW9218 in patients with solid tumors. Any delays in our clinical trials could increase our costs and
slow down the development and approval process, which could harm our commercial prospects.

We have combined our deep understanding of disease-related immunology with our expertise in advanced protein engineering to internally
develop our TOBI (Tissue factOr-Based fusIon) discovery platform for the design of immunotherapeutic drugs. This modular and tunable technology
has allowed us to generate a novel pipeline of internally-developed product candidates capable of activating and targeting desired immune responses and
blocking unwanted immunosuppressive activities. Using our TOBI platform, we have successfully developed molecules that can be administered by
subcutaneous injection as well as adoptive cell therapy approaches. We have selected two molecules as our lead product candidates: HCW9218 and
HCW9302. We have chosen these product candidates because we believe they have the potential to become transformative immunotherapeutics, which
can be administered by subcutaneous injection.

As of June 30, 2021, we have funded our operations primarily with proceeds of $29.4 million from the sale and issuance of redeemable
preferred stock and to a lesser extent, the proceeds of upfront payments from an out-license agreement. We have incurred significant operating losses to
date. Our cumulative net losses for the year ended December 31, 2020 and the six months ended June 30, 2021 were $15.1 million and $20.7 million,
respectively. Our net losses for the three months ended June 30, 2020 and 2021 were $2.8 million and $2.8 million, respectively. Our net losses for the
six months ended June 30, 2020 and 2021 were $5.2 million and $5.6 million, respectively. As of June 30, 2021, we had an accumulated deficit of
$23.2 million and cash and cash equivalents of $5.1 million.

We expect to continue to incur significant expenses and operating losses for the foreseeable future, as we continue our clinical
development activities, particularly if and as we:
 

 •  Advance the development of our lead product candidate, HCW9218, and clinical trials for oncology, and if approved by the FDA,
commercialization;

 

 •  Advance preclinical development of other indications for HCW9218, including fibrotic indications;
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 •  Advance the preclinical development of our second lead product candidate, HCW9302, for autoimmune diseases, such as alopecia
areata, and metabolic diseases, such as Type 2 Diabetes;

 

 •  Establish our own domestic manufacturing capability;
 

 •  Maintain, expand, and protect our intellectual property portfolio;
 

 •  Scale up our clinical and regulatory capabilities; and
 

 •  Expand operational and management information systems as well as investor relations, legal, accounting, and audit services required
to operate as a public company.

As a result of these anticipated expenditures, we will need substantial additional financing to support our continuing operations and pursuit
of our clinical development strategy. Until such time as we can generate significant revenues from product sales, if ever, we expect to finance our
operations through a combination of equity offerings, collaborations, strategic alliances, co-development deals, and out-licensing arrangements. We may
be unable to raise additional funds or enter into such other agreements when needed on favorable terms or at all. Our inability to raise capital as and
when needed would have a negative impact on our financial condition, and we may need to significantly delay, reduce, or eliminate the development and
commercialization of one or more of our product candidates.

Our IPO was effective on July 19, 2021, with net proceeds of $49.0 million. We believe that the net proceeds of the offering and our
existing cash and cash equivalents, will enable us to fund our operating expenses and capital expenditure requirements for 24 months. We expect to
continue to incur losses for the foreseeable future and will require additional financial resources to continue to advance our products and intellectual
property. If we have based this estimate on assumptions that may prove to be wrong, we could exhaust our available capital resources sooner than we
expect. See “Liquidity and Capital Resources.” Our future viability beyond that point is dependent on our ability to raise additional capital to finance our
operations and fund capital expenditure requirements. Because of the numerous risks and uncertainties associated with our programs, we are unable to
estimate the amounts of increased capital outlays and operating expenses associated with completing the preclinical and clinical development of our
product candidates.

Recent Developments

As part of the preparations of becoming a public company, we brought on two new independent board members in May 2021. Mr. Scott
Garrett serves as the chairman of our board and chairman of the compensation committee. His experience as a Chief Executive Officer and in other
senior leadership positions with biomedical and diagnostics companies enables him to bring to our board of directors an operational perspective as well
as valuable insights and experience. Mr. Rick Greene serves as the Chairman of the Audit Committee. His experience as a Chief Financial Officer and in
other financial management and reporting, operations and business development positions in the healthcare industry enables him to bring financial
expertise to our board of directors. We are committed to expanding the size of our Board of Directors to bring additional diversity and operational
expertise.

In June 2021, the Company’s board of directors and stockholders approved an amendment to the Company’s certificate of incorporation to
effect a 3-for-7 reverse stock split for all issued and outstanding common stock, redeemable preferred stock, and stock options, that was effective on
June 25, 2021 (the “Reverse Stock Split”). The number of authorized shares and the par values of the common stock and redeemable preferred stock
were not adjusted as a result of the Reverse Stock Split. The accompanying condensed interim financial statements and notes to the condensed interim
financial statements give retroactive effect to the Reverse Stock Split for all periods presented.

On July 19, 2021, the Company’s registration statement on Form S-1 for its IPO was declared effective by the Securities and Exchange
Commission (the “SEC”). On July 22, 2021, the Company closed its IPO with the sale of 7,000,000 shares of common stock, at a public offering price
of $8.00 per share, resulting in net proceeds of approximately $49.0 million, after deducting underwriting discounts and commissions and estimated
offering expenses paid by the Company.

The IPO met the provisions for mandatory conversion of all shares of redeemable preferred stock according to the designations for these
securities. As a result of the conversion, the Company will issue 23,768,420 shares of common stock to the former holders of redeemable preferred
stock.

As of June 30, 2021, the Company completed regulatory good laboratory practice (GLP) toxicology studies on nonhuman primates and
mice to understand the onset, degree of severity, and time length up to which a particular dose of a drug demonstrates any toxic effects. The Company
will continue to complete IND-enabling activities for HCW9218 and prepare for the IND filing in the second half of 2021.
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The Company succeeded in executing our strategy to use pivotal publications to establish our leadership in oncology and age-related diseases in
scientific and clinical communities. As of June 30, 2021, the Company had two articles published online in peer-reviewed journals:
 

 •  An article published online by Cancer Immunology Research describing our platform: Becker-Hapak MK, et al. A Fusion Protein Complex
Combines IL-12, IL-15, and IL-18 Signaling to Induce Memory-like NK Cells for Cancer Immunotherapy. July 9, 2021.

 

 •  An article published online by Molecular Therapy on the characterization of our lead molecules, HCW9218: Liu B et al., Bifunctional
TGF-ß Trap/IL-15 Protein Complex Elicits Potent NK Cell and CD8+ T Cell Immunity Against Solid Tumors. June 03, 2021.

Trends and Uncertainties – COVID-19 Pandemic

In March 2020, the World Health Organization declared the outbreak of a novel coronavirus (COVID-19) as a pandemic, which continues to
spread throughout the United States and the world. The spread of COVID-19 has caused significant volatility in the U.S. and international markets.
There is significant uncertainty around the breadth and duration of business disruptions related to COVID-19, as well as its impact on the U.S. and
international economies and, as such, we are unable to determine if it will have a material impact on our operations.

