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Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions:

· Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

· Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

· Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

· Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) Securities registered pursuant to Section 12(b) of the Act:

	Title of each class
	Trading
	Name of each exchange
	

	
	Symbol(s)
	on which registered
	

	Common Stock, par value $0.0001 per share
	
	RCEL
	
	The Nasdaq Stock Market LLC
	



Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 or Rule 12b-2 of the Securities Exchange Act of 1934. Emerging growth company ☒

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act. ☐
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Item 2.02.[image: ]	Results of Operations and Financial Condition; Item 7.01 Reg Fd Disclosure.

On May 12, 2022, AVITA Medical, Inc. (the “Company”), reported financial results for its first quarter 2022, and certain other business updates. A webcast of the event is available on the Company’s website under Investor Events and Presentations. In conjunction with the report, the Company released a press release attached hereto as Exhibit 99.1 and a slide deck attached hereto as Exhibit 99.2.

The information under Item 2.02, Item 7.01, Exhibit 99.1, and Exhibit 99.2 is preliminary, has not been audited, and is subject to change. The information disclosed is being furnished and shall not be deemed to be “filed” for purposes of Section 18 of the Securities Exchange Act of 1934 and shall not be deemed incorporated by reference into any filing made under the Securities Act of 1933 except as expressly set forth by specific reference in such filing.

Item 9.01	Financial Statements and Exhibits.

(d) Exhibits

	Exhibit
	Description of Exhibit
	

	No.
	
	
	

	
	
	
	
	
	

	99.1
	
	AVITA Medical Reports First Quarter 2022 Financial Results
	

	99.2
	
	Company Update
	
	
	

	104
	
	Cover Page Interactive Data File (embedded within the Inline XBRL document).
	



SIGNATURE[image: ]

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 hereunto duly authorized.

Date: May 17, 2022

AVITA MEDICAL, INC.

By:	/s/ Donna Shiroma
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AVITA Medical Reports First Quarter 2022 Financial Results

May 12, 2022

VALENCIA, Calif. and MELBOURNE, Australia, May 12, 2022 (GLOBE NEWSWIRE) — AVITA Medical, Inc. (NASDAQ: RCEL, ASX: AVH) (the “Company”), a regenerative medicine company that is developing and commercializing a technology platform that enables point-of-care autologous skin restoration for multiple unmet needs, today reported financial results for its first quarter ended March 31, 2022.

Financial Highlights and Recent Updates:

· Reported commercial revenue, which excludes BARDA revenue, of $7.4 million a 61% increase compared to $4.6 million in the corresponding period in the prior year

· Reported total revenue, which includes BARDA revenue, of $7.5 million compared to $8.8 million in the corresponding period in the prior year, which included $4.1 million in BARDA revenue

· In February 2022, FDA approved our premarket approval application (PMA) supplement for RECELL® Autologous Cell Harvesting Device, an enhanced RECELL system aimed at providing clinicians a more efficient user experience and simplified workflow

· In February 2022, Japan’s Pharmaceuticals and Medical Devices Agency (PMDA) approved our application for commercialization of the RECELL system in burns

· As of March 31, 2022, the Company had $95.0 million in cash, cash equivalents, and marketable securities, with no debt

“Our commercial team performed well this quarter driving further adoption and penetration within burn centers, and our clinical team continued to move the soft tissue reconstruction and vitiligo trials forward,” said Dr. Mike Perry, AVITA Medical Chief Executive Officer. “We are well positioned to drive revenue growth ahead and we look forward to topline data readouts from our soft tissue reconstruction and vitiligo clinical trials in the second half of this year.”

First Quarter of Year 2022 Financial Results

Our commercial revenue, which excludes BARDA revenue, was $7.4 million in the current year, an increase of $2.8 million or 61%, compared to

$4.6 million the corresponding period in the prior year. Total revenue, which includes BARDA revenue, was $8.8 million in the corresponding period in the prior year which included $4.1 million in BARDA related revenue that resulted from our delivery of units to managed inventory for BARDA for emergency response preparedness. The increase in commercial revenue was largely driven by broader utilization among our customer base as well as deeper penetration within individual customer accounts.

Gross profit margin was 76% and is flat compared to the corresponding period in the prior year.

