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Opthea Reports Fiscal Year 2021 Financial Results and Corporate Highlights

Treated First Patient in Phase 3 Pivotal Trials of OPT-302 in Wet Age-Related Macular Degeneration (AMD)

OPT-302 Granted FDA Fast Track Designation for Wet AMD

Received FDA Waiver for Pediatric Study Plan for OPT-302 in Wet AMD

ShORe and COAST Phase 3 Clinical Trials Opened Recruitment to Patients in U.S. & Canada

Melbourne, Australia; August 30, 2021 – Opthea Limited (ASX:OPT; Nasdaq:OPT), a clinical stage biopharmaceutical company developing novel therapies to treat highly prevalent and progressive retinal diseases, today reported financial results for the year ended June 30, 2021 and provided an overview of recent progress and accomplishments.

“Despite the continued impact of COVID-19 around the world, our team has continued to make steady progress advancing our lead program, OPT-302, and strengthening the Company for continued global expansion,” said Dr. Megan Baldwin, CEO and Managing Director of Opthea. “Dosing the first patients in our OPT-302 Phase 3 pivotal clinical program in wet AMD marked a very important achievement for Opthea in accelerating the development of this novel VEGF-C/D inhibitor therapy towards market registration. FDA Fast Track designation for OPT-302 also provides regulatory support in expediting the Phase 3 development program to advance our promising treatment to patients sooner. These encouraging developments bring us closer to accomplishing our mission to improve the lives of patients suffering from retinal diseases.”

Corporate Highlights

· In March 2021, Opthea announced that the first patient had been treated in its Phase 3 pivotal program for OPT-302 for wet AMD. Opthea is conducting two concurrent global, multi-center, randomized, double-masked, sham-controlled Phase 3 trials known as ShORe and COAST.

· In March 2021, Opthea announced that it received an initial Pediatric Study Plan (iPSP) waiver from the U.S. Food and Drug Administration (FDA) for OPT-302. With this waiver, Opthea will not have to conduct an additional study of OPT-302 in the pediatric population for use of OPT-302 in this U.S. population.

· In July 2021, the FDA granted Fast Track designation for OPT-302 in combination with anti-VEGF- A therapy for the treatment of patients with wet AMD. Fast Track designation offers benefits to expedite the OPT-302 Phase 3 clinical program and subsequent potential approval process.

· In August 2021, Opthea announced the expansion of the Phase 3 ShORe and COAST wet AMD trials of OPT-302 into Canada. With the Phase 3 pivotal clinical program ongoing in the U.S., the expansion into Canada represents a new and important geographical region.

· Over the past year, Opthea strengthened its Board of Directors with the appointment of Dr. Jeremy Levin as Chairman and Dr. Julia Haller and Ms. Judith Robertson as non-executive directors.

Fiscal Year 2021 Financial Results[image: ]

As of June 30, 2021, Opthea had cash, cash equivalents and short-term investments of US$118.2 million.

Research and development expenses for the fiscal year ended June 30, 2021 were US$25.9 million, compared to US$12.1 million for the year ended June 30, 2020. The increase of US$13.8 million reflects costs associated with the Phase 2b and Phase1b/2a clinical trials of OPT-302 for wet AMD and DME and the initiation of the Phase 3 clinical trials. Administrative expenses for the fiscal year ended June 30, 2021 were US$13.4 million, compared to US$4.7 million for the same prior year period.

Opthea reported a net loss, including non-cash charges, of US$45.3 million or $0.14 per share for the year ended June 30, 2021. This compares to a net loss, including non-cash charges, of US$11.1 or $0.04 per share for the comparable period in 2020.

A copy of Opthea’s financial results and Annual Report for the financial year ending June 30, 2021 is available on the Company’s website www.opthea.com/annual-reports/.

About Opthea Limited

Opthea (ASX:OPT; Nasdaq:OPT) is a biopharmaceutical company developing novel therapies to address the unmet need in the treatment of highly prevalent and progressive retinal diseases, including wet age-related macular degeneration (wet AMD) and diabetic macular edema (DME). Opthea’s lead product candidate OPT-302 is in pivotal Phase 3 clinical trials and being developed for use in combination with anti-VEGF-A monotherapies to achieve broader inhibition of the VEGF family, with the goal of improving overall efficacy and demonstrating superior vision gains over that which can be achieved by inhibiting VEGF-A alone.