The ultimate extent of the impact of the COVID-19 pandemic will depend on future developments which are highly uncertain, including new
information that may emerge concerning the severity and expected duration of the COVID-19 pandemic, and public health actions taken to contain or
prevent its spread, among others. Accordingly, we cannot fully predict the full extent to which our business and results of operations will be affected. In
particular, we have seen many clinical trial sites delay patient enrollment in clinical trials as a result of the COVID-19 pandemic. Other required
IND-enabling activities, such as toxicology studies, were slowed due to the volume of COVID-19 related trials that have been initiated during the
pandemic. The COVID-19 pandemic or local outbreaks associated with the COVID-19 pandemic could result in difficulty manufacturing our product
candidates, securing clinical trial site locations, and securing critical vendors and consultants supporting our clinical trials. In addition, outbreaks or the
perception of an outbreak near a clinical trial site location could impact our ability to enroll patients or to complete all scheduled physician visits for
currently enrolled patients. These situations, or others associated with COVID-19 pandemic, could cause delays in our clinical trial plans and could
increase expected costs, all of which could have a material adverse effect on our business and its financial condition. At the current time, we are unable
to quantify the potential effects of the COVID-19 pandemic on our future operations.

Components of our Results of Operation

Revenues

To date, we have not generated any revenue from product sales and do not expect to generate revenue from product sales for the
foreseeable future. Until that occurs, our sole source of revenue will be derived from out-licenses, collaborative agreements, and co-development deals.

We have retained the manufacturing rights under the terms of the Wugen License. As of June 30, 2021, we entered into a master services
agreement related to a development supply agreement to provide cGMP and non-cGMP grade licensed molecules based on industry-standard terms. We
have not finalized any statements of work under the master services agreement, which will specify the performance obligations required to be completed
by the Company for supplies ordered by Wugen. We also intend to enter into a supply agreement with Wugen for commercial supply when
commercialization commences. In future periods, under the terms of the Wugen License, we may be eligible to receive additional cash payments that
will be recognized as revenue, including development and commercialization milestones and single-digit royalties based on annual net sales of licensed
products.

Operating Expenses

Our operating expenses are reported as research and development expenses and general and administrative expenses.

Research and Development

Our research and development expenses consist primarily of costs incurred for the development of our product candidates, which include:
 

 •  Employee-related expenses, including salaries, benefits, and stock-based compensation expense.
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 •  Expenses related to manufacturing and materials, consisting primarily of expenses incurred primarily in connection with third-party
contract manufacturing organizations (“CMO”), that produce cGMP materials for clinical trials on our behalf.

 

 •  Expenses associated with preclinical activities, including research and development and other IND-enabling activities.
 

 •  Expenses incurred in connection with clinical trials.
 

 •  Other expenses, such as facilities-related expenses, direct depreciation costs for capitalized scientific equipment, and allocation for
overhead.

We expense research and development costs as they are incurred. Costs for contract manufacturing are recognized based on an evaluation
of the progress to completion of specific tasks using information provided to us by our vendors. Payments for these activities are based on the terms of
the agreement, and the pattern of payments for goods and services will change depending on the material. Nonrefundable advance payments for goods
or services to be received in the future for use in research and development activities are recorded as prepaid expenses and expensed as the related goods
are delivered or the services are performed.

We expect research and development expenses to increase substantially for the foreseeable future as we continue the development of our
product candidates. We cannot reasonably determine the nature, timing, and costs of the efforts that will be necessary to complete the development of,
and obtain regulatory approval for, any of our product candidates. Product candidates in later stages of development generally have higher development
costs than those in earlier stages. We expect our research and development expenses will increase substantially for the foreseeable future as we continue
to invest in research and development activities related to developing our lead product candidates, advance into later stages of development, begin to
conduct larger clinical trials, expand our product pipeline, continue to maintain, expand, protect, and enforce our intellectual property portfolio, and
establish our own manufacturing capabilities. In particular, we expect our research and development expenses will increase substantially as we progress
to Phase 2 and Phase 2/3 clinical trials for our lead product candidates, primarily due to the increased size and duration of later-stage clinical trials.

The duration, costs, and timing of the clinical development of our product candidates are highly uncertain and will depend on a variety of
factors, including, but not limited to:
 

 •  Number and scope of preclinical and IND-enabling studies;
 

 •  Successful and timely patient enrollment in, and completion of, clinical trials;
 

 •  Per subject trial costs;
 

 •  Number of trials required for regulatory approval;
 

 •  Number of sites included in the trials;
 

 •  Number of subjects needed for each trial;
 

 •  Cost and timing of manufacturing of cGMP materials for clinical trials;
 

 •  Receipt of regulatory approvals from applicable regulatory authorities;
 

 •  Establishing commercial manufacturing capabilities; and
 

 •  Costs to maintain, defend, and enforce our intellectual property rights.

A change in the outcome of any of these variables with respect to the development of any of our product candidates could significantly
change the costs and timing associated with the development of that product candidate.

General and Administrative Expenses

General and administrative expenses consist primarily of employee-related expenses, including salaries, related benefits, and stock-based
compensation expense for employees in the executive, legal, finance and accounting, human resources, and other administrative functions. General and
administrative expenses also include third-party costs such as insurance costs, fees for professional services, such as legal, auditing and tax services,
facilities administrative costs, and other expenses.

We expect that our general and administrative expenses will be higher in the foreseeable future. We anticipate increased expenses relating
to our operations as a public company, including increased costs for the hiring of additional personnel, and for payment to outside consultants, including
lawyers and accountants, to comply with additional regulations, corporate governance, internal control and similar requirements applicable to public
companies, as well as increased costs for insurance.

Other Income (Expense), Net

Other income (expense), net consists of interest earned on our cash, cash equivalents, other income related to non-operating activities, and
other non-operating expenses.
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Results of Operations
 

   
Three Months Ended

June 30,    
Six Months Ended

June 30,  
   2020    2021    2020    2021  
Operating expenses:         
Research and development   $ 2,068,783   $ 1,673,163   $ 3,747,207   $ 4,002,976 
General and administrative    711,224    1,077,830    1,429,792    2,160,190 

    
 

    
 

    
 

    
 

Total operating expenses    2,780,007    2,750,993    5,176,999    6,163,166 
    

 
    

 
    

 
    

 

Loss from operations    (2,780,007)    (2,750,993)    (5,176,999)    (6,163,166) 
Interest and other income, net    1,522    631    23,000    568,808 

    
 

    
 

    
 

    
 

Net loss   $(2,778,485)   $(2,750,362)   $(5,153,999)   $(5,594,358) 

Comparison of the Three Months ended June 30, 2020 and June 30, 2021

Revenue

On June 18, 2021, the Company entered into a master services agreement with Wugen related to supply of licensed molecules for use in
research and clinical development. The Company has not finalized any statements of work, which will specify the performance obligations required to
be completed by the Company for supplies ordered by Wugen. The standalone selling price for these materials has been determined using industry-
standard “cost plus” terms for supply agreements.