Total operating expenses increased by 21% to $16.0 million compared to $13.2 million in the corresponding period in the prior year. The increase in operating expenses is primarily attributable to higher share-based compensation, salary, and benefits. Higher share-based compensation expenses are associated with acceleration of expense for certain performance milestones being met in the current quarter. Higher salary and benefits are driven by the expansion of our workforce to support the overall operations, an increase in field resources to expand our market coverage and hiring of an executive at the end of March 2021.

Net loss increased by 58% or $3.5 million to $9.5 million, or $0.38 per share, compared to a net loss of $6.0 million, or $0.26 per share, in the corresponding period of the prior year.

Adjusted EBITDA* loss increased by 42%, or $1.9 million to $6.4 million, over the $4.5 million recognized in the corresponding period in the prior year. A table reconciling non-GAAP measures is included in this press release for reference.

Calendar Year 2022 Revenue Guidance

Commercial revenues in calendar year 2022 are projected to be approximately $30 million, excluding BARDA revenues, which represents a 20% increase year-over year. We project BARDA revenues of approximately $0.3 million in calendar year 2022, as compared to $7.9 million in calendar year 2021, since we completed delivery of RECELL units into the national stockpile in 2021.

· Adjusted EBITDA is a non-GAAP financial measure. See the appendix to this release for a discussion of Non-GAAP financial measures, including a reconciliation to the most closely correlated GAAP measure.

Webcast and Conference Call Information

The Company will host a conference call to discuss the first quarter financial results after market close on Thursday May 12, 2022, at 1:30 p.m. Pacific Time / 4:30 p.m. Eastern Time (being 6.30 a.m. Australian Eastern Standard Time on Friday May 13, 2022). The conference call can be accessed live over the phone at (833) 614-1538 for U.S. callers or at (706) 634-6548 international callers, using conference ID:2592487. The live webinar can be accessed at https://ir.avitamedical.com.

Authorized for release by the Chief Financial Officer of AVITA Medical, Inc.[image: ]

ABOUT AVITA Medical, Inc.

AVITA Medical, Inc. is a regenerative medicine company with a technology platform positioned to address unmet medical needs in burns, chronic wounds, and aesthetics indications. AVITA Medical Inc. patented, and proprietary collection and application technology provides innovative treatment solutions derived from the regenerative properties of a patient’s own skin. The medical devices work by preparing a RES® REGENERATIVE EPIDERMAL SUSPENSION, an autologous suspension comprised of the patient’s skin cells necessary to regenerate natural healthy epidermis. This autologous suspension is then sprayed onto the areas of the patient requiring treatment.

AVITA Medicals’ first U.S. product, the RECELL System, was approved by the U.S. Food and Drug Administration (FDA) in September 2018. The RECELL System is approved for acute partial-thickness thermal burn wounds in patients 18 years of age and older or application in combination with meshed autografting for acute full-thickness thermal burn wounds in pediatric and adult patients. The RECELL System is used to prepare Spray-On Skin™ Cells using a small amount of a patient’s own skin, providing a new way to treat severe burns, while significantly reducing the amount of donor skin required. The RECELL System is designed to be used at the point of care alone or in combination with autografts depending on the depth of the burn injury. Compelling data from randomized, controlled clinical trials conducted at major U.S. burn centers and real-world use in more than 8,000 patients globally, reinforce that the RECELL System is a significant advancement over the current standard of care for burn patients and offers benefits in clinical outcomes and cost savings. Healthcare professionals should read the INSTRUCTIONS FOR USE - RECELL Autologous Cell Harvesting Device (https://recellsystem.com/) for a full description of indications for use and important safety information including contraindications, warnings, and precautions.

In February 2022, the FDA reviewed and approved the PMA supplement for RECELL Autologous Cell Harvesting Device, an enhanced RECELL System aimed at providing clinicians a more efficient user experience and simplified workflow. The RECELL System is a device that enables healthcare professionals to produce a suspension of Spray-On Skin™ Cells using a small sample of the patient’s own skin for the treatment of acute thermal burns

In international markets, our products are marketed under the RECELL System brand to promote skin healing in a wide range of applications including burns, chronic wounds, and aesthetics. The RECELL System is TGA-registered in Australia and received CE-mark approval in Europe.

To learn more, visit www.avitamedical.com.

