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EXPLANATORY NOTE

Humacyte, Inc., a Delaware corporation, filed with the Securities and Exchange Commission (the “SEC”) a Registration Statement on Form S-1 on
September 17, 2021, as amended on October 22, 2021 by Pre-Effective Amendment No. 1 to the Registration Statement on Form S-1, which was declared
effective by the SEC on October 25, 2021, and Post-Effective Amendment No. 1 to the Registration Statement on Form S-1, which was declared effective
by the SEC on November 24, 2021 (as amended, the “Registration Statement”). This Post-Effective Amendment No. 2 to the Registration Statement is
being filed in order to update disclosures in the registration statement reflecting the filing by Humacyte, Inc. of its Annual Report on Form 10-K for the
year ended December 31, 2021, and to make certain other updates. Unless otherwise noted, all common and preferred share and related price information
has been retroactively adjusted to give effect to the Exchange Ratio established in the Merger Agreement (each as defined in this prospectus).



http://www.sec.gov/ix?doc=/Archives/edgar/data/1818382/000110465921116962/huma-20210917xs1.htm
http://www.sec.gov/Archives/edgar/data/1818382/000110465921128615/tm2127058-3_s1a.htm
http://www.sec.gov/ix?doc=/Archives/edgar/data/1818382/000110465921142014/huma-20211116xs1.htm
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The information in this preliminary prospectus is not complete and may be changed. These securities may not be sold until the registration statement filed with the
Securities and Exchange Commission is declared effective. This preliminary prospectus is not an offer to sell nor does it seek an offer to buy these securities in any
jurisdiction where the offer or sale is not permitted.

SUBJECT TO COMPLETION, DATED MARCH 30, 2022

€ UMACYTE

Up to 89,706,840 Shares of Common Stock
Up to 5,177,500 Shares of Common Stock Issuable Upon Exercise of Warrants

PRELIMINARY PROSPECTUS

This prospectus relates to the issuance by us of an aggregate of up to 5,177,500 shares of our common stock, $0.0001 par value per share (the “common stock™), which
consists of (i) up to 177,500 shares of common stock that are issuable upon the exercise of private placement warrants (the “Private Placement Warrants”) originally issued
in a private placement to AHAC Sponsor LLC (the “Sponsor”), Oppenheimer & Co. Inc. (“Oppenheimer”) and Northland Securities, Inc. (“Northland”), in connection with
the initial public offering of Alpha Healthcare Acquisition Corp. (“AHAC”), and (ii) up to 5,000,000 shares of common stock that are issuable upon the exercise of public
warrants (the “Public Warrants” and, together with the Private Warrants, the “Warrants”). We will receive the proceeds from the exercise of any Warrants for cash.

This prospectus also relates to the offer and sale from time to time by the selling stockholders named in this prospectus or their permitted transferees (the “selling
stockholders™) of up to 89,706,840 shares of common stock, which consists of (i) up to 17,500,000 shares of common stock issued on August 26, 2021 in a private
placement pursuant to subscription agreements, dated February 17, 2021 (the “PIPE Shares”), (ii) up to 71,696,679 shares of common stock, required to be registered
pursuant to that certain Investor Rights and Lock-up Agreement, dated August 26, 2021 (the “Investor Rights and Lock-up Agreement”), by and among us and certain of the
selling stockholders and (iii) up to 510,161 shares of common stock purchased by a selling stockholder. We will not receive any proceeds from the sale of shares of common
stock by the selling stockholders pursuant to this prospectus.

The selling stockholders may offer, sell or distribute all or a portion of the securities hereby registered publicly or through private transactions at prevailing market
prices or at negotiated prices. We will not receive any of the proceeds from such sales of the shares of common stock, but we will receive the proceeds from the exercise of
any Warrants for cash. We will bear all costs, expenses and fees in connection with the registration of these securities, including with regard to compliance with state
securities or “blue sky” laws. The selling stockholders will bear all commissions and discounts, if any, attributable to their sale of shares of common stock. See the section
titled “Plan of Distribution.”

Our common stock is listed on the Nasdaq Global Select Market under the symbol “HUMA.” On March 29, 2022, the last reported sales price of our common stock
was $6.73 per share.

We are an “emerging growth company” and a “smaller reporting company” as defined under the U.S. federal securities laws. See “Prospectus Summary — Implications
of Being an Emerging Growth Company and a Smaller Reporting Company.” This prospectus complies with the requirements that apply to an issuer that is an emerging

growth company and a smaller reporting company.

Investing in our common stock involves risks. See “Risk Factors” beginning on page 4 of this prospectus to read about factors you should consider before
investing in our common stock.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of these securities or passed upon the
accuracy or adequacy of this prospectus. Any representation to the contrary is a criminal offense.

The date of this prospectus is ,2022.
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ABOUT THIS PROSPECTUS

This prospectus is part of a registration statement on Form S-1 that we filed with the SEC using the “shelf” registration process. Under this shelf
registration process, the selling stockholders may, from time to time, sell the securities offered by them described in this prospectus. We will not receive
any proceeds from the sale by such selling stockholders of the securities offered by them described in this prospectus. This prospectus also relates to the
issuance by us of the shares of common stock issuable upon the exercise of any Warrants. We will not receive any proceeds from the sale of shares of
common stock underlying the Warrants pursuant to this prospectus.

Neither we nor the selling stockholders have authorized anyone to provide you with information that is different from or in addition to the information
contained in this prospectus or in any applicable prospectus supplement or in any related free writing prospectus prepared by or on behalf of us or to which
we have referred you. Accordingly, neither we nor any selling stockholder takes any responsibility for, or can provide any assurance as to the reliability of,
any information that others may give. Neither we nor any selling stockholder will make any offers to sell or seek any offers to buy these securities in any
jurisdiction where the offer or sale is not permitted. You should assume that the information contained in this prospectus, any applicable prospectus
supplement, and any related free writing prospectus is accurate only as of the respective dates of such documents, regardless of the time of delivery of the
respective documents or any sale of securities offered hereby. Our business, financial condition, results of operations and prospects may have changed
materially since those dates.