In the three months ended June 30, 2021, we continued to receive orders from Wugen for research and clinical grade materials. For the
three months ended June 30, 2021, we recognized $457,188 of deferred revenue, included within accrued liabilities and other current liabilities on the
unaudited condensed balance sheet as of June 30, 2021 that appears elsewhere in this Quarterly Report. Deferred revenue represents the payments
received in advance of the satisfaction of performance obligations for delivery and acceptance of research and clinical grade materials.

Research and Development Expenses

The following table summarizes our research and development expenses for the three months ended June 30, 2020 and June 30, 2021:
 

   
Three Months Ended

June 30,          
   2020    2021    $ Change    % Change 
Salaries, benefits and related expenses   $ 711,410   $ 775,782   $ 64,372    9% 
Manufacturing and materials    897,526    313,402    (584,124)    -65% 
Preclinical expenses    305,553    318,595    13,042    4% 
Clinical trials    23,003    107,587    84,584    368% 
Other expenses    131,291    157,797    26,506    20% 

    
 

    
 

    
 

  

Total research and development expenses   $2,068,783   $1,673,163   $(395,620)    -19% 

Research and development expenses decreased $395,620, or 19%, from $2.1 million for the three months ended June 30, 2020 to
$1.7 million for the three months ended June 30, 2021. The decrease was due primarily to a decline in expenses related to manufacturing activities,
offset for an increase in salaries, benefits and related expenses, preclinical and clinical activities, and other expenses.

Salaries, benefits, and related expenses increased by $64,372, or 9%, from $711,410 for the three months ended June 30, 2020 to $775,782
for the three months ended June 30, 2021. The increase was due primarily to an increase in salaries and wages resulting from an addition of three
scientists in the three months ended June 30, 2020 versus the three months ended June 30, 2021. Salaries and wages increased by $68,785 and health
insurance costs increased by $19,075, offset by reimbursement of certain expenses under the terms of the Wugen License.
 

16



Table of Contents

Manufacturing and materials expense decreased $584,124, or 65%, from $897,526 for the three months ended June 30, 2020 to $313,402
for the three months ended June 30, 2021. In the three months ended June 30, 2020, our manufacturing activities related to two molecules:
(1) HCW9101, an affinity ligand we use in our manufacturing process, and (2) HCW9201, a clinical-stage molecule subject to the Wugen License. We
received final master cell bank production and characterization reports, completed preparation for drug testing, and successfully completed GMP
manufacturing runs in multiple quantities. In addition, the fill/finish and testing for HCW9201 was also completed.

In the three months ended June 30, 2021, the manufacturing activities focused more on our lead molecules, HCW9218 and HCW9302. For
HCW9218, we finalized a 200L GMP run and initiated the fill/finish process. We are in the process of testing the drug in order to release materials for
clinical trials to evaluate HCW9218 in pancreatic cancer. For HCW9302, we initiated master cell bank production and completed a test run of GMP
materials.

Expenses associated with preclinical activities increased by $13,042, or 4%, from $305,553 for the three months ended June 30, 2020 to
$318,595 for the three months ended June 30, 2021. The increase is due primarily to an increase in expenses for R&D outsourcing arrangements and
experimental materials, offset by a decrease in toxicology expenses. Preliminary test results for the toxicology studies for HCW9218 are available to the
Company, and based on these results we are preparing our IND application to evaluate HCW9218 in a pancreatic cancer trial. We may continue to deal
with COVID-related delays which may impact the expected completion date for the toxicology final report for HCW9218, a requirement for filing our
IND for the Phase 1b/2 clinical trial to evaluate HCW9218 in pancreatic cancer. Nonhuman primate testing is completed, and a preliminary report is
expected in Q3 2021 which will allow us to prepare our IND filing. We continue to target the initial IND filing for the pancreatic cancer trial in the 2H
2021, with clinical trials to begin late this year. For our other lead molecule, HCW9302, we are currently designing a multi-dose nonhuman primate
toxicology study, and we are targeting the initiation of this study in late 2021. This study will last several months. Currently, we expect the toxicology
study for HCW9302 to be completed in the 1H 2022. If we succeed in doing so, we would be in position to prepare and file our IND to evaluate
HCW9302 in alopecia areata in mid-2022.

Expenses associated with clinical activities increased by $84,854, or 368%, from $23,003 for the three months ended June 30, 2020 to
$107,587 for the three months ended June 30, 2021. The increase is due primarily to an increase in expenses for collaborations and outsourcing.

Other expenses, which includes overhead allocations, increased by $26,506, or 20%, from $131,291 for the three months ended June 30,
2020 to $157,797 for the three months ended June 30, 2021. The increase is due primarily to higher expenses for repairs and maintenance as well as an
increase in the allocations for rent expense.

General and Administrative Expenses

The following table summarizes our general and administrative expenses for the three months ended June 30, 2020 and June 30, 2021:
 

   
Three Months Ended

June 30,          
   2020    2021    $ Change    % Change 
Salaries, benefits and related expenses   $402,661   $ 611,008   $208,347    52% 
Professional services    138,882    274,875    135,993    98% 
Facilities and office expenses    56,600    67,691    11,091    20% 
Depreciation    56,672    61,083    4,411    8% 
Rent expense    25,233    24,823    (410)    -2% 
Other expenses    31,176    38,350    7,174    23% 

    
 

    
 

    
 

  

Total general and administrative expenses   $ 711,224   $1,077,830   $366,606    52% 

General and administrative expenses increased $366,606, or 52%, from $711,224 for the three months ended June 30, 2021 to $1,077,830
for the three months ended June 30, 2021. The increase was primarily due to an increase in salaries brought about by a salary increase in 2021 and a
performance bonuses related to the completion of the IPO. Professional services increased primarily due to legal services required for patent filings.
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Comparison of Six Months Ended June 30, 2020 and June 30, 2021

Revenue

As of June 30, 2021, we recognized $696,625 of deferred revenue, included within accrued liabilities and other current liabilities on the
unaudited condensed balance sheet as of June 30, 2021. This was an increase of $457,188 over the amount recognized as of March 31, 2021. Deferred
revenue represents the payments received in advance of the satisfaction of performance obligations for delivery and acceptance of research and clinical
grade materials.

Research and Development Expenses

The following table summarizes our research and development expenses for the six months ended June 30, 2020 and June 30, 2021:
 

   
Six Months Ended

June 30,          
   2020    2021    $ Change    % Change 
Salaries, benefits and related expenses   $1,441,683   $1,472,753   $ 31,070    2% 
Manufacturing and materials    1,449,798    1,075,454    (374,344)    -26% 
Preclinical expenses    531,514    994,937    463,423    87% 
Clinical trials    64,239    157,553    93,314    145% 
Other expenses    259,973    302,279    42,306    16% 

    
 

    
 

    
 

  

Total research and development expenses   $3,747,207   $4,002,976   $ 255,769    7% 

Research and development expenses increased by $255,769, or 7%, from $3.7 million for the six months ended June 30, 2020 to
$4.0 million for the sixth months ended June 30, 2021. The increase was due primarily to the increase in preclinical activities, offset by a decrease in
manufacturing and materials expenses.

Salaries, benefits and related expenses increased by $31,070, or 2%, for the six months ended June 30, 2020 compared with the six months
ended June 30, 2021. The change was primarily due to an increase of $91,918 in salaries and bonuses and an increase of $27,971 for Company-
sponsored employee health insurance costs, offset by a $100,000 reimbursement of certain expenses as required under the terms of the Wugen License.