* Use of Non-GAAP Measure

AVITA Medical’s reported earnings are prepared in accordance with generally accepted accounting principles in the United States, or GAAP, and represent earnings as reported to the Securities and Exchange Commission. AVITA Medical has provided in this release certain financial information that has not been prepared in accordance with GAAP. AVITA Medical’s management believes that the non-GAAP adjusted EBITDA described in the release, which includes adjustments for specific items that are generally not indicative of our core operations, provides additional information that is useful to investors in understanding AVITA Medical’s underlying performance, business and performance trends, and helps facilitate period-to-period comparisons and comparisons of its financial measures with other companies in AVITA Medical’s industry. However, the non-GAAP financial measures that AVITA Medical uses may differ from measures that other companies may use. Non-GAAP financial measures are not required to be uniformly applied, are not audited and should not be considered in isolation or as substitutes for results prepared in accordance with GAAP.

CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENTS

This press release includes forward-looking statements. These forward-looking statements generally can be identified by the use of words such as “anticipate,” “expect,” “intend,” “could,” “may,” “will,” “believe,” “estimate,” “look forward,” “forecast,” “goal,” “target,” “project,” “continue,” “outlook,” “guidance,” “future,” other words of similar meaning and the use of future dates. Forward-looking statements in this press release include, but are not limited to, statements concerning, among other things, our ongoing clinical trials and product development activities, regulatory approval of our products, the potential for future growth in our business, and our ability to achieve our key strategic, operational, and financial goals. Forward-looking statements by their nature address matters that are, to different degrees, uncertain. Each forward- looking statement contained in this press release is subject to risks and uncertainties that could cause actual results to differ materially from those expressed or implied by such statement. Applicable risks and uncertainties include, among others, the timing of regulatory approvals of our products; physician acceptance, endorsement, and use of our products; failure to achieve the anticipated benefits from approval of our products; the effect of regulatory actions; product liability claims; risks associated with international operations and expansion; and other business effects, including the effects of industry, economic or political conditions including, but not limited to the ongoing COVID-19 pandemic which are outside of the company’s control. Investors should not place considerable reliance on the forward-looking statements contained in this press release. Investors are encouraged to read our publicly available filings for a discussion of these and other risks and uncertainties. The forward-looking statements in this press release speak only as of the date of this release, and we undertake no obligation to update or revise any of these statements
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Consolidated Balance Sheets

(In thousands, except share and per share data)

(Unaudited)

	
	
	
	
	As of
	
	

	
	March 31, 2022
	
	December 31, 2021
	

	ASSETS
	
	
	
	
	
	
	

	Cash and cash equivalents
	$
	23,535
	$
	55,511

	Marketable securities
	
	59,835
	
	
	29,649

	Accounts receivable, net
	
	3,481
	
	
	3,118

	BARDA receivables
	
	682
	
	
	308

	Prepaids and other current assets
	
	1,146
	
	
	1,213

	Restricted cash
	
	201
	
	
	201

	Inventory
	
	1,803
	
	
	
	2,132

	
	
	
	
	
	
	
	

	Total current assets
	
	90,683
	
	
	
	92,132

	Marketable securities, long-term
	
	11,684
	
	
	19,692

	Plant and equipment, net
	
	1,171
	
	
	1,262

	Operating lease right-of-use assets
	
	1,375
	
	
	1,544

	Intangible assets, net
	
	416
	
	
	443

	Other long-term assets
	
	1,162
	
	
	
	942

	
	
	
	
	
	
	
	

	Total assets
	$
	106,491
	
	
	$
	116,015

	LIABILITIES AND SHAREHOLDERS’ EQUITY
	
	
	
	
	
	
	

	Accounts payable and accrued liabilities
	
	2,397
	
	
	2,708

	Accrued wages and fringe benefits
	
	2,914
	
	
	5,363

	Other current liabilities
	
	1,186
	
	
	1,075

	Total current liabilities
	
	6,497
	
	
	
	9,146
	

	Contract liabilities
	
	882
	
	
	952

	Operating lease liabilities, long-term
	
	726
	
	
	918

	Other long-term liabilities
	
	571
	
	
	375

	Total liabilities
	
	8,676
	
	
	
	11,391
	

	Contingencies (Note 12)
	
	
	
	
	
	
	

	Shareholders’ Equity:
	
	
	
	
	
	
	

	Common stock, $0.0001 par value per share, 200,000,000 shares authorized, 24,955,581 and
	