‘We may also provide a prospectus supplement or post-effective amendment to the registration statement to add information to, or update or change
information contained in, this prospectus. You should read this prospectus and any applicable prospectus supplement or post-effective amendment to the
registration statement together with the additional information to which we refer you in the section of this prospectus titled “Where You Can Find More
Information.”

On August 26, 2021 (the “Closing Date”), Humacyte, Inc. (“Legacy Humacyte’) and AHAC consummated the previously announced business
combination pursuant to that certain Business Combination Agreement, dated as of February 17, 2021 (the “Merger Agreement”), by and among Legacy
Humacyte, AHAC and Hunter Merger Sub (“Merger Sub”), a Delaware corporation and wholly owned subsidiary of AHAC. As contemplated by the
Merger Agreement, Merger Sub merged with and into Legacy Humacyte, with Legacy Humacyte continuing as the surviving corporation and as a wholly
owned subsidiary of AHAC (the “Merger”). On the Closing Date, AHAC changed its name to Humacyte, Inc. and Legacy Humacyte changed its name to
Humacyte Global, Inc.

29 <, 99 ¢
s

Unless the context indicates otherwise, references in this prospectus to the “Company,” “Humacyte,” “we,” “us,” “our” and similar terms refer to
Humacyte, Inc. (formerly known as Alpha Healthcare Acquisition Corp.) and its consolidated subsidiaries (including Humacyte Global, Inc.) following the
Merger. References to “AHAC” refer to Alpha Healthcare Acquisition Corp. prior to the Merger.

Notwithstanding the legal form of the Merger pursuant to the Merger Agreement, the Merger was accounted for as a reverse recapitalization in
accordance with U.S. generally accepted accounting principles (“GAAP”). Under this method of accounting, AHAC was treated as the acquired company
for financial reporting purposes, whereas Legacy Humacyte was treated as the accounting acquirer. In accordance with this accounting method, the Merger
was treated as the equivalent of Legacy Humacyte issuing stock for the net assets of AHAC, accompanied by a recapitalization. The net assets of AHAC
were stated at historical cost, with no goodwill or other intangible assets recorded, and operations prior to the Merger are those of Legacy Humacyte.

ii
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MARKET AND INDUSTRY DATA

Certain information contained in this document relates to or is based on studies, publications, surveys and other data obtained from third-party sources
and Humacyte’s own internal estimates and research. While we believe these third-party sources to be reliable as of the date of this prospectus, we have not
independently verified the market and industry data contained in this prospectus or the underlying assumptions relied on therein. Finally, while we believe
our own internal research is reliable, such research has not been verified by any independent source.

il
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TRADEMARKS

This document contains references to trademarks, trade names and service marks belonging to other entities. Solely for convenience, trademarks, trade
names and service marks referred to in this prospectus may appear without the ® or TM symbols, but such references are not intended to indicate, in any
way, that the applicable licensor will not assert, to the fullest extent under applicable law, its rights to these trademarks and trade names. We do not intend

our use or display of other companies’ trade names, trademarks or service marks to imply a relationship with, or endorsement or sponsorship of us by, any
other companies.

iv
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FORWARD-LOOKING STATEMENTS

This prospectus contains forward-looking statements that involve substantial risks and uncertainties. “Forward-looking statements,” as that term is
defined in the Private Securities Litigation Reform Act of 1995, Section 27A of the Securities Act of 1933 and Section 21E of the Securities Exchange Act
of 1934 (the “Exchange Act”) are statements that are not historical facts and involve a number of risks and uncertainties. These statements include, without
limitation, statements regarding the financial position, business strategy and the plans and objectives of management for future operations. These
statements constitute projections, forecasts and forward-looking statements, and are not guarantees of performance. Such statements can be identified by
the fact that they do not relate strictly to historical or current facts. When used in this prospectus, words such as “anticipate,” “believe,” “continue,”
“could,” “estimate,” “expect,” “intend,” “may,” “might,” “plan,” “possible,” “potential,” “predict,” “project,” “should,” “strive,” “would” and similar
expressions may identify forward-looking statements, but the absence of these words does not mean that a statement is not forward-looking. Such
statements are based on the beliefs of, as well as assumptions made by and information currently available to, Humacyte’s management.

29 29 <. 29 <. 29 <, 2 G 29

Forward-looking statements in this prospectus may include, for example, statements about:
*  our anticipated growth rate and market opportunities;

+ the potential liquidity and trading of our securities;

*  our ability to raise additional capital in the future;

*  our plans and ability to execute product development, process development and preclinical development efforts successfully and on our
anticipated timelines;

*  our ability to use our proprietary scientific technology platform to build a pipeline of additional product candidates;
* the characteristics and performance of our bioengineered human, acellular tissue-based vessels (“HAVs”) ;

*  our plans and ability to obtain marketing approval from the U.S. Food and Drug Administration (“FDA”) and other regulatory authorities,
including the European Medicines Agency (“EMA”), for our bioengineered HAVs and other product candidates;

»  our ability to design, initiate and successfully complete clinical trials and other studies for our product candidates and our plans and expectations
regarding our ongoing or planned clinical trials, including for our ongoing V005 Phase II/I1 clinical trial and V007 Phase I1I clinical trial;

*  the outcome of our ongoing discussions with the FDA concerning the design of our ongoing V005 Phase II/I1I clinical trial, including
determination of trial size;

* our plans and ability to commercialize our HAVs and other product candidates, if approved by regulatory authorities;

» the expected size of the target populations for our product candidates;

+ the anticipated benefits of our HAVs relative to existing alternatives;

*  our assessment of the competitive landscape;

+ the degree of market acceptance of HAVs, if approved, and the availability of third-party coverage and reimbursement;