Manufacturing and materials expense decreased by $374,344, or 26%, from $1.5 million for the six months ended June 30, 2020 to
$1.1 million for the six months ended June 30, 2021. In sixth months ended June 30, 2020, we began to initiate manufacturing activities for five
internally-developed molecules. As of June 30, 2020, we accomplished several milestones for two molecules, HCW9101 and HCW9201: (1) Master
Cell Bank production and characterization reports; (2) Preparation for drug testing, and (3) cGMP manufacturing runs in multiple quantities. In addition,
the fill/finish and testing was completed for HCW9201.

Manufacturing and materials expenses in the six months ended June 30, 2021 resulted from activities related to establishing master cell
banks for several molecules, effecting a technology transfer to our contract manufacturer required for internally-developed manufacturing processes, and
successfully completing multiple cGMP production runs for our molecules. For HCW9218, we successfully completed cGMP manufacturing runs in
multiple quantities and initiated the fill/finish process. We are in the process of testing the drug in order to release materials for clinical trials to evaluate
HCW9218 in pancreatic cancer. For HCW9302, we initiated master cell bank production and completed a test run of cGMP-grade material.

Expenses associated with preclinical activities increased $463,423, or 87%, from $531,514 for the six months ended June 30, 2020 to
$994,937 for the six months ended June 30, 2021. The majority of these costs were attributable to the toxicology study required to complete our
application for an IND for Phase 1b/2 clinical trials to evaluate HCW9218 in pancreatic cancer.

Expenses associated with clinical activities increased $93,314, or 145%, from $64,239 for the six months ended June 30, 2020 to $157,553
for the six months ended June 30, 2021. The majority of this increase was attributable to the costs of a collaboration with Washington University.
Professional fees for outside services also contributed to this increase.
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General and Administrative Expenses

The following table summarizes our general and administrative expenses for the six months ended June 30, 2020 and June 30, 2021:
 

   
Six Months Ended

June 30,          
   2020    2021    $ Change    % Change 
Salaries, benefits and related expenses   $ 796,736   $1,110,230   $313,494    39% 
Professional services    283,836    668,499    384,663    136% 
Facilities and office expenses    120,853    127,416    6,563    5% 
Depreciation    116,056    127,725    11,669    10% 
Rent expense    50,466    49,819    (647)    -1% 
Other expenses    61,845    76,501    14,656    24% 

    
 

    
 

    
 

  

Total general and administrative expenses   $1,429,792   $2,160,190   $730,398    51% 

General and administrative expenses increased $730,398, or 51%, from $1.4 million for the six months ended June 30, 2020 to
$2.2 million for the six months ended June 30, 2021. This is primarily due to increases in salaries, benefits, and related expenses and professional fees.
The increase in salaries, benefits, and related expenses is primarily attributable to performance-based bonuses earned in connection with entering the
Wugen License and completion of our IPO. Professional services increased primarily due to legal services required for patent filings.

We expect to incur increasing general and administrative expenses as a result of operating as a public company, including expenses for
SEC reporting, investor relations, additional insurance requirements, and other administrative expenses. We expect to increase our administrative
function to support the growth in our business and public company reporting requirements.

Other Income (Expense), Net

For the six months ended June 30, 2020 and 2021, other income (expenses), net increased by $545,808 due to the forgiveness of the PPP
loan and accrued interest.

Liquidity and Capital Resources

Sources of Liquidity

Since inception, we have funded our operations primarily from the issuance of redeemable preferred stock, and as of July 19, 2021, an
IPO. From our inception in 2018 to July 19, 2021, the effective date of our IPO, we raised net proceeds of approximately $83.6 million, including
$49.0 million of net proceeds from the IPO. As of June 30, 2021, we had cash and cash equivalents of $5.1 million. After giving effect to our IPO, we
estimate that we will have adequate capital to meet our operating expenses, capital expenditure requirements, and contractual obligations for a period of
at least 24 months following the date our most recent financial statements were issued.

We have based our projections of operation expenses and capital expenditure requirements on assumptions that may prove to be incorrect, and we
may use all of our available capital sooner than we expect. Because of the numerous risks and uncertainties associated with the clinical development and
commercialization of immunotherapeutics, we are unable to estimate the exact amount of capital requirements to pursue these activities. Our funding
requirements will depend on many factors, including, but not limited to:
 

 •  Timing, progress, costs, and results of our ongoing preclinical studies and clinical trials of our immunotherapeutic products;
 

 •  Impact of COVID-19 on the timing and progress of our clinical trials and our ability to identify and enroll patients;
 

 •  Costs, timing, and outcome of regulatory review of our product candidates;
 

 •  Number of trials required for regulatory approval;
 

 •  Whether we enter into any collaboration or co-development agreements and the terms of such agreements;
 

 •  Effect of competing technology and market developments;
 

 •  Cost of maintaining, expanding, and enforcing our intellectual property rights; and
 

 •  Costs and timing of future commercialization activities, including product manufacturing, marketing, sales, and distribution, for any of our
product candidates for which we receive regulatory approval.
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A change in the outcome of any of these or other factors with respect to the clinical development and commercialization of our product
candidates could significantly change the costs and timing associated with the development of that product candidate. Further, our operating plan may
change, and we may need additional funds to meet operational needs and capital requirements for clinical trials and other research and development
expenditures.

Comparison of the Six Months Ended June 30, 2020 and June 30, 2021

The following table summarizes our cash flows for the six months ended June 30, 2020 and 2021:
 

   
Six Months Ended

June 30,  
   2020    2021  
Cash used in operating activities   $(4,144,634)   $(2,480,242) 
Cash used in investing activities    (45,076)    (23,279) 
Cash provided by (used in) financing activities    2,306    (901,462) 

    
 

    
 

Net decrease in cash and cash equivalents   $(4,187,404)   $(3,404,983) 

Operating Activities

Net cash used in operating was $4.1 million and $2.5 million for the six months ended June 30, 2020 and June 30, 2021, respectively.

Cash used in operating activities for the six months ended June 30, 2020 consisted primarily of a net loss of $5.2 million, offset by cash
provided by an decrease of $215,081 in prepaid expenses and other assets, an increase of $488,273 in accounts payable and other liabilities, and a
noncash adjustment of $306,011 for depreciation and amortization.

Cash used in operating activities for the six months ended June 30, 2021 consisted primarily of a net loss of $5.6 million, $567,311 from
extinguishment of debt, and $563,436 resulting from an increase in prepaid expenses and other assets. These were offset by cash provided from a
$2.5 million decrease in accounts receivable, a $1.5 million increase in accounts payable, and a noncash adjustment of $323,897 for depreciation and
amortization. The decrease in accounts receivable reflects collection of the $2.5 million cash payment due from Wugen under the terms of the Wugen
License. The increase in accounts payable and other liabilities reflects the costs related to our IPO, which closed on July 22, 2021.

Investing Activities

During the six months ended June 30, 2020 and 2021, cash used in investing activities reflects the purchase of scientific lab equipment and
general office equipment.