	
	
	
	
	
	

	24,925,743 shares issued and outstanding at March 31, 2022 and December 31, 2021,
	
	
	
	
	
	
	

	respectively
	
	3
	
	
	3

	Preferred stock, $0.0001 par value per share, 10,000,000 shares authorized, no shares issued or
	
	
	
	
	
	
	

	outstanding at March 31, 2022 and December 31, 2021
	
	—
	
	
	—

	Additional paid-in capital
	
	335,417
	
	
	332,484

	Accumulated other comprehensive income
	
	7,781
	
	
	8,060

	Accumulated deficit
	
	(245,386)
	
	
	(235,923)

	Total shareholders’ equity
	
	97,815
	
	
	
	104,624
	

	Total liabilities and shareholders’ equity
	$
	106,491
	
	
	$
	116,015
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Consolidated Statements of Operations

(In thousands, except share and per share data)

(Unaudited)

	
	Three Months Ended March 31,

	
	2022
	
	
	
	
	2021
	
	

	Revenues
	$
	
	
	7,539
	
	
	$
	
	8,765
	
	

	Cost of sales
	
	
	
	(1,778)
	
	
	
	(2,146)

	
	
	
	
	
	
	
	
	
	
	
	

	Gross profit
	
	
	
	5,761
	
	
	
	
	6,619
	

	BARDA income
	
	
	
	734
	
	
	
	
	570
	
	

	Operating expenses:
	
	
	
	
	
	
	
	
	
	
	

	Sales and marketing expenses *
	
	
	
	(4,828)
	
	
	
	(3,649)

	General and administrative expenses *
	
	
	
	(7,534)
	
	
	
	(5,422)

	Research and development expenses *
	
	
	
	(3,620)
	
	
	
	(4,109)

	
	
	
	
	
	
	
	
	
	
	
	

	Total operating expenses
	
	
	
	(15,982)
	
	
	
	(13,180)

	Operating loss
	
	
	
	(9,487)
	
	
	
	
	(5,991)
	
	

	Interest expense
	
	
	
	—
	
	
	(3)

	Other income
	
	
	
	28
	
	
	
	
	7
	

	
	
	
	
	
	
	
	
	
	
	
	

	Loss before income taxes
	
	
	
	(9,459)
	
	
	
	(5,987)

	Income tax expense
	
	
	
	(4)
	
	
	
	(10)

	
	
	
	
	
	
	
	
	
	
	
	

	Net loss
	$
	
	
	(9,463)
	
	$
	
	(5,997)

	Net loss per common share:
	
	
	
	
	
	
	
	
	
	
	

	Basic
	$
	
	
	(0.38)
	
	$
	
	(0.26)

	Diluted
	$
	
	
	(0.38)
	
	$
	
	(0.26)

	Weighted-average common shares:
	
	
	
	
	
	
	
	
	
	
	

	Basic
	24,937,999
	
	22,734,335
	

	Diluted
	24,937,999
	
	22,734,335
	

	*  Total operating expenses include impact of share-based compensation as follows:
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	Three-months ended March 31,

	
	
	
	
	2022
	
	
	
	
	2021
	
	

	Sales and marketing expenses
	
	$
	329
	
	
	$
	238
	

	General and administrative expenses
	
	
	
	2,327
	
	
	
	930

	Research and development expenses
	
	
	
	276
	
	
	
	165

	Total
	
	$
	2,932
	
	
	$
	1,333
	

	Reconciliation of reported Net Loss (GAAP) to Adjusted EBIDTA (NON-GAAP) Measure – Unaudited
	
	
	
	
	

	
	
	
	Three months ended March 31,

	
	
	
	
	2022
	
	
	
	
	2021
	
	

	Net Loss
	
	$
	(9,463)
	
	
	$
	(5,997)
	

	Depreciation expense
	
	
	
	129
	
	
	137
	

	Patent Amortization
	
	
	
	34
	
	
	30
	

	Share-based expense
	
	
	
	2,932
	
	
	1,333
	

	Interest Expense
	
	
	
	—
	
	
	3
	

	Income Tax Expense
	
	
	
	4
	
	
	10
	

	
	
	
	
	
	
	
	
	
	
	
	

	Adjusted EBITDA (Non-GAAP)
	