Inherent risks of Investment in Biotechnology Companies

There are a number of inherent risks associated with the development of pharmaceutical products to a marketable stage. The lengthy clinical trial process is designed to assess the safety and efficacy of a drug prior to commercialization and a significant proportion of drugs fail one or both of these criteria. Other risks include uncertainty of patent protection and proprietary rights, whether patent applications and issued patents will offer adequate protection to enable product development, the obtaining of necessary drug regulatory authority approvals and difficulties caused by the rapid advancements in technology. Companies such as Opthea are dependent on the success of their research and development projects and on the ability to attract funding to support these activities. Investment in research and development projects cannot be assessed on the same fundamentals as trading and manufacturing enterprises. Therefore, investment in companies specializing in drug development must be regarded as highly speculative. Opthea strongly recommends that professional investment advice be sought prior to such investments.

Forward-Looking Statements

Certain statements in this announcement may contain forward-looking statements, including within the meaning of the U.S. Private Securities Litigation Reform Act of 1995. Any statement describing Company goals, expectations, intentions or beliefs is a forward-looking statement and should be considered an at risk statement, including, but not limited to, the continuation of Opthea’s pivotal Phase 3 clinical trials of OPT-302 in wet AMD. Such statements are based on Opthea’s current plans, objectives, estimates, expectations and intentions and are subject to certain risks and uncertainties, including risks and uncertainties associated with clinical trials and product development and the impact of general economic, industry or political conditions in Australia, the United States or internationally. These and other risks and uncertainties are described more fully in Opthea’s filings with the ASX and the U.S. Securities and Exchange Commission, including in the section titled “Risk Factors” in the final prospectus filed with the SEC on October 19, 2020. The Company undertakes no obligation to publicly update any forward-looking statement, whether as a result of new information, future events, or otherwise, except as required under applicable law. You should not place undue reliance on these forward-looking statements as predictions of future events, which statements apply only as of the date of this announcement. Actual results could differ materially from those discussed in this ASX announcement.

Authorized for release to ASX by Megan Baldwin, CEO & Managing Director.

Company & Media Enquiries:

	Australia:
	
	
	
	
	
	U.S.A. & International:

	Rudi Michelson, Monsoon Communications
	Sam Martin, Argot Partners

	Tel: +61 (0)
	3 9620 3333
	
	
	
	
	Tel: +1 212-600-1902; opthea@argotpartners.com

	Join our email database to receive program updates:
	
	

	Tel: +61 (0)
	3 9826 0399 Email: info@opthea.com Web: www.opthea.com
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Appendix 4E
Preliminary Final Report
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Chairman’s Report

“Despite the unparalleled circumstance that
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Directors’ Report

The board of directors of
Opthea Limited submits its
report for the year ended
June 30, 2021 for Opthea
and its subsidiaries
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FOR THE YEAR ENDED JUNE 30, 2021
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3. SUMMARY OF ACCOUNTING POLICIES (conT)

Leases of low-vaive assets

For short 1o leass lase tarm of T2 ot o o)
e laces oflow-value assas (such a photo copirs and

tloghones) the Group hs opted 10 recognae  esse expene
‘ona sraghtine bos as permitad by IFRS 16.Ths expence s
presanted within“sdmisirate expenses” n the Consoldated
Statement of rot o Loss s Otr Comgrehensve ncome.