Financing Activities

During the six months ended June 30, 2020 and 2021, cash provided by financing activities resulted from the issuance of common stock
upon exercise of vested employee stock options, offset by offering costs.

On July 19, 2021, the Company’s registration statement on Form S-1 for its IPO was declared effective by the Securities and Exchange
Commission (the “SEC”). On July 22, 2021, the Company closed its IPO with the sale of 7,000,000 shares of common stock, at a public offering price
of $8.00 per share, resulting in net proceeds of approximately $49.0 million, after deducting underwriting discounts and commissions and estimated
offering expenses paid by the Company.

Emerging Growth Company Status

The JOBS Act permits us, as an emerging growth company to take advantage of an extended transition period to comply with new or
revised accounting standards applicable to public companies and thereby allows us to delay the adoption of those standards until those standards would
apply to private companies.

We have elected to use this extended transition period under the JOBS Act. As a result, our financial statements may not be comparable to
the financial statements of issuers who are required to comply with the effective dates for new or revised accounting standards that are applicable to
public companies, which may make our common stock less attractive to investors.
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Critical Accounting Policies, Significant Judgements and Use of Estimates

Our management’s discussion and analysis of our financial condition and results of operations is based on our unaudited condensed
financial statements, which have been prepared in accordance with the accounting principles generally accepted in the United States of America. The
preparation of these financial statements requires us to make estimates and assumptions that affect the reported amounts of assets and liabilities and the
disclosure of contingent assets and liabilities at the date of the financial statements, as well as the reported expenses incurred during the reporting
periods. Our estimates are based on our historical experience and on various other factors that we believe are reasonable under the circumstances, the
results of which form the basis for making judgements about the carrying value of assets and liabilities that are not readily apparent from other sources.
Actual results may differ from these estimates under different assumptions or conditions. We believe that the accounting policies discussed below are
critical to understanding our historical and future performance, as these policies relate to the more significant areas involving management’s judgements
and estimates.

Revenue Recognition

For the year ended December 31, 2020, we adopted provisions of the Financial Accounting Standards Board (“FASB”) Accounting
Standards Codification (“ASC”) 606, Revenue from Contracts with Customers (“Topic 606”). Under Topic 606, we recognize revenue when our
customer obtains control of promised goods or services, in an amount that reflects the consideration which we expect to receive in exchange for those
goods or services. To determine the appropriate amount of revenue to be recognized for arrangements determined to be within the scope of Topic 606,
we perform the following five steps: (i) identification of the contract(s) with the customer, (ii) identification of the promised goods or services in the
contract and determination of whether the promised goods or services are performance obligations, (iii) measurement of the transaction price,
(iv) allocation of the transaction price to the performance obligations, and (v) recognition of revenue when (or as) we satisfy each performance
obligation. We only apply the five-step model to contracts when it is probable that we will collect the consideration we are entitled to in exchange for the
goods or services we transfer to our customer.
 

 •  Identification of the Contracts with the Customers

We evaluate every contract to determine whether it in its entirety or in part represents a contract with a customer, or a collaboration
agreement and, based on this determination, apply appropriate accounting guidance.

We account for a contract with a customer that is within the scope of Topic 606 when all of the following criteria are met: (i) the
arrangement has been approved by the parties and the parties are committed to perform their respective obligations, (ii) each party’s rights regarding the
goods or services to be transferred can be identified, (iii) the payment terms for the goods or services to be transferred can be identified, (iv) the
arrangement has commercial substance, and (v) collection of substantially all of the consideration to which we will be entitled in exchange for the goods
or services that will be transferred to the customer is probable.
 

 •  Identification of the Performance Obligations

The promised goods or services in our collaboration and option arrangements consist of research and development services. The
arrangements also have options for additional items (i.e., license rights). Options are considered to be marketing offers and are to be accounted for as
separate contracts when the customer elects such options, unless we determine the option provides a material right which would not be provided without
entering into the contract. The determination as to whether such options are material rights requires significant management judgment, and management
considers factors such as other similar arrangements, market data, and the terms of the contractual arrangement to make such conclusion.

Performance obligations are promised goods or services in a contract to transfer a distinct good or service to the customer. Promised goods
or services are considered distinct when: (i) the customer can benefit from the good or service on its own or together with other readily available
resources and (ii) the promised good or service is separately identifiable from other promises in the contract. In assessing whether promised goods or
services are distinct, we consider factors such as the stage of development of the underlying intellectual property, the capabilities of our customer to
develop the intellectual property on their own, and whether the required expertise is readily available.
 

 •  Determination of the Transaction Price

We estimate the transaction price based on the amount of consideration we expect to receive for transferring the promised goods or
services in the contract. The consideration may include both fixed consideration and variable consideration. At the inception of each arrangement that
includes variable consideration, we evaluate the amount of the potential payments and the likelihood that the payments will be received. We utilize
either the most likely amount method or expected value method to estimate the transaction price based on which method better predicts the amount of
consideration expected to be received. If it is probable that a significant revenue reversal would not occur, the variable consideration is included in the
transaction price.
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All contingent future payments, which include research, development, regulatory, and sales-based royalty payments, have not been
considered in the initial analysis, as they are contingent upon option(s) being exercised or are subject to significant risk of achievement.
 

 •  Allocation of Transaction Price

We allocate the transaction price based on the estimated standalone selling price. We must develop assumptions that require judgment to
determine the standalone selling price for each performance obligation identified in the contract. We utilize key assumptions to determine the standalone
selling price, which may include other comparable transactions, pricing considered in negotiating the transaction, and the estimated costs. Certain
variable consideration is allocated specifically to one or more performance obligations in a contract when the terms of the variable consideration related
to the satisfaction of the performance obligation and the resulting amounts allocated to each performance obligation are consistent with the amounts we
would expect to receive for satisfying each performance obligation.
 

 •  Recognition of Revenue

We assessed the Wugen License and determined this was a transaction with a customer and should be accounted for under Topic 606.
There are five performance obligations contained in the Wugen License. Two are related to supply agreements that have not been finalized, and we will
assess revenue recognition when these agreements are completed. The three performance obligations remaining are: (1) exclusive worldwide license,
(2) vials of HCW9201, and (3) transfer of R&D know-how.

The estimated transaction price for performance obligations that have been satisfied as of December 31, 2020 is $4.1 million. This is the
first time we have entered into an out-license arrangement and the first time the Company has established prices for its goods and services. Accordingly,
the standalone selling price of the various performance obligations is uncertain, and we determined that an observable standalone selling price is not
available for the identified performance obligations under the Wugen License. Where a standalone selling price is not directly observable, then we will
estimate the standalone selling price considering market conditions, entity-specific factors, and information about the customer that is reasonably
available. The process for determining a standalone selling price involves significant judgment and includes consideration of multiple factors, including
assumptions related to the market opportunity and the time needed to commercialize a product candidate pursuant to the relevant license, estimated
direct expenses, and other costs.

We first determined the standalone selling price at $2.5 million for the vials of HCW9201 and the R&D know-how. The prices were
determined based on developing the know-how and the costs incurred in producing the vials. The standalone selling price for the license was determined
using the residual approach and was priced at $1.6 million.