	$
	(6,364)
	$
	(4,484)
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Legal Disclaimers avite

Certain statements in this presentation and the accompanying oral commentary are *forward-looking statements” within the meaning of the Private Securities Litigation
Reform Act of 1995. All statements other than statements of historical facts contained in this presentation, including statements regarding our future financial condition,
technology platform, development strategy, prospective products, pipeline and milestones, regulatory objectives, expected payments from and outcomes of collaborations,
and likelihood of success, are forward-looking statements. Such statements are predictions only and 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. These risks and uncertainties include, among others, the costs, timing and results of clinical trials and other development
activities; the uncertainties inherent in the initiation and enrollment of clinical trials; the uncertainties associated with the COVID-19 pandemic; the unpredictabiliy of the
timing and results of regulatory submissions and reviews; market acceptance for approved products and innovative therapeutic treatments; competition; the possible
impairment of, inability to obtain and costs of obtaining intellectual property rights; and possible safety or efficacy concerns, general business, financial and accounting risks
and litigation. Because forward-looking statements are inherently subject to risks and uncertainties, some of which cannot be predicted or quantified and some of which are
beyond our control, you should not rely on these forward-looking statements as predictions of future events. More information concerning AVITA Medical as well as the
aforementioned risks and uncertainties s available in our public filings with the U.S. Securities and Exchange Commission, including our most recent Quarterly Report on
Form 10-Q for the quarter ended March 31, 2022, and our most recent Transition Report on Form 10-KT period from July 1, 2021 to December 31, 2021. We are providing
this information as of its date and do not undertake any obligation to update or revise it, whether as a result of new information, future events or circumstances or otherwise,
except as required by law. Additional information may be available in press releases or other public announcements and public filings made after the ate of this
presentation.

AVITA Medical’s products are Rx only. Please reference the Instructions for Use for more information on indications, contraindications, wamings, precautions and adverse
events.

In the United States, RECELL® is approved for use in patients suffering acute thermal burns. Use of RECELL in other patient populations is either prohibited by United States
law or may be made available pursuant to a relevant investigational device exemption granted by the FDA (and likewise limited by United States law to investigational use
only)
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Vitiligo: High Unmet Need, No FDA-Approved Products avite

SIGNIFICANT UNMET NEED

-

Up to 2% of the
population affected

TOTAL MARKET

4.5M Prevalence of Vitiigo

in the United States

(range 3-6.5 million

TOTAL ADD
MAR

TAM \
$5.2 Billion S

No FDA-approved medical treatments;
extremely low patient and physician satisfaction with existing

products SAM

Estimated number of eligible
patients at target call points

$750 Million

Vitiligo impacts quality of life (QoL) —
25% of patients with vitiligo reported a DLQI >10, which indicates
severe QoL reductions, compared with 34% in psoriasis patients

Concentrated HCP base: Estimating <1,000
procedural dermatologists and plastic surgeons
with interest in treating vitiligo

‘Advances in Vitiigo: An Update on Medical and Surgical Treatments. A. Dilo, o a. J Clin Assth Derm. 2017. Wilingness-{o-Pay and Qualty of ife in Patients with Vitigo. Radike, et al. BJD. 2009.
Inthe U S., RECELL is approved for acute thermal burs. Use of RECELL in other indications is either (1) imited by United States law to investigational use: or (2) otherwise prohibited.
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Before RECELL 12 months After RECELL'

23 year old female with vitiligo.

Donor skin was harvested from adjacent unaffected areas.

Depigmented epidermis was removed using dermabrasion.

The cellular suspension was then sprayed on both the recipient and donor areas (expansion ratio ranged from 1:20-1:40).
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Soft Tissue Repair Will Expand the Burns Business "
to Encompass All Acute Wounds avit
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Early Completion of Soft Tissue Reconstruction Trial
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Soft Tissue Synergies with Current Commercial Burn Focus avitac
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RECELL in Genetic Skin Defects and Rejuvenation

CURRENT PLATFORM

Treatment using RECELL for harvesting and direct reintroduction of the
patient’s own healthy skin cells