Research and development costs
Rosaarchcostsa exparsd as ncsred. An etangl asset.
‘ring from e development expecure o an karmal proRct
i cry b c0grzed when the Group can demonstate he
techncatfessbtyof completng the tangtie ssset 50 hat
b vatable for usa o sl s tenton 1 complte nd .
sty 10150 o s the et Pow theassa wil genrate ure
‘cconomc benfis. the avalabity of resources o congiee the.
Govaopment and the sy 1o measurerelably he expendre.
atrtutatio o the tangtie assat g s deveopment.
Asof e 30,2021 2002020, th Growp ' 1 he resemech
e ond hos notcaptatzed any development costs 10 Gt

Provisions and employes bensfits
1. Wages. salaies, anaualleave and sick leave

Liabitos for woges and saris, ncking ron-monetay benefts
‘a0t s eavo expocied 1o b settied w2 months o the
eportng date e recogized i urten provons i espect of
‘empioyees’servies o the reporting te. They re messured
8 the moueis expectd 1o be pad when the isbies e st
Expenses for non-accuruistng Sk eave 1 1ecognzed when
e e sk s meamre t e ot o P

& Long service leave
Th sty for kg sarvie leve & recognized i th provisn
for empioyes beneits o meoseed o e eesent vaue of
‘oxpectod fuure payments o be made i respect of serves
proveid by employees p o the reportng date. Conseration
5 0ven 0 expacted fuuro wage and saay v, experence.
of empiopee depertues.an perds ofservee. Expected fuse.
ayments ro dscounted usng marke o a he eportng
G on o it tes o matuythat mach, a5 Cossly
2 posstie. the estimoted futur cash ofows.

Share-based payment transactions
The Group proves benstisto drectors and eriopess
(cuing key mansgament parson) of the Group  he
form o ore-based payments. wherey empiyess ender
Sorvoss n exchange fo shees or s ovr shres
(oquty-sertid waoctons).

4/ Optnesimtsa

Tha cost o these oquty sated vansactions with aployees
Moo b refeence o e far ke t the date ot whh they
re raad B mods e e t vae te cptere s

Thecost o the ety st vansactons  recognaed.
Together wiha cortespondng ncsesse  equty. over the perod
i peformance condtene e A4t (e vestng perod),.
‘o3 on th datecn whih th evant emcioyees becorme fuly
oo o the awerd (e vesting dte).

The chrge o prof o boss fo the e s the e
amunt s the amouees aoady charged i reveus perods.
Thee . correspondng et 0 ety

Uit avar s vestod.ay amouess rocared are conogent
rc b st £ oo o fower awards vest thom were
‘ongeaty nucpted 06050

Contributed equity

ey shares e st 3 sty Incrementl costs ety
sttt to the Ssm of i shares o cptons e o
ety 3.3 decucton. et oftx.fromthe roceecs.

Rovenve recognition
i revenue  connaction with censng o the Group's
netectulgrogerty (nckudng patets) 0 ustomers & recogzed
25 1 10 use the Group's el property a £ st at he
ot time 1 whichthe kcense s ranted. Th s because the.
‘contacts or the lcanse of tlectual property aredstict and
oot requre. o does the customer ressonstly expec. st he
(G et it et sttt oty afect
the retectusl propery 1o which the customer s the rghts.
Athough the Group i enitied 1 sales-ased royates fom the
‘vl sl o goods andservces 1o thed parties vsng e
etoctulgropertycorc these roylty rangements 6o ot 11
hamashes st tnat the ustomer e essorety xpRct
the Group to undrtake uch actvies. and 0 such acttes a0
ndertaken o cortracted i practic. Accordegy. the promse.

0 provide rights o the Gru's tlectual property s aceounted

o 353 pertormance obigaton satsfed st apont 1 tme.

T folowng consraton & recend  exchange for icsnses

o octal property:

/ Uptron loone foos — hese re fodamouess andare
rocognizeda th pont n tme when the Group tarsters
the rteectusl poperty 1 the custome.

/Sl s ropes - hese e varatie consideation
‘amounts promsed i exchange fo the ioens ofmtetects
property and rerecogzed when the saes 1 ted partes
e g the perfomanc cigton o anste e
rteoctust property 1 th customes s akeady satstied.




image60.png
3. SUMMARY OF ACCOUNTING POLICIES (coNT)

During theyeas anded e 30,2021 a0 2020, the Grug's
oy reverue reted 10 s3s-based royates.