As of December 31, 2020, we recorded $2.5 million in accounts receivable, as the cash payment for the sale of the non-financial assets
were due after the reporting period. The Company records amounts as accounts receivable when the right to consideration is deemed unconditional.

Fair Value Measurements

Fair value is defined as the price that would be received to sell an asset or paid to transfer a liability in an orderly transaction between
market participants at the measurement date. FASB ASC Topic 820, Fair Value Measurements and Disclosures, establishes a fair value hierarchy for
those instruments measured at fair value that distinguishes between fair value measurements based on market data (observable inputs), and those based
on our own assumptions (unobservable inputs). This hierarchy maximizes the use of observable inputs and minimizes the use of unobservable inputs.
The three levels of inputs used to measure fair value are as follows:
 

 •  Level 1: Observable inputs such as quoted prices in active markets;
 

 •  Level 2: Inputs, other than the quoted prices in active markets, that are observable either directly or indirectly; and
 

 •  Level 3: Unobservable inputs in which there is little or no market data, which require a reporting entity to develop its own assumptions.
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Fair Value

Under the Wugen License, we received shares of common stock of Wugen on the effective date of the Wugen License. We estimated that
the fair value of the stock was $1.6 million. As the common stock of Wugen is not currently publicly traded, the fair value was determined based on
inputs other than a public market price. We relied primarily on the most recent third-party financing completed by Wugen. In addition, we considered
the results of a third-party valuation assessment. Since our ownership interest in Wugen is less than 20% and we do not have significant influence over
the operations of Wugen, we account for these securities as a cost method investment. We will carry this investment at cost less impairment, adjusted for
observable price changes in orderly transactions for an identical or similar investment of the same investee. In the event that a public market becomes
available for the common stock of Wugen in the future and the shares are freely tradeable, we will recognize changes in fair value according to the
market price in other income in the statements of operations.

Research and Development Costs

Research and development costs are expensed as incurred and include salaries, benefits, and other operating costs such as outside services,
supplies, and allocated overhead expenses. We may perform research and development for our own internally-developed drug candidates and
technology development or for certain third parties under collaborative arrangements. For our internally-developed drug candidates and our internal
technology development programs, we invest own funds without reimbursement from a third party. Where we perform research and development
activities under a clinical joint development collaboration, we record the partner’s share of collaboration expenses as a reduction to research and
development expense when reimbursement amounts are due under the agreement.

We record an accrued expense for the estimated costs of our contract manufacturing activities performed by third parties. The financial
terms of these agreements are subject to negotiation, vary from contract to contract and may result in uneven payment flows to vendors. Payments under
the contracts include upfront payments and milestone payments, which depend on factors such as the achievement of the completion of certain stages of
the manufacturing process. For purposes of recognizing expense, we assess whether the production process is sufficiently defined to be considered the
delivery of a good, as evidenced by predictive or contractually required yields in the production process, or the delivery of a service, where processes
and yields are developing and less certain. If we consider the process to be the delivery of a good, we recognize the expense when the drug product is
delivered, or otherwise bears risk of loss. If we consider the process to be the delivery of a service, the expense is recognized based on its best estimates
of the contract manufacturer’s progress towards completion of the stages in the contracts. We recognize and amortize upfront payments and accrue
liabilities based on the specific terms of each arrangement. Arrangements may provide upfront payments for certain stages of the arrangement and
milestone payments for the completion of certain stages, and, accordingly, may result in advance payments for services that have not been completed or
goods not delivered and liabilities for stages where the contract manufacturer is entitled to a milestone payment.

Advance payments for goods or services that will be used or rendered for future research and development activities are capitalized as
prepaid expenses and recognized as expense as the related goods are delivered or the related services are performed. We base our estimates on the best
information available at the time. However, additional information may become available to us which may allow us to make a more accurate estimate in
future periods. In this event, we may be required to record adjustments to research and development expenses in future periods when the actual level of
activity becomes more certain. Such increases or decreases in cost are generally considered to be changes in estimates and will be reflected in research
and development expenses in the period identified.

Stock-based Compensation

We maintain a stock-based compensation plan as a long-term incentive for employees, non-employees, and directors. The plan allows for
grants of incentive stock options, non-qualified stock options, and other forms of equity awards. We have granted options with service-based and
performance-based vesting conditions.

We measure our stock-based awards granted to employees and directors based on the estimated fair value of the option on the date of grant
(grant date fair value) and recognize compensation expense over the vesting period. Compensation expense is recorded as either research and
development or general and administrative expenses in the statements of operations based on the function to which the related services are provided.
Forfeitures are accounted for as they occur. We estimate grant date fair value using the Black-Scholes option-pricing model.

For stock option grants with service-based and performance-based vesting, stock-based compensation expense represents the portion of the
grant date fair value of employee stock option grants recognized over the requisite service period of the awards on a straight-line basis, net of estimated
forfeitures. For options that vest upon the achievement of performance milestones, the Company estimates the vesting period based on the evaluation of
the probability of achievement of each respective milestone and the related estimated date of achievement.
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In determining the fair value of the stock-based awards, we use the Black-Scholes option-pricing model and assumptions discussed below.
Each of these inputs is subjective and its determination generally requires significant judgment. These assumptions include, but are not limited to:
 

 
•  Expected term—The expected term of stock options with service-based vesting is determined using the “simplified” method, whereby the

expected life equals the arithmetic average of the vesting term and the original contractual term of the option due to the Company’s lack of
sufficient historical data.

 

 
•  Expected volatility—Since there is no trading history for our common stock, the expected volatility was estimated based on the historical

equity volatility for comparable publicly traded biotechnology companies. The comparable companies were chosen based on their similar
size, stage in the life cycle or area of specialty.

 

 •  Risk-free interest rate—The risk-free interest rate is based on the U.S. Treasury Bond in effect at the time of grant for periods
corresponding with the expected term of the exit event.

 

 •  Dividend yield—The expected dividend yield is 0% because the Company has not historically paid, and does not expect, for the
foreseeable future, to pay a dividend on its common stock.

Determination of the Fair Value of Our Common Stock

As there has been no public market for our common stock historically prior to this offering, the estimated fair value of our common stock
has been determined by our board of directors as of the date of each option grant, with input from management, considering a third-party valuation of
common stock and our board of directors’ assessment of additional objective and subjective third-party financing events and other factors that it
believed were relevant and which may have changed from the date of the most recent valuation through the date of the grant. Prior to this offering, for
third-party valuations performed in connection with the valuation of our common stock, we used the Black-Scholes option-pricing model. Third-party
valuations were performed in accordance with the guidance outlined in the American Institute of Certified Public Accountants’ Accounting Practice Aid
entitled, Valuation of Privately-Held-Company Equity Securities Issued as Compensation.