*  our ability to manufacture HAVs and other product candidates in sufficient quantities to satisfy our clinical trial and commercial needs;
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*  our expectations regarding our strategic partnership with Fresenius Medical Care Holdings, Inc. (“Fresenius Medical Care”) to sell, market and
distribute our 6 millimeter HAV for certain specified indications and in specified markets;

» the performance of other third parties on which we rely, including our third-party manufacturers, our licensors, our suppliers and the organizations
conducting our clinical trials;

»  our ability to obtain and maintain intellectual property protection for our product candidates as well as our ability to operate our business without
infringing, misappropriating or otherwise violating the intellectual property rights of others;

*  our ability to maintain the confidentiality of our trade secrets, particularly with respect to our manufacturing process;

*  our compliance with applicable laws and regulatory requirements, including FDA regulations, healthcare laws and regulations, and anti-corruption
laws;

+ our ability to attract, retain and motivate qualified personnel and to manage our growth effectively;

» our future financial performance and capital requirements;

*  our ability to implement and maintain effective internal controls; and

* the impact of the COVID-19 pandemic on our business, including our manufacturing efforts, and our preclinical studies and clinical trials.
We caution you that the foregoing list may not contain all of the forward-looking statements made in this prospectus.

These forward-looking statements are only predictions based on our current expectations and projections about future events and are subject to a
number of risks, uncertainties and assumptions, including those described in “Risk Factors” and elsewhere in this prospectus. Moreover, we operate in a
competitive industry, and new risks emerge from time to time. It is not possible for the management of Humacyte to predict all risks, nor can we assess the
impact of all factors on our business or the extent to which any factor, or combination of factors, may cause actual results to differ materially from those
contained in any forward-looking statements we may make. In light of these risks, uncertainties and assumptions, the forward-looking events and
circumstances discussed in this prospectus may not occur, and actual results could differ materially and adversely from those anticipated or implied in the
forward-looking statements in this prospectus.

The forward-looking statements included in this prospectus are made only as of the date hereof. You should not rely upon forward-looking statements
as predictions of future events. Although we believe that the expectations reflected in our forward-looking statements are reasonable, we cannot guarantee
that the future results, levels of activity, performance or events and circumstances reflected in the forward-looking statements will be achieved or occur.
Humacyte does not undertake any obligation to update publicly any forward-looking statements for any reason after the date of this prospectus to conform
these statements to actual results or to changes in expectations, except as required by law.

You should read this prospectus, the documents that have been filed as exhibits to the registration statement of which this prospectus forms a part, and
any accompanying prospectus supplement with the understanding that the actual future results, levels of activity, performance, events and circumstances of
Humacyte may be materially different from what is expected.

vi
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PROSPECTUS SUMMARY

This summary highlights selected information contained in this prospectus. This summary does not contain all the information that
you should consider before investing in our common stock. You should read the entire prospectus carefully, including the “Risk Factors,”
“Forward-Looking Statements” and “Managements Discussion and Analysis of Financial Condition and Results of Operations”
sections, and our historical financial statements and the accompanying notes included in this prospectus.

Company Overview

Humacyte is pioneering the development and manufacture of off-the-shelf, universally implantable, bioengineered human tissues
with the goal of improving the lives of patients and transforming the practice of medicine. Humacyte believes its technology has the
potential to overcome limitations in existing standards of care and address the lack of significant innovation in products that support
tissue repair, reconstruction and replacement. Humacyte is leveraging its novel, scalable technology platform to develop proprietary,
bioengineered, acellular human tissues for use in the treatment of diseases and conditions across a range of anatomic locations in
multiple therapeutic areas.

Merger

On the Closing Date, Legacy Humacyte and AHAC consummated the previously announced Merger pursuant to the Merger
Agreement, by and among Legacy Humacyte, AHAC and Merger Sub. As contemplated by the Merger Agreement, Merger Sub merged
with and into Legacy Humacyte, with Legacy Humacyte continuing as the surviving corporation and as a wholly owned subsidiary of
AHAC. On the Closing Date, AHAC changed its name to Humacyte, Inc. and Legacy Humacyte changed its name to Humacyte
Global, Inc.

At the effective time of the Merger (the “Effective Time”):

» each outstanding share of common stock of Legacy Humacyte (the “Legacy Humacyte common stock™) was cancelled and
converted into the right to receive approximately 0.26260 shares of our common stock;

* cach outstanding share of preferred stock of Legacy Humacyte (the “Legacy Humacyte preferred stock”) was cancelled and
converted into the right to receive the aggregate number of shares of our common stock that would be issued upon conversion
of the shares of Legacy Humacyte preferred stock based on the applicable conversion ratio immediately prior to the Effective
Time, multiplied by approximately 0.26260; and

» each outstanding option or warrant to purchase Legacy Humacyte common stock was converted into an option or warrant, as
applicable, to purchase a number of shares of our common stock equal to the number of shares of Legacy Humacyte common
stock subject to such option or warrant multiplied by approximately 0.26260, at an exercise price per share equal to the current
exercise price per share for such option or warrant divided by approximately 0.26260;

in each case, rounded down to the nearest whole share.

Prior holders of shares of Legacy Humacyte common stock and Legacy Humacyte preferred stock also will be eligible to receive up
to an aggregate of 15,000,000 shares of our common stock based on the share price performance of our common stock in accordance
with the terms of the Merger Agreement.

Concurrently with the execution of the Merger Agreement, AHAC entered into subscription agreements (the “Subscription
Agreements”) with certain investors (the “PIPE Investors”). Pursuant to the Subscription Agreements, the PIPE Investors purchased an
aggregate of 17,500,000 shares of common stock (the “PIPE Shares”) in a private placement at a price of $10.00 per share for an
aggregate purchase price of $175 million (the “PIPE Investment”). The PIPE Investment was consummated in connection with the
consummation of the Merger.
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Corporate Information

We were incorporated in Delaware on July 1, 2020, under the name Alpha Healthcare Acquisition Corp., in order to effectuate a
merger, capital stock exchange, asset acquisition, stock purchase, reorganization or similar business combination with one or more
businesses or entities. AHAC completed its initial public offering on September 22, 2020. On August 26, 2021, AHAC and Legacy
Humacyte consummated the transactions contemplated by the Merger Agreement. In connection with the closing of the Merger, we
changed our name to Humacyte, Inc.