Income tax
Current tax

Curent o ssses s bt for the urent an prie perods
re measred at the amcunt expected 1 be recovered from o
934 0 the taxaton st bese on the curent paros
s e

The ta a1 e ax s used 1 compute the amcurt ar s
ot e enocted o sutstaniey enacted b the epert dte.

Research and development tax incentive

The Research and Development (RSD) Tax icenthe Scheme.
5 0n Ausran Fodera Goverrment program undor which
‘bl compenies witharus sgegeted reverueof essthen
4820 mioncanecee cash amouses equl 10 8 5% of skl
esearch and devlopment expendiuses rom the Ausralen
Taraton Offce (AT0). The R&D Tax centve Scheme cartve
eltes o sigbic expenciure curred i Al an s
‘ortan rcumstance. overseas o1 the deveopmet o the
Group's ad canddte. OPT-302. The RAD tax rcantve’s
appied sl 1 el expendiue incsred g the Gro’s
fanclyea olowen aerus appicaton to Ausindstry. a0
ustraion govenimentalagency.and sibsecuent 1 o .
o Tax Retuem wi e ATO sfer th frsnctyoa &n.
The Group estmates he amotof RAD tax mcenthe afer

the completn o the francal yer basedon stk Austaia
200 verseas expenciures mcued gty

The Groug s resentad ncentes i respect of the RAD Tax
ncentie Scharme wih ncoms ta benstt  the Satement o
Prott or Loss 3nd Other Comgrenensve ncome by snsog2ng
it AASE T2 -incoms Taes”

Deterred tax
Deferrod ncome tax i proveded on  temporary dferences ot
e reporing dat between the tax bases of ssets e labites
‘a0 the carryng smounts for Tl eportng prposes.
Dserrad ncome tax abites e recogeied for o taate
temporay dfecences except when the detered ncome tax
ity arics from the vt recognion of goodl o of an asset.
o tabity i warsaction et s ot & busness combnaton and
hat.t the s of th raneacton, sfects nather e scecunti
ot o taable ot o lss.

Deterrod ncome ta asets a1 recognzed for al eckcttse
tomporary dferences. cary forwerd of uused taxassets

or cr00ts) and s taxlosses. 10 the extnt hat 1 5 probatle

ot aratie proft wi be avaiatl aganst which the doductble
temporsny Giferences, and thecary forwerd f nused tax.
Crests s s o osses can b thgad. xcept wnen the
e income tx sset reting 0 the decctble temgoray
fferences arses from he i recogrtionof anassa o ety
3 wansacton tht & ot  busness combinaton ard. o e
o e rarscton. afects mntne o sccrten ot

o taatie ot o s

The caryen amount of deterred ncome ta asss s reviewsd
‘oochreporing st and ek 1o th axtent that 1510 orger
probatie tht suffcent axaie ot i be valabe o sow 3
or partof the deferred ncome tax asset o be wized.

Unrecogrized dtered ncome ax ssets e resssessed i
‘22ch reportng date and v recognied o the extent that s
become probabe that ftur taable proft wil low he defared
st to o rocomred.

Defere o tax sesets st s messursd st

o ottt re expected 1o 35y 10 th ye when he sset <
reatzod o th ity s st base on ax rates (o tax )
hat have oo enoced orsustntiey enscted a boencs ote.
Income taresrelatng o tems recognzed deecty n ety re

recogeized arectly i equty and ot i ot o s

Tax consolidation lagisiation

Toxconsotdaton s systom adoptad by the ATO tat teats
Foup of enttes a5 2 e encty for tax uaposes. Opthes Lived
0 15 100% owned Ausraian domcied sbsaryformed a ax
‘conscidated roup effective Jy 1. 2003. The head ety Opthes
Lited. an £ controted ey, Vegencs Pty Lic re curent
membersofth taxconsoeted group and sccount o thes omn
ot et s Mt of o coremite
0 e aopted he “Separte tarpayer withn rous” method
10 atocate the curent and defrrd tax amounts 0 ach ety
win the Group.

This et roqures adustments or transactons snd events.
‘ocruring witin he tax consoldted ot G0t ghe e
104 tax consaquence for the Group o that have  ifferent tax
‘consaquence st theleveof the Group.