Autologous skin cells
sprayed on patient

S Healthy skin processed
&5 using the RECELL System

Patch of healthy skin
removed from patient

avita

FUTURE PLATFORM

RECELL as a platform for treatment using the patient’s
corrected skin cells

Enhanced autologous skin cells are
reintroduced to patient

Skin processed
using the RECELL System

Patch of skin
removed from
patient

‘Methalist
Molecuarrevesaiof sging for
Skin rejovenation

Inthe U.S., RECELL is approved for acute thermal bums. Use of RECELL in other indications is sither (1) limited by United States law to investigational use; or (2) otherwise prohibited.
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Cell and Gene Therapy Development Activity
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Sizeable Market Opportunity Estimated in EB, Given Orphan o
Pricing Potential avita

OPPORTUNITY ESTIMATION POTENTIAL COMPETITIVE ADVANTAGES

Suspension is potentially more cost effective to

25_50 000 US Prevalence of generate, transport and apply vs cultured sheet
’ Epidermolysis Bullosa grafts

people

US Prevalence of

Dystrophic EB (DEB)! iPSC-based technology enables banking of cells

for future treatments

TAM
$840 Million

Patients with RDEB
sub-type? Ex vivo gene editing of skin cells has a safety

advantage over in vivo gene therapeutics

t

~$840M target US market opportunity, assuming $850,0004 per patient / treat

T —
e R o i s Epdamasy o o) oMoy Bk . ST L G gy 3 . o o S o o o s v rc
A0 o s s 003200 s S Sgrn 0 52 Ao sy s S5 e S




image40.png
Skin Regeneration from Corrected Autologous Skin Cell Suspension

Successful reverse-differentiation (induced
pluripotency) and gene correction of
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Exploring Cell-Based Gene Therapy for Epidermolysis Bullosa avite
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Reverse Aging of Skin Cells Derived

using the RECELL Device
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Data and image courtesy of Houston Methodist Research Institute, Houston, TX
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Exploring Novel RNA-Based Approach for Rejuvenation
! Patient Funnel and
v Addressable Market

~8.3M
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People Who Underwent Facial
Aesthetic Procedures Aimed at
Improving Skin Tightness, Texture &
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Value Creation

Recent Key Accomplishments

- First Quarter 2022 Revenue Growth of +61% YoY

- FDA Approval of New “Ease of Use” RECELL Device
- Vitiligo Pivotal Trial: Enrollment Complete

«  Soft Tissue Pivotal Trial: Enrollment Completed

+ TPT Payment Created by CMS for Hospital Outpatient
Settings

+ PMDA Approval of Burns in Japan

« Initial Proof of Concept for EB and Rejuvenation
(Delivery of Modified Skin Cells in Suspension)

avite

Projected Key Milestones a

« Launch of New “Ease of Use” RECELL Device

+ FDA Meeting Regarding IND Enabling Studies
(EB & Rejuvenation)

+ Reimbursement & Launch of Burns in Japan

+ Top Line Results and Vitiligo FDA Submission /
Vitiligo Commercial launch

« Top Line Results and Soft Tissue FDA
Submission / Soft Tissue Commercial Launch

Q222
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Quarters referenced in calendar year. As of January 1, 2022 AvtaMedical i reporting on a calendar year basis
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Risk Factors and Disclosures avite

« There are numerous risk factors involved with the Company's business. Some of these risks can be mitigated by the use of safeguards and appropriate systems and controls, but some
are outside the control of the Company and cannot be mitigated. Accordingly, an investment in the Company carries no guarantee with respect to the payment of dividends, return of
capital or price at which securities will trade. The following is a summary of the more material matters to be considered. However, this summary is not exhaustive. Potential investor
should consult their professional advisors before deciding whether to invest.

+ Technological Change: Technological change presents the Company with significant opportunities for growth. However, the risk remains that any competitor may introduce new
technology enabling it to gain a significant competitive advantage over the Company.

+ Reliance on key personnel: The Company's success depends to a significant extent upon its key management personnel, as well as other management and technical personnel
including sub-contractors. The loss of the services of any such personnel could have an adverse effect on the Company.

« Competition: The Company competes with other companies in the United States as well as in Australia and internationally. Some of these companies have greater financial and other
resources than the Company and, as a result, may be in a better position to compete for future business opportunities. There can be no assurance that the Company can compete
effectively with these companies.