The mailing address of our principal executive office is 2525 East North Carolina Highway 54, Durham, North Carolina 27713, and
our telephone number is (919) 313-9633.

Implications of Being an Emerging Growth Company and a Smaller Reporting Company

We are an emerging growth company, as defined in the Jumpstart Our Business Startups Act of 2012, and therefore we intend to take
advantage of certain exemptions from various public company reporting requirements, including not being required to have our internal
control over financial reporting audited by our independent registered public accounting firm pursuant to Section 404(b) of the Sarbanes-
Oxley Act of 2002 (the “Sarbanes-Oxley Act”), reduced disclosure obligations regarding executive compensation in this prospectus, our
periodic reports and our proxy statements, and exemptions from the requirements of holding a nonbinding advisory vote on executive
compensation and any golden parachute payments not previously approved. We will remain an emerging growth company until the
earlier of (1) December 31, 2025 (the last day of the fiscal year following the fifth anniversary of the consummation of AHAC’s initial
public offering), (2) the last day of the fiscal year in which we have total annual gross revenues of at least $1.07 billion, (3) the last day
of the fiscal year in which we are deemed to be a “large accelerated filer,” as defined in the Securities Exchange Act of 1934, as amended
(the “Exchange Act”), and (4) the date on which we have issued more than $1.0 billion in nonconvertible debt securities during the prior
three-year period.

We are also a smaller reporting company as defined in the Exchange Act. We may continue to be a smaller reporting company even
after we are no longer an emerging growth company. We may take advantage of certain of the scaled disclosures available to smaller
reporting companies including, among other things, providing only two years of audited financial statements. We will remain a smaller
reporting company for so long as (1) the market value of our common stock held by non-affiliates is less than $250 million as of the last
business day of the second fiscal quarter, or (2) our annual revenues in our most recent fiscal year completed before the last business day
of our second fiscal quarter are less than $100 million and the market value of our common stock held by non-affiliates is less than $700
million as of the last business day of the second fiscal quarter.
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Issuance of Common Stock

Shares of common stock offered by us

Shares of common stock outstanding prior to the
exercise of all Warrants

Shares of common stock outstanding assuming
exercise of all Warrants

Exercise price of Warrants

Use of Proceeds

Resale of Common Stock
Shares of common stock offered by the selling
stockholders

Use of Proceeds

Lock-up Restrictions

Risk Factors

Nasdaq Ticker Symbol

THE OFFERING

Up to 5,177,500 shares of our common stock, which consists of (i) up to 177,500
shares of common stock that are issuable upon the exercise of Private Placement
Warrants and (ii) up to 5,000,000 shares of common stock that are issuable upon
the exercise of Public Warrants.

103,003,384 shares (as of November 10, 2021)
108,180,884 shares (based on total shares outstanding as of November 10, 2021)

$11.50 per share, subject to adjustment as described herein.

We will receive up to an aggregate of approximately $59.5 million from the
exercise of all of the Warrants, assuming the exercise in full of all of the Warrants
for cash. We expect to use the net proceeds from the exercise of the Warrants for
general corporate purposes. See the section titled “Use of Proceeds.”

Up to (i) 17,500,000 PIPE Shares, (ii) up to 71,696,679 shares of common stock
pursuant to the Investor Rights and Lock-up Agreement and (iii) up to 510,161
shares of common stock purchased by a selling stockholder.

We will not receive any of the proceeds from the sale of common stock by the
selling stockholders.

Certain of the shares of common stock issued in connection with the Merger are
subject to restrictions on transfer until the termination of applicable lock-up
periods. See “Certain Relationships and Related Party Transactions — Humacyte
Related Party Transactions” for further discussion.

Before investing in our securities, you should carefully read and consider the
information set forth in the section titled “Risk Factors” beginning on page 4 of
this prospectus.

Our common stock is listed on The Nasdaq Global Select Market under the
symbol “HUMA.”
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RISK FACTORS

An investment in our common stock involves a high degree of risk. Before you make a decision to buy our common stock, in addition to the risks and
uncertainties discussed in the section titled “Forward-Looking Statements,” you should carefully consider the risks and uncertainties described below,
together with all of the other information contained in this prospectus, including our financial statements and related notes appearing at the end of this
prospectus and in the section titled “Management’s Discussion and Analysis of Financial Condition and Results of Operations,” before deciding to invest
in our common stock. If any of the events or developments described below were to occur, our business, prospects, operating results and financial condition
could suffer materially, the trading price of our common stock could decline and you could lose all or part of your investment. The risks and uncertainties
described below are not the only ones we face. Additional risks and uncertainties not presently known to us or that we currently believe to be immaterial
may also adversely affect our business.

Summary of Risk Factors

The following is a summary of the principal risks to which our business, operations and financial performance are subject. Each of these risks is more
fully described in the individual risk factors immediately following this summary.

We have never generated product revenue and have incurred significant losses to date. We expect to continue to incur losses for the foreseeable
future and may never generate product revenue or be profitable. We will need to raise additional capital to finance our operations, which we may
not be able to do on acceptable terms or at all.

If our clinical trials fail to demonstrate safety and efficacy to the satisfaction of the FDA or similar regulatory authorities outside the United States
or do not otherwise produce favorable results, we may incur significant additional costs or experience significant delays in completing, or
ultimately be unable to complete, the development and commercialization of our product candidates.

Our near-term prospects are dependent on the success of our 6 millimeter HAV, and if we are unable to successfully develop and commercialize it,
our business, operating results and financial condition will be materially harmed.