“The e ntay. which s th parent ey, nsssamng he et
rus s 3 et ta et o
o010 0 estments n subsierss snd where e st
ftax osses secemed & excees of th carmyeg vabe o i
evestment the parenthas recogriaed the dfference ss s
Gstrision rom sibsdres n profit o koss.

Ao Ropert 20202021 / 41




image61.png
Notes to the Consolidated
Financial Statements (cont)

3. SUMMARY OF ACCOUNTING POLICIES (conT)
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4. CRITICAL ACCOUNTING JUDGMENTS
AND KEY SOURCES OF ESTIMATION UNCERTAINTY (cont)
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Notes to the Consolidated
Financial Statements (cont)

5. APPLICATION OF NEW AND REVISED ACCOUNTING STANDARDS (conT)
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6. SEGMENT INFORMATION
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Notes to the Consolidated
Financial Statements (cont

10. EXPENSES
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NET FOREIGN EXCHANGE (LOSS)/GAIN
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12. INCOME TAX
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Notes to the Consolidated
Financial Statements (cont)

12. INCOME TAX (cont)
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12. INCOME TAX (conm)
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Financial Statements (cont)

14. CURRENT ASSETS - CASH AND CASH EQUIVALENTS
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17. NON-CURRENT ASSETS - INVESTMENTS IN FINANCIAL ASSETS
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Notes to the Consolidated
Financial Statements (cont)

18. RIGHT-OF-USE ASSETS
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18. RIGHT-OF-USE ASSETS (cowr)
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Notes to the Consolidated
Financial Statements (cont)

22. NON-CURRENT LIABILITIES - PROVISIONS
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23. CONTRIBUTED EQUITY (conr)
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Notes to the Consolidated
Financial Statements (cont)

24. ACCUMULATED LOSSES AND RESERVES
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25. FINANCIAL RISK MANAGEMENT OBJECTIVES AND POLICIES
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Notes to the Consolidated
Financial Statements (cont)

25. FINANCIAL RISK MANAGEMENT OBJECTIVES AND POLICIES (cont)
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25. FINANCIAL RISK MANAGEMENT OBJECTIVES AND POLICIES (conr)
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Notes to the Consolidated
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25. FINANCIAL RISK MANAGEMENT OBJECTIVES AND POLICIES (cont)
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25. FINANCIAL RISK MANAGEMENT OBJECTIVES AND POLICIES (conr)
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Notes to the Consolidated
Financial Statements (cont)

27. CASH FLOW STATEMENT RECONCILIATION
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28. COMMITMENTS
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Notes to the Consolidated
Financial Statements (cont)

29. CONTINGENCIES
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31. SHARE-BASED PAYMENTS (cont)
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Notes to the Consolidated
Financial Statements (cont)

31. SHARE-BASED PAYMENTS (coNT)
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32. NET TANGIBLE ASSET BACKING
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Notes to the Consolidated
Financial Statements (cont)

35. PARENT ENTITY INFORMATION
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35. PARENT ENTITY INFORMATION (CONT)

(@) Parent entity contingent lisbilties
The Compony s party o varcus reserch agreements with 1690 10 which a CommTen 1 60 S Contingent n e achevemar
of rescorch mietones. Assuming i miestones are oceved wihn e tme-ames SISt the COnrCTs. h0se which coud
bocorma peyetie s than oneyea total USSrl (2020 $263.241) o 150 which coud bcome payole  cre than one yoor
oca $1056.099 (2020:$1026.640).

Underthess icanse/cotstorstion syesments. poyments s 1 be made ony f caranreseach an cinical deveopment miesones.
ro achiove nd royates may bocome payate onany oventual s3s of prodcts doveloped under thess aeements.

Tha parer entty had abark gerentoe cutstandng at e 30,2021 respect of & el Gepost for s officsprames.
343,000 2020 $3.391).

A Rapert 20202021 / 6




image89.png
Directors’ Declaration

FOR THE YEAR ENDED JUNE 30, 2021
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Independent Auditor’s Report
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