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Item 8.01. Other Events.

Corporate Presentation

On February 17, 2022, the Company posted an updated corporate presentation on its website. A copy of the presentation is filed herewith as Exhibit 99.1 and is incorporated herein by reference.

Cautionary Note Regarding Forward-Looking Statements

The presentation contains forward-looking statements. These statements relate to future events and involve known and unknown risks, uncertainties and other factors which may cause our actual results, performance or achievements to be materially different from any future performances or achievements expressed or implied by the forward-looking statements. Each of these statements is based only on current information, assumptions and expectations that are inherently subject to change and involve a number of risks and uncertainties. Forward-looking statements include, but are not limited to, statements about: our strategy, future operations, collaborations, the likelihood of success (including safety and efficacy) and promise of our pipeline, the planned initiation, design or completion of clinical trials, anticipated sponsorship and/or funding of clinical trials of our candidates, the likelihood that we will obtain clearance from regulatory authorities to proceed with planned clinical trials, the ability to enroll subjects in clinical trials, the likelihood that preclinical or clinical data will be predictive of future clinical results, the likelihood that clinical data will be sufficient for regulatory approval or completed in time to submit an application for regulatory approval within a particular timeframe, the anticipated timing for regulatory submissions, the timing of, and expectations for, any results of any preclinical or clinical studies or regulatory approvals, the potential administration regimen or dosage, or ability to administer multiple doses of, any of our drug candidates, our manufacturing methods and technologies (including purification, lyophilization and stability of our products), the likelihood that a patent will issue from any patent application, our current cash position and adequacy of our capital to support future operations, and any statements other than statements of historical fact.

In some cases, you can identify forward-looking statements by terms such as “may,” “will,” “should,” “could,” “would,” “expects,” “plans,” “anticipates,” “believes,” “estimates,” “projects,” “predicts,” “potential” and similar expressions (including the negative thereof) intended to identify forward looking statements. Arcturus may not actually achieve the plans, carry out the intentions or meet the expectations or projections disclosed in any forward-looking statements such as the foregoing, and you should not place undue reliance on such forward-looking statements. The forward-looking statements contained or implied in the presentation are subject to other risks and uncertainties, including those discussed under the heading “Risk Factors” in Arcturus’ most recent Annual Report on Form 10-K with the SEC and in other filings that Arcturus makes with the SEC. Except as otherwise required by law, we disclaim any intention or obligation to update or revise any forward-looking statements, which speak only as of the date they were made, whether as a result of new information, future events or circumstances or otherwise.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits.

	Exhibit No.
	
	Description of Exhibit

	99.1
	
	Presentation dated February 17, 2022

	
	
	
	

	104
	
	Cover Page to this Current Report on Form 8-K in Inline XBRL

	
	
	
	



SIGNATURES

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

Arcturus Therapeutics Holdings Inc.

Date: February 17, 2022

	By:
	/s/ Joseph E. Payne

	Name:
	Joseph E. Payne

	Title:
	Chief Executive Officer
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Forward Looking Statements

This presentation contains forward-looking statements. These statements relate to future events and involve known
and unknown risks, uncertainties and other factors which may cause our actual results, performance or achievements
to be materially different from any future performances or achievements expressed or implied by the forward-looking
statements. Each of these statements is based only on current information, assumptions and expectations that are
inherently subject to change and involve a number of isks and uncertainties. Forward-looking statements include, but
are not limited to, statements about: our strategy. future operations, collaborations. the likelihood of success (including
safety and efficacy) and promise of our pipeline, the planned initiation. design or completion of clinical trials,
anticipated sponsorship and/or funding of clinical trials of our candidates, the likelihood that we will obtain clearance
from regulatory authorities to proceed with planned clinical trials, the ability to enroll subjects in clinical trials, the
likelihood that preclinical or clinical data will be predictive of future clinical results, the likelihood that clinical data will
be suficient for regulatory approval or completed in time to submit an application for regulatory approval within a
particular timeframe, the anticipated timing for regulatory submissions, the timing of, and expectations for, any results
of any preclinical or clinical studies or regulatory approvals, the potential administration regimen or dosage, or abilty
to administer multiple doses of. any of our drug candidates, our manufacturing methods and technologies (including
purification, Iyophilization and stabilty of our products). the likelihood that a patent will issue from any patent
application, our current cash position and adequacy of our capital to support future operations, and any statements
other than statements of historical fact