In addition to considering the results of these third-party valuations, our board of directors considered various objective and subjective
factors to determine the fair value of our common stock as of each grant date, which may be as a date later than the most recent third-party valuation
date, including:
 

 •  the prices at which we sold shares of redeemable preferred stock and the superior rights and preferences of the redeemable preferred stock
relative to our common stock at the time of each grant;

 

 •  the progress of our research and development programs, including the status of preclinical and planned clinical trials for our product
candidates;

 

 •  our stage of development and commercialization and our business strategy;
 

 •  external market conditions affecting the biotechnology industry, and trends within the biotechnology industry;
 

 •  our financial position, including cash on hand, and our historical and forecasted performance and operating results;
 

 •  the lack of an active public market for our common stock and our redeemable preferred stock;
 

 •  the likelihood of achieving a liquidity event, such as an initial public offering (“IPO”), or a sale of our company considering prevailing
market conditions; and

 

 •  the analysis of IPOs and the market performance of similar companies in the biopharmaceutical industry.
 

24



Table of Contents

For financial reporting purposes, it is our policy to perform a contemporaneous valuation when a material number of stock awards or
options are granted. As a private company, we relied primarily on the evidence of third-party financings to support valuation of common stock. The
assumptions underlying these valuations represent management’s best estimates, which involve inherent uncertainties and the application of
management judgment. As a result, if factors or expected outcomes change, and we use significantly different assumptions or estimates, our stock-based
compensation expense could be materially different.

After the completion of this offering, our board of directors will determine the fair value of each share of underlying common stock based
on its closing price as reported on the date of grant according to the quoted market price on the primary stock exchange on which our common stock is
traded.

Income Taxes

We recognize deferred income taxes for the future tax consequences attributable to differences between the financial statement carrying
amounts of existing assets and liabilities and their respective tax basis and operating loss and tax credit carryforwards. In evaluating our valuation
allowance, we consider all available positive and negative evidence, including scheduled reversals of deferred tax liabilities, projected future taxable
income, tax planning strategies, and recent financial performance. Due to our lack of earnings history and uncertainties surrounding our ability to
generate future taxable income, the net deferred tax assets have been fully offset by a valuation allowance.

As of December 31, 2019 and 2020, we had available federal net operating loss (“NOL”) carryforwards of $9.1 million and $14.8 million,
respectively. We also had available state NOLs carryforwards of approximately $9.1 million and $15.2 million, as of December 31, 2019 and 2020,
respectively. The Federal and State NOLs will carryforward indefinitely and be available to offset up to 100% of taxable income for taxable years before
2021 and 80% of taxable years starting after 2020.

Under Sections 382 and 383 of the Code, substantial changes in our ownership may limit the amount of NOL and research and
development credit carryforwards that could be used annually in the future to offset taxable income. The tax benefits related to future utilization of
federal and state NOL carryforwards, credit carryforwards, and other deferred tax assets may be limited or lost if cumulative changes in ownership
exceeds 50% within any three-year period. We have not completed a Section 382/383 analysis under the Code regarding the limitation of NOL and
credit carryforwards. If a change in ownership were to have occurred, the annual limitation may result in the expiration of NOL carryforwards and
credits before utilization.

We record unrecognized tax benefits as liabilities or reduce the underlying tax attribute, as applicable, and adjust them when our judgment
changes as a result of the evaluation of new information not previously available. Because of the complexity of some of these uncertainties, the ultimate
resolution may result in a payment that is materially different from our current estimate of the unrecognized tax benefit liabilities. These differences will
be reflected as increases or decreases to income tax expense in the period in which new information is available.

Recent Accounting Pronouncements

See Note 1 to our unaudited condensed financial statements appearing elsewhere in this Quarterly Report for more information about
recent accounting pronouncements.

Available information

Our corporate website address is www.hcwbiologics.com. We use the investor relations page of our website for purposes of compliance
with Regulation FD and as a routine channel for distribution of important information, including news releases, analyst presentations, financial
information and corporate governance practices. Our filings with the SEC are posted on our website and available free of charge as soon as reasonably
practical after they are electronically filed with, or furnished to, the SEC. The SEC’s website, www.sec.gov, contains reports, proxy statements and other
information regarding issuers that file electronically with the SEC. The content on any website referred to in this Quarterly Report on Form 10-Q is not
incorporated by reference in this Form 10-Q unless expressly noted. Further, the Company’s references to website URLs are intended to be inactive
textual references only.

Item 3. Quantitative and Qualitative Disclosures About Market Risk.

We are exposed to market risk related to changes in interest rates. As of June 30, 2021, we had cash and cash equivalents of $5.1 million
consisting of bank deposits and monies in a money market fund. On July 22, 2021, we closed on our initial IPO and invested our proceeds in U.S.
Treasury securities. Our primary exposure to market risk is interest rate sensitivity, which is affected by changes in the general level of U.S. interest
rates. We are exposed to market risk related to the marketability of our investment in Wugen common stock. Until such time as these shares become
publicly traded, we will have limited access to liquidity.
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Item 4. Controls and Procedures.

Evaluation of Disclosure Controls and Procedures

Our disclosure controls and procedures are designed to ensure that information required to be disclosed by us in reports that we file or
submit under the Securities Exchange Act of 1934, as amended or the Exchange Act, is recorded, communicated to our management to allow timely
decisions regarding required disclosure, summarized and reported within the time periods specified in the SEC’s rules and forms. Any disclosure
controls and procedures, no matter how well designed and operated, can provide only reasonable assurance of achieving the desired control objective
and management necessarily applies its judgment in evaluating the cost-benefit relationship of possible controls and procedures.

Under the supervision and with the participation of our management, including the Chief Executive Officer, or CEO, and Chief Financial
Officer, or CFO, we conducted an evaluation of the effectiveness of our disclosure controls and procedures, as such term is defined under Rules
13a-15(e) and 15d-15(e) under the Exchange Act, as of June 30, 2021. Based on that evaluation, the CEO and CFO have concluded that, as of such date,
our disclosure controls and procedures were effective.

Changes in Internal Control over Financial Reporting

There have been no changes in our internal control over financial reporting during the quarter ended June 30, 2021, that have materially
affected, or are reasonably likely to materially affect, our internal control over financial reporting.
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PART II—OTHER INFORMATION

Item 1. Legal Proceedings.

From time to time, we may be involved in litigation relating to claims arising out of our operations. We are not currently a party to any
material legal proceedings. We may, however, be involved in material legal proceedings in the future. Such matters are subject to uncertainty and there
can be no assurance that such legal proceedings will not have a material adverse effect on our business, results of operations, financial position or cash
flows.

Item 1A. Risk Factors.

There have been no material changes to the risk factors previously disclosed by us in the Prospectus filed by us with the SEC on July 21,
2021. The risk factors included in the Prospectus continue to apply to us and describe risks and uncertainties that could cause actual results to differ
materially from the results expressed or implied by the forward-looking statements contained in this Quarterly Report on Form 10-Q.

Item 2. Unregistered Sales of Equity Securities and Use of Proceeds.

Unregistered Sales of Equity Securities

None.

Issuer Repurchases of Equity Securities

None.

Use of Proceeds

On July 19, 2021, our registration statement on Form S-1 (File No. 333-258025) was declared effective by the SEC for our IPO. At the
closing of the offering on July 22, 2021, we sold 7,000,000 shares of common stock, at an IPO price of $8.00 per share and received gross proceeds of
$56.0 million, which resulted in net proceeds to us of approximately $49.0 million, after deducting underwriting discounts and commissions of
approximately $3.9 million and offering-related transaction costs of approximately $3.2 million. None of the expenses associated with the IPO were paid
to directors, officers, persons owning ten percent or more of any class of equity securities, or to their associates, or to our affiliates. EF Hutton, division
of Benchmark Investments, LLC acted as sole book-running manager and Revere Securities LLC acted as co-manager for the offering.