We may experience delays or difficulties in the enrollment of patients in our clinical trials, which may delay or prevent additional clinical trials
and our receipt of necessary marketing approvals.

Lack of experience by investigators and surgeons with our HAV's can lead to incorrect implantation or follow-up procedures which could harm the
results of our clinical trials and market acceptance of our HAVs, if approved.

We may not be successful in our efforts to use our proprietary scientific technology platform to build a pipeline of additional product candidates.

Even if our HAVs receive marketing approval in the future for one or more of our product candidates, they may fail to achieve the degree of
market acceptance by physicians, patients, third-party payors and others in the medical community necessary for commercial success.

The sizes of the market opportunities for our product candidates have not been established with precision and are estimates that management
believes to be reasonable. If these market opportunities are smaller than we estimate or if any approval that we obtain is based on a narrower
definition of the relevant patient population, our revenue and ability to achieve profitability might be materially and adversely affected.

Our distribution agreement with Fresenius Medical Care imposes obligations on us that may restrict our ability to operate our business in ways we
believe to be in our long-term best interest.

If we receive approval for a product candidate that is not subject to our distribution agreement with Fresenius Medical Care, and we are unable to
establish our own marketing, sales and distribution
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capabilities or are unable to enter into agreements with third parties do so, we may not be able to generate product revenue and will have to alter
our development and commercialization plans.

*  The outbreak of COVID-19 may continue to adversely impact our business, including our manufacturing efforts, and our preclinical studies and
clinical trials.

*  The manufacture of our product candidates is complex, we have not manufactured commercial product, and we may encounter difficulties in
production. If we or any third-party manufacturer encounter such difficulties, our ability to supply our product candidates for clinical trials or, if
approved, for commercial sale could be delayed or halted entirely.

*  The terms of our existing indebtedness may limit our ability to incur future debt.

*  We rely on third parties to conduct and support our clinical trials, and those third parties may not perform satisfactorily, including by failing to
adhere to regulatory requirements or our stated protocols or to meet deadlines for the completion of such trials.

*  We rely on third-party suppliers, including sole source suppliers, to provide certain components for our product candidates. Any failure by a third-
party supplier to supply these components for manufacture may delay or impair our ability to complete our clinical trials and to commercialize our
product candidates.

*  We intend to rely on our strategic, global partnership with Fresenius Medical Care to undertake, or assist with, the marketing, sale and distribution
of certain of our product candidates in certain markets if we receive marketing approval from relevant regulatory authorities. Disruption of this
arrangement could materially adversely affect our business, prospects, operating results and financial condition.

*  Our ability to successfully commercialize our products may be impaired if we are unable to obtain and maintain effective intellectual property
rights for our proprietary scientific technology platform and product candidates.

*  We may be required to take write-downs or write-offs, restructuring and impairment or other charges that could have a significant negative effect
on our financial condition, results of operations and stock price, which could cause you to lose some or all of your investment.

Risks Related to the Development and Commercialization of Our Product Candidates

If our clinical trials fail to demonstrate safety and efficacy to the satisfaction of the FDA or similar regulatory authorities outside the United States or
do not otherwise produce favorable results, we may incur significant additional costs or experience significant delays in completing, or ultimately be
unable to complete, the development and commercialization of our product candidates. If we experience significant delays or significant additional
costs, our business will be materially harmed.

Before obtaining marketing approval for any of our product candidates, we must conduct extensive clinical trials to demonstrate the safety and efficacy
of our product candidates in humans. Clinical testing is expensive and time-consuming, and its outcomes are uncertain. We believe the novelty of our
research and development efforts, which are focused on the development of bioengineered human, acellular, tissue-based vessels for use across a wide
spectrum of applications in vascular surgery, augments this uncertainty. The scientific discoveries that form the basis for our efforts to develop our product
candidates are relatively new, and the scientific evidence to support the feasibility of developing product candidates based on these discoveries is both
preliminary and limited. At this time, no products based on HAVs have been approved in the United States or in Europe. The clinical trial requirements of
the FDA and other regulatory agencies and the criteria these regulators use to determine the safety and efficacy of a product candidate vary substantially
according to the type, complexity, novelty and intended use and market of the potential product, and we may not succeed in obtaining marketing approval
even if we view our clinical trials as successful. Data obtained from preclinical and clinical activities, and manufacturing comparability studies, are also
subject to varying interpretations, which may delay, limit or prevent marketing approval. In such circumstances, we
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could experience significant delays, or be prevented from, developing or commercializing our HAVs, and our business, prospects, operating results and
financial condition could be materially harmed.

Our V006 trial did not meet its primary endpoint, and if we fail to achieve the primary endpoint of our other ongoing or future clinical trials, or if
safety issues arise, our comparability demonstration between our former and new manufacturing process fails or is not accepted by the FDA, or the results
from our clinical trials are otherwise inadequate to support regulatory approval of our product candidates, we may incur significant additional costs or
experience significant delays in completing, or ultimately be unable to complete, the development and commercialization of our product candidates.

Even if we receive FDA approval for our HAVs, we may face a number of difficulties if the results of our clinical trials are unfavorable, inconclusive,
or only modestly favorable or if there are safety concerns, such as adverse events (“AEs”) or serious adverse events (“SAEs”), which could include
clotting, mechanical failure, immunological rejection or infection, that could outweigh potential benefits associated with such product candidates. This
could result in:

*  obtaining approval for indications or patient populations that are not as broad as intended or desired;

*  obtaining approval with, or later becoming subject to, labelling that includes significant use or distribution restrictions or significant safety
warnings;

*  being subject to a Risk Evaluation and Mitigation Strategy (“REMS”) or equivalent requirement from a comparable foreign regulatory agency, to
ensure that the benefits of a biological product outweigh its risks or to change the way the product is used;

*  being required to perform additional clinical trials to support approval or comparability or being subject to additional post-marketing testing
requirements;

*  having regulatory authorities withdraw their approval of the product;
*  Dbeing sued; or
+ suffering damage to our reputation.