+ Patent Protection: The patent protection that the Company may obtain varies from product to product and country to country and may not be sufficient, including to maintain product
exclusivity. Patent rights are also limited in time and do not always provide effective protection for products and services: competitors may successfully avoid patents through design
innovation, the Company may not hold sufficient evidence of infringement to bring suit, or the infringement claim may not resuit in a decision that the rights are valid, enforceable or
infringed. Legislation or regulatory actions subsequent to the filing date of a patent application may affect what an applicant is entitled to claim in a pending application and may also
affect whether a granted patent can be enforced in certain circumstances. Laws relating to biotechnology remain the subject of ongoing political controversy in some countries. The risk
of changed laws affecting patent rights is generally considered greater for the biotechnology field than in other longer established fields.

+ Change in government policy and legislation: Any material adverse changes in relevant government policies or legislation of Australia / United States may affect the viability and
profitability of the Company, and consequent returns to investors. The activities of the Company are subject to various federal, state and local laws governing prospecting,
development, production, taxes, labor standards and occupational health and safety, and other matters.
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Important Safety Information avite

INDICATIONS FOR USE: The RECELL® Autologous Cell Harvesting Device is indicated for the treatment of acute thermal burn wounds. The RECELL device is used by
an appropriately-licensed healthcare professional at the patient's point of care to prepare autologous RES® Regenerative Epidermal Suspension for direct application to
acute partial-thickness thermal burn wounds in patients 18 years of age and older or application in combination with meshed autografting for acute full-thickness thermal
burn wounds in pediatric and adult patients. .

CONTRAINDICATIONS: RECELL s contraindicated for: the treatment of wounds clinically diagnosed as infected or with necrotic tissue, the treatment of patients with a

known hypersensitivity to trypsin or compound sodium lactate (Hartmann’s) solution, patients having a known hypersensitivity to anesthetics, adrenaline/epinephrine,
povidone-iodine, or chlorhexidine solutions.

WARNINGS: Autologous use only. Wound beds treated with a cytotoxic agent (e.g., silver sulfadiazine) should be rinsed prior to application of the cell suspension.
RECELL is provided sterile and is intended for single-use. Do not use if packaging is damaged or expired. Choose a donor site with no evidence of cellulitis or infection
and process skin immediately. A skin sample should require between 15 and 30 minutes contact with Enzyme. Contact in excess of 60 minutes is not recommended.
RECELL Enzyme is animal derived and freedom from infectious agents cannot be guaranteed.

PRECAUTIONS: RECELL is not intended for use without meshed autograft for treatment of full-thickness burn wounds. The safety and effectiveness of RECELL without
meshed autograft have not been established for treatment of partial-thickness burn wounds: on the hands and articulating joints, >320 cm2, in patients with wounds
totaling >20% total body surface area (TBSA). The safety and effectiveness of RECELL with autografting have not been established for treatment of full-thickness burn
wounds: on the hands and articulated joints, and in patients younger than 28 days of age (neonates).

SPECIAL PATIENT POPULATIONS: The safety and effectiveness of RECELL have not been established for treatment of acute thermal partial-thickness burn wounds in
pediatric patients younger than 18 years of age.
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RECELL Process For Autologous Cell Harvesting and Application
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RECELL Spray-On Skin™ o
Treats 80cm? of Skin from a 1cm?2 Biopsy avite

AUTOLOGOUS
Cell Harvesting Device that delivers
Spray-On Skin Cells within 30
minutes at the point of care

COMPLETE
Full range of skin cell types with
re-pigmentation

SPLIT-THICKNESS SKIN GRAFT
DONOR SITE
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Fresh (non-cultured cells) with the
“free edge healing cascade”

SAFE & EFFECTIVE
2 randomized controlled trials supporting PMA
1st PMA burn product approval ~20 yrs
10K+ patients worldwide
>150 peer reviewed article:

DONOR SPARING RECELLDONORSITE /b1 |SHED HEALTH
Treatment area = 80x donor area ECONOMIC DATA

(credit card size skin sample can Demonstrating significant savings to
treat an entire adult back) the health care system
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1st Premarket Approval Treatment in Burns in 20 Years
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Dual multi-center, randomized, controlled premarket approval studies
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RECELL “Free Edge” Advantage
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Skin Injury Framework avita

& RECELL TARGET INJURY
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For more information on RECELL's indication for uss, please go to www.recellsystem.com.
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Published Health Economic Model:
Demonstrates Patient and Health Care System Benefits
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