There has been no material change in the planned use of proceeds from our IPO from that described in the final prospectus filed by us with
the SEC on July 21, 2021.

Item 3. Defaults Upon Senior Securities.

Not Applicable.

Item 4. Mine Safety Disclosures.

Not Applicable.

Item 5. Other Information.

None.
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Item 6. Exhibits.

The exhibits filed or furnished as part of this Quarterly Report on Form 10-Q are set forth on the Exhibit Index, which Exhibit Index is
incorporated herein by reference.
 
Exhibit
Number

     Incorporated by Reference  
  

Filed
Herewith  Description   Form    Date    Number  

31.1*

  

Certification of Principal Executive Officer Pursuant to Rules 13a-14(a) and
15d-14(a) under the Securities Exchange Act of 1934, as Adopted Pursuant to
Section 302 of the Sarbanes-Oxley Act of 2002.         

X

31.2*

  

Certification of Principal Financial Officer Pursuant to Rules 13a-14(a) and
15d-14(a) under the Securities Exchange Act of 1934, as Adopted Pursuant to
Section 302 of the Sarbanes-Oxley Act of 2002.         

X

32.1*
  

Certification of Principal Executive Officer Pursuant to 18 U.S.C. Section 1350, as
Adopted Pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.         

X

32.2*
  

Certification of Principal Financial Officer Pursuant to 18 U.S.C. Section 1350, as
Adopted Pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.         

X

101

  

The following materials from the Company’s Quarterly Report on Form 10-Q for the
quarter ended June 30, 2020, formatted in Inline XBRL (eXtensible Business
Reporting Language): (i) the Condensed Balance Sheets as of June 30, 2020
(unaudited) and December 31, 2019; (ii) the Condensed Balance Sheets as of
June 30, 2020 (unaudited) and December 31, 2019; (ii) the Condensed Statements of
Operations for the three and six months ended June 30, 2020 and 2019 (unaudited);
(iv) the Condensed Statements of Stockholders’ Equity as of June 30, 2020 and
June 30, 2019 (unaudited); (v) the Condensed Statements of Cash Flows for the six
months ended June 30, 2020 and 2019 (unaudited); and (vi) the notes to Unaudited
Interim Condensed Financial Statements.         

104
  

Cover Page Interactive Data File (formatted as Inline XBRL and contained in
Exhibit 101)         

 
* This certification is deemed not filed for purpose of Section 18 of the Exchange Act or otherwise subject to the liability of that section, nor shall it be

deemed incorporated by reference into any filing under the Securities Act or the Exchange Act
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by
the undersigned thereunto duly authorized.
 

  HCW Biologics Inc.

Date: August 13, 2021   By:  /s/ Hing C. Wong
   Hing C. Wong
   Chief Executive Officer
   (Principal Executive Officer)

Date: August 13, 2021   By:  /s/ Rebecca Byam
   Rebecca Byam
   Chief Financial Officer
   (Principal Financial and Accounting Officer)
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Exhibit 31.1

CERTIFICATION OF PRINCIPAL EXECUTIVE OFFICER PURSUANT TO
RULES 13a-14(a) AND 15d-14(a) UNDER THE SECURITIES EXCHANGE ACT OF 1934,

AS ADOPTED PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

I, Hing C. Wong, certify that:
 

 1. I have reviewed this Quarterly Report on Form 10-Q of HCW Biologics Inc. for the quarter ended June 30, 2021;
 

 
2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to

make the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period
covered by this report;

 

 3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material
respects the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

 

 4. The registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as
defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) for the registrant and have:

 

 
(a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our

supervision, to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us
by others within those entities, particularly during the period in which this report is being prepared;

 

 
(b) Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about

the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such
evaluation; and

 

 
(c) Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s

most recent fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is
reasonably likely to materially affect, the registrant’s internal control over financial reporting; and

 

 
5. The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial

reporting, to the registrant’s auditors and the audit committee of registrant’s board of directors (or persons performing the equivalent
functions):

 

 (a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are
reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

 

 (b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s
internal control over financial reporting.

 
/s/ Hing C. Wong
Hing C. Wong
Chief Executive Officer

Date: August 13, 2021



Exhibit 31.2

CERTIFICATION OF PRINCIPAL FINANCIAL OFFICER PURSUANT TO
RULES 13a-14(a) AND 15d-14(a) UNDER THE SECURITIES EXCHANGE ACT OF 1934,

AS ADOPTED PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

I, Rebecca Byam, certify that:
 

 1. I have reviewed this Quarterly Report on Form 10-Q of HCW Biologics Inc. for the quarter ended June 30, 2021;
 

 
2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to

make the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period
covered by this report;

 

 3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material
respects the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

 

 4. The registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as
defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) for the registrant and have:

 

 
(a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our

supervision, to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us
by others within those entities, particularly during the period in which this report is being prepared;

 

 
(b) Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about

the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such
evaluation; and

 

 
(c) Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s

most recent fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is
reasonably likely to materially affect, the registrant’s internal control over financial reporting; and

 

 
5. The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial

reporting, to the registrant’s auditors and the audit committee of registrant’s board of directors (or persons performing the equivalent
functions):

 

 (a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are
reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

 

 (b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s
internal control over financial reporting.

 
/s/ Rebecca Byam
Rebecca Byam
Chief Financial Officer

Date: August 13, 2021



Exhibit 32.1

CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350, AS ADOPTED PURSUANT TO

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report of HCW Biologics Inc. (the “Company”) on Form 10-Q for the period ending June 30, 2021as filed with the
Securities and Exchange Commission on the date hereof (the “Report”), I certify, pursuant to 18 U.S.C. § 1350, as adopted pursuant to § 906 of the
Sarbanes-Oxley Act of 2002, that:
 

 (1) The Report fully complies with the requirements of section 13(a) or 15(d) of the Securities Exchange Act of 1934; and
 

 (2) The information contained in the Report fairly presents, in all material respects, the financial condition and result of operations of the
Company.

 
Date: August 13, 2021   By:  /s/ Hing C. Wong

   Hing C. Wong
   Chief Executive Officer



Exhibit 32.2

CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350, AS ADOPTED PURSUANT TO

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report of HCW Biologics Inc. (the “Company”) on Form 10-Q for the period ending June 30, 2021 as filed with the
Securities and Exchange Commission on the date hereof (the “Report”), I certify, pursuant to 18 U.S.C. § 1350, as adopted pursuant to § 906 of the
Sarbanes-Oxley Act of 2002, that:
 

 (1) The Report fully complies with the requirements of section 13(a) or 15(d) of the Securities Exchange Act of 1934; and
 

 (2) The information contained in the Report fairly presents, in all material respects, the financial condition and result of operations of the
Company.

 
Date: August 13, 2021   By:  /s/ Rebecca Byam

   Rebecca Byam
   Chief Financial Officer