Any of these events could cause us to incur significant additional costs, significant delays and prevent us from achieving or maintaining market
acceptance of or commercializing one or more of our product candidates.

If we experience failures or delays in our preclinical and clinical programs, we would be prevented from developing and commercializing our product
candidates in a timely matter, if at all.

A number of factors impact the timing of our preclinical and clinical programs and the development and commercialization of our product candidates.
We cannot guarantee that any clinical trials will be conducted as planned or completed on schedule, if at all. Events that prevent successful or timely
completion of the development of our product candidates beyond unfavorable or inconclusive clinical trial results include, among others, the following:

+ delays in the testing, validation, manufacturing or delivery of our product candidates to the clinical sites;

* delays in reaching — or inability to reach — agreement with the FDA or other regulatory agencies on trial design, including with respect to our
ongoing discussions with the FDA as to whether trial size must be increased in our ongoing V005 trial;

* delays in reaching agreement on acceptable terms with prospective clinical research organizations (“CROs”) and clinical trial sites;

* delays in obtaining required Institutional Review Board (“IRB”) approval at each clinical trial site;
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* delays in recruiting suitable patients in sufficient volume to participate in our clinical trials and in having those patients complete participation in
our clinical trials or return for follow-up, including delays related to the ongoing COVID-19 pandemic;

» the occurrence of SAEs associated with any of our product candidates that are viewed to outweigh their potential benefits;
+ imposition of a clinical hold by regulatory agencies, including after an inspection of our clinical trial sites;
+ failure by CROs, other third parties or us to adhere to clinical trial requirements;

» failure to perform in accordance with the FDA’s good clinical practices (“GCP”) or current good tissue practices (“cGTP”), or applicable
regulatory guidelines in other countries;

+ clinical trial sites dropping out of, or being removed from, a trial; or
+ changes in regulatory requirements and guidance that require amending or submitting new clinical protocols or data.

Any inability to successfully complete development of our product candidates would likely result in significant additional costs to us, create delays in
filing a BLA for regulatory approval of our product candidates and impair our ability to generate revenue. Clinical trial delays could also allow our
competitors to bring products to market before we do, which could materially impair our ability to successfully commercialize our product candidates and
may harm our business and prospects.

Our progress in early stage clinical trials may not be indicative of long-term efficacy in late stage clinical trials, and our progress in trials for one
product candidate may not be indicative of progress in trials for another product candidate.

The product candidates in our pipeline are at various stages of development. Trial designs and results from previous studies are not necessarily
predictive of our future clinical trial designs or results, and initial results of ongoing trials may not be confirmed upon full analysis of the complete trial
data. A number of companies in the biotechnology industry have suffered significant setbacks in late-stage clinical trials even after achieving promising
results in earlier stage clinical trials, and we may experience similar setbacks. Favorable results in clinical trials for one of our product candidates also do
not necessarily indicate that we will obtain positive results in clinical trials related to other product candidates. The novelty of our proprietary scientific
technology platform adds another layer of risk that early-stage clinical trials may not be indicative of long-term efficacy in our late-stage clinical trials. If
we are unable to demonstrate favorable results in future clinical trials for our various product candidates, we expect that our business, prospects, operating
results and financial condition will be materially adversely affected.

Additionally, several of our past, planned and ongoing clinical trials utilize an “open-label” trial design. An “open-label” clinical trial is one where
both the patient and investigator know whether the patient is receiving the investigational product candidate. Some open-label clinical trials test only the
investigational product candidate without a comparator. Open-label clinical trials are subject to various limitations that may exaggerate any therapeutic
effect as patients in open-label clinical trials are aware when they are receiving treatment. Open-label clinical trials may be subject to a “patient bias” where
patients perceive their symptoms to have improved merely due to their awareness of receiving an experimental treatment. In addition, open-label clinical
trials may be subject to an “investigator bias” where those assessing and reviewing the physiological outcomes of the clinical trials are aware of which
patients have received treatment and may interpret the information of the treated group more favorably given this knowledge. The results from an open-
label trial may not be predictive of future clinical trial results with any of our product candidates when studied in an environment with an active control.
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Interim, “topline,” and preliminary data from our clinical trials that we announce or publish from time to time may change as more patient data
become available and are subject to audit and verification procedures that could result in material changes in the final data.

From time to time, we may publicly disclose preliminary or topline data from our clinical trials, which is based on a preliminary analysis of then-
available data, and the results and related findings and conclusions are subject to change following a more comprehensive review of the data related to the
particular study or trial. We also make assumptions, estimations, calculations and conclusions as part of our analyses of data, although we may not have
received or had the opportunity to fully and carefully evaluate all data at the time such preliminary or topline results are released. As a result, the topline or
preliminary results that we report may differ from future results of the same studies, or different conclusions or considerations may qualify such results,
once additional data have been received and fully evaluated. Topline data also remain subject to audit and verification procedures that may result in the
final data being materially different from the preliminary data we previously published. As a result, topline data should be viewed with caution until the
final data are available. From time to time, we may also disclose interim data from our clinical trials. Interim data from clinical trials that we may complete
are subject to the risk that one or more of the clinical outcomes may materially change as patient enrollment continues and more patient data become
available, or as patients from our clinical trials continue other treatments for their disease. Adverse differences between preliminary or interim data and
final data could significantly harm our business prospects.

If the interim, topline, or preliminary data that we report differ from actual results, or if others, including regulatory authorities, disagree with the
conclusions reached, our ability to obtain approval for, and commercialize, our product candidates may be harmed, which could harm our business,
operating results, prospects or financial condition. In addition, the information we choose to publicly disclose regarding a particular clinical trial is based on
what is typically extensive information, and you or others may not agree with what we determine is material or otherwise appropriate information to
include in our disclosure.

If SAEs occur at an unacceptable rate or other unacceptable side effects are identified in our HAVs we may need to delay, abandon or limit
development and marketing of our product candidates.

Our HAVs may prove to have undesirable or unintended side effects, toxicities or other characteristics that may preclude us from obtaining marketing
approval. The reported SAEs related to the HAV for hemodialysis access, a patient population which typically has a high prevalence of existing medical
conditions, are detailed in the table below which summarizes results from our VOO6 HUMANITY Phase III study in which subjects were randomized to
receive either a HAV or a commercially available expanded polytetrafluoroethylene (“ePTFE”) gratft.

SAEs Reported in V006 Phase III Clinical Study in AV Access

Number of SAEs
(% of total subjects)

Description of SAE HAV ePTFE
Number of subjects in V006 study 177 178
General disorders and administration conditions:

Implant site extravasation 0(0.0)% 1(0.6)%
Infections and infestations

Vascular access site infection 0(0.0)% 5(2.8)%
Injury, poisoning and procedural complications:

Anastomotic stenosis 1(0.6)% (0.0)%
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Number of SAEs
(% of total subjects)

Description of SAE HAV ePTFE
Vascular access site hematomas 1(0.6)% (0.0)%
Vascular access site hemorrhage 0(0.0)% 3(1.7)%
Vascular access site pain 1(0.6)% 0(0.0)%
Vascular access site pseudoaneurysm 10(5.6)% 0(0.0)%
Vascular access site rupture 2(1.1)% 0(0.0)%
Vascular access site thrombosis 41(23.2)% 28(15.71)%

Skin and subcutaneous tissue disorders:

Skin necrosis 0(0.0)% 1(0.6)%

Vascular disorders:

Steal syndrome 2(1.1)% 2(1.1)%
Subclavian vein occlusion 0(0.0)% 1(0.6)%
Vascular stenosis 34(19.2)% 27(15.2)%
Venous stenosis 3(1.7)% 9(0.0)%

In our V002 and V004 Phase II clinical studies in peripheral arterial disease (“PAD”) in 35 subjects, another patient population which typically has a
high prevalence of existing medical conditions, the SAEs reported for the HAV are detailed in the table below.

SAEs Reported in V002 and V004 Phase II Clinical Studies in PAD

Number of SAEs
Description of SAE (% of total subjects)
Number of subjects in V002 and V004 studies N=35
Arterial bypass thrombosis 3(8)%
Anastomotic stenosis 1(3)%
Graft thrombosis 2(6)%
Vascular graft complication 1(3)%

If our HAVs are associated with undesirable side effects in clinical trials or have negative characteristics that are unexpected, we may need to perform
additional clinical trials, abandon their development or limit development to more narrow uses or subpopulations in which the undesirable side effects or
other characteristics are less prevalent, less severe or more acceptable from a risk-benefit perspective. Even if one of our product candidates is approved,
the FDA and other regulatory authorities may take action to withdraw it from the market if serious safety concerns emerge. Any of these events could cause
us to delay, abandon or limit the development and, if approved, marketing of our product candidates.

We may experience delays or difficulties in the enrollment of patients in our clinical trials, which may delay or prevent additional clinical trials and our
receipt of necessary marketing approvals.

We are currently enrolling patients in several clinical trials, including in our V005 trial, which is a Phase II/III clinical trial of our 6 millimeter HAV in
traumatic vascular repair and our V007 trial, which is a Phase III clinical trial comparing the safety and efficacy of our 6 millimeter HAV to arteriovenous
(“AV”) fistula for hemodialysis access. Identifying and qualifying patients to participate in clinical trials of our product candidates is critical to our success.
The timing of our clinical trials depends in part on the rate at which we can recruit patients to participate in such trials. Additionally, the COVID-19
pandemic has had and may continue to have a sustained impact on our ability to recruit and follow up with patients. We may not be able to initiate or
continue clinical trials for our product candidates if we are unable to locate and enroll a sufficient number of eligible patients to participate in these trials as
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required by the FDA and other regulatory authorities, and as such our product candidates could be delayed or otherwise adversely affected. Patient
enrollment and trial completion is affected by many factors including the:

» size of the patient population and process for identifying subjects;

» availability of clinical trial research resources at clinical sites in the era of the COVID-19 pandemic;
+ availability of persons to provide or obtain patient consent for trial participation due to COVID-19 restrictions;
*  design of the trial protocol;

* inclusion and exclusion criteria;

« safety profile to date of the product candidate under study;

*  perceived risks and benefits of the product candidate under study;

+ availability of competing therapies and clinical trials;

» severity of the disease under investigation;

* degree of progression of the subject’s disease at the time of enrollment;

*  proximity and availability of clinical trial sites for prospective subjects;

* the impact of the COVID-19 pandemic or future pandemics or similar events on patients’ willingness and ability to participate in clinical trials or
on study site policies;

+  ability to obtain and maintain subject consent;

+  risk that enrolled subjects will drop out before completion of the trial;
*  patient referral practices of physicians; and

+  ability to monitor subjects adequately during and after treatment.

If we have difficulty enrolling a sufficient number of patients to conduct our clinical trials as planned, we may need to delay, limit or terminate
ongoing or planned clinical trials, any of which would have an adverse effect on our business, financial condition, results of operations and prospects.

Lack of experience by investigators and surgeons with our HAVs can lead to incorrect implantation or follow-up procedures which could harm the
results of our clinical trials and market acceptance of our HAV's, if approved.

Our HAVs are currently in various stages of preclinical and clinical testing and have not been widely used. We do not have the personnel capacity to
directly conduct or manage all of the clinical trials that are necessary for the development of our HAVs. Therefore, we rely, and will continue to rely, on
third parties to assist us in managing, monitoring and conducting our clinical trials. Some of the investigators in our clinical trials have not been, and, if our
HAVs receive marketing approval, surgeons may not be, previously exposed to the implantation and follow-up procedures related to their use. As a result,
our HAVs may be, and have been in the past, incorrectly implanted and follow-up procedures may be performed incorrectly, resulting in violations of our
trial protocols, increased interventions or failure of the HAV. Our efforts to educate investigators, surgeons and interventionalists regarding the proper
techniques for use of our HAVs both during clinical trials and following potential commercialization may be costly, prove unsuccessful and could
materially harm our ability to continue the clinical trials or marketing of our HAVs. Regulatory authorities may also seek to impose restrictive labeling or
proactive communication obligations on any marketing approval granted for use of our HAVs as a result, which could reduce market acceptance of any of
our HAVs that receive marketing approval.
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Our near-term prospects are dependent on the success of our 6 millimeter HAV, and if we are unable to successfully develop and commercialize it, our
business, operating results and financial condition will be materially harmed.

We currently have no products approved for sale and, while we are developing a number of product candidates, we have invested and continue to
invest a substantial portion of our efforts and financial resources in the development of our 6 millimeter HAV. None of our remaining product geometries
and modifications have advanced beyond preclinical development. As a result, in the near term we are dependent on the success of our 6 millimeter HAV,
and if we are unable to successfully develop, obtain marketing approval for, and commercialize it, our business, along with our operating results and
financial condition, will be materially harmed. Even if we succeed with the development of our 6 millimeter HAV, our ability to generate product revenue
and become profitable from our 6 millimeter HAV depends on our assumptions regarding the relevant market opportunity, for which our estimates may
prove inaccurate, and market acceptance in any approved indication, which may never occur.

We may not be successful in our efforts to use our proprietary scientific technology platform to build a pipeline of additional product candidates.

A key element of our strategy is to use our proprietary scientific technology platform to expand our pipeline of HAVs and to progress other product
candidates into and through clinical development. We may not be able to identify or develop future product candidates that are safe and effective. Even if
we are successful in building our pipeline, the potential product candidates that we identify may not be suitable for clinical development, including if they
have harmful side effects or other characteristics that render them unlikely to receive marketing approval or achieve market acceptance. Research programs
to identify new product candidates require substantial technical, financial and human resources, and we may focus our efforts and resources on potential
programs or product candidates that ultimately prove to be unsuccessful. If we do not successfully develop and commercialize additional product
candidates based upon our technology, we may have difficulty generating product revenue in the future, which could result in significant harm to our
business, prospects, operating results and financial condition and adversely affect our stock price.

Even if our HAV's receive marketing approval in the future for one or more of our product candidates, they may fail to achieve the degree of market
acceptance by physicians, patients, third-party payors and others in the medical community necessary for commercial success.

Even with the requisite approvals from the FDA in the United States, the European Commission in the European Union (the “EU”) and other
regulatory authorities internationally, the commercial success of our HAVs will depend, in part, on the acceptance of physicians, patients and health care
payors, as medically necessary, cost-effective and safe. Any product that we commercialize may not gain acceptance by physicians, patients, health care
payors and others in the medical community due to ethical, social, medical and legal concerns. If these products do not achieve an adequate level of
acceptance, we may not generate significant product revenue and may not become profitable.

The degree of market acceptance of any of our product candidates that receives marketing approval will depend on a number of factors, including:

* the efficacy and potential advantages of our product candidates compared with alternative products or methods, including convenience and ease of
administration;

* the prices we charge for our products, if approved;

+ the availability of third-party coverage and adequate reimbursement;

« the willingness of the target patient population to try new products and methods and of physicians to use these products and methods;
* the quality of our relationships with patient advocacy groups;

» the strength of marketing and distribution support;

11



Table of Contents

* the availability of the product and our ability to meet market demand;
+ the prevalence and severity of any side effects; and
* any restrictions on the use of our products, if approved.

The sizes of the market opportunities for our product candidates have not been established with precision and are estimates that management believes
to be reasonable. If these market opportunities are smaller than we estimate or if any approval that we obtain is based on a narrower definition of the
relevant patient population, our revenue and ability to achieve profitability might be materially and adversely affected.

Our estimates of the market opportunity for certain of our product candidates are based on a number of internal and third-party estimates. While we
believe our assumptions and the data underlying these estimates are reasonable, they may be inaccurate or based on imprecise data. In addition, the
assumptions and conditions underlying the estimates may change at any time. For example, the number of patients who ultimately use our product
candidates, if approved by regulatory authorities, and our total market opportunities for such product candidates, will depend on, among other things,
pricing and reimbursement, market acceptance of those product candidates and patient access, and may be lower than we estimate. Additionally, any
approval we receive for our product candidates may be based on a narrower definition of the relevant patient population than we have estimated. Either of
these circumstances could materially harm our business, financial condition, results of operations and prospects.

We face and will continue to face substantial competition, which may result in others discovering, developing or commercializing competing products
before or more successfully than we do, which may adversely affect our ability to successfully market or commercialize our HAV's.

The development and commercialization of new biological products is highly competitive and subject to rapid change and technological
advancements. If approved, we expect our HAVs would compete with the use of a patient’s own blood vessels, as well as a variety of marketed products,
such as conventional synthetic grafts, xenografts, and allografts, as well as developing technologies.

We expect to face competition with respect to any additional product candidates that we may seek to develop or commercialize in the future from a
variety of sources, including major pharmaceutical companies, specialty pharmaceutical companies and biotechnology companies, hospital product-focused
companies, as well as public and private universities and research organizations.

Many of our existing or potential competitors, either alone or with their strategic partners, have significantly greater financial resources and expertise
in research and development, manufacturing, preclinical testing, conducting clinical trials, obtaining marketing approvals and marketing approved products
than we do. Mergers and acquisitions in the pharmaceutical and biotechnology industries may result in even more resources being concentrated among a
smaller number of our competitors. Smaller or early-stage companies may also prove to be significant competitors, particularly through collaborative
arrangements with large and established companies. These competitors also compete with us in recruiting and retaining qualified scientific and
management personnel and establishing clinical trial sites and patient registration for cl