In some cases, you can identify forward-looking statements by terms such as “may.” will” “should.” “could,” “would.”
“expects,” plans.” “anticipates.” “believes,” “estimates,” “projects,” “predicts.” potential” and similar expressions
(including the negative thereof) intended to identify forward looking statements. Arcturus may not actually achieve the
plans, carry out the intentions or meet the expectations or projections disclosed in any forward-looking_statements
such as the foregoing, and you should not place undue reliance on such foward-looking statements. The forward-
looking statements contained or implied in this presentation are subject to other risks and uncertainties. including
those discussed under the heading "Risk Factors” in Arcturus’ most recent Annual Report on Form 10-K with the SEC
and in other fiings that Arcturus makes with the SEC. Except as otherwise required by law, we disclaim any intention
or obligation to update or revise any forward-looking statements, which speak only as of the date they were made.
whether as a result of new information, future events or circumstances o otherwise

Trademark Attribution
The Arcturus logo and other trademarks of Arcturus appearing in this presentation are the property of Arcturus. All
other trademarks, senices marks, and trade names in this presentation are the property of their respective owners
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STARR™ mRNA Expression Superior to Conventional mRNA K |
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Preclinical Data: ARCT-154 — Neutralizing Antibody Titers in Non-Human Primates
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Detection
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Non-Human primate (NHP) data one month after second dose (7.5 mcg/dose); NHP serum was analyzed using a non-replicating
vesicular stomatitis virus pseudo-typed with the spike protein of the SARS-CoV-2 variants of concern indicated. Geometric means

were determined from dilution that resulted in 50% inhibition of cells expressing pseudovirus encoded GFP, a surrogate of virus
infection. Error bars indicate geometric standard deviation.
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Clinical Trial Update: ARCT-154 and ARCT-165

ARCT-154 - Phase 1/2/3 Clinical Trial in Vietnam
« Phases 1/2/3 sponsored & funded by Vinbiotech

*  Randomized, observer-blind, placebo-controlled design

« Enroliment completed with over 19,000 participants

ARCTURUS

1,2,3a 100, 300, 600 3:1 ARCT-154 : Placebo Safety and Immunogenicity
3b 16,000 1:1 ARCT-154 - Placebo Safety and Immunogenicity
3c ~2,000 1:1 ARCT-154 - AstraZeneca COVID-19 Vaccine Head-to-head comparison of immunogenicity non-nferiority

« Participants in Phase 1/2/3a/3b receive two doses of ARCT-154 (5 mcg) or placebo separated by 28 days

« Placebo participants in Phase 1/2/3a/3b receive ARCT-154 (5 mcg) at two months after second dose

« Participants in Phase 3¢ receive two doses of ARCT-154 (5 mcg) or AstraZeneca COVID-19 vaccine separated by 28 days

« Emergency Use Authorization (EUA) filing commenced in December 2021; completion anticipated in Q1 2022

Phase 1/2 Booster Clinical Trial in Singapore and U.S. Evaluating ARCT-021, ARCT-154, and ARCT-165
Two Cohorts (n = 72)

+ Cohort A: Primary vaccination evaluation; enroliment ongoing

+  Cohort B: Evaluation of Arcturus vaccine candidates as booster following initial vaccination with Comimaty®

+ Data shows encouraging neutralizing antibody activity against variants of concern (including Omicron, Delta, and Beta)

Comimaty s a rademark of BoNTech
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Boosting with ARCT-154 (n = 12) increased geometric mean neutralizing antibody concentration against D614G 28-fold

Boosting with ARCT-165 (n = 12) increased geometric mean neutralizing antibody concentration 24-fold
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Phase 1/2 Booster Clinical Trial Data — Neutralizing Antibodies ARCTURUS |
Against Omicron in Exploratory Microneutralization Assay
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Boosting with ARCT-154 (n = 12) increased geometric mean neutralizing antibody titers against Omicron 54-fold

Boosting with ARCT-165 (n = 12) increased geometric mean neutralizing antibody titers 47-fold
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ARCT-021 Clinical Trials -

Phase 1/2 Clinical Trial

+ Completed dosing all subjects (n=106), including older adutts

« High seroconversion rates for IgG binding antibodies, and Th1 dominant CD4+immune responses,
neutralizing antibodies (PRNT50) Geometric Mean Titer (GMT) levels in the range of titers observed in
convalescent serum

+ Favorable safety and tolerability; no subjects withdrawn from dosing

Phase 2 Clinical Trial Ongoing

«  Fully enrolled with 579 participants dosed across USA and Singapore

«  Two dose levels evaluated: 5 mcg and 7.5 mcg

«  Two interim analysis conducted; DSMB recommended to proceed with no modifications to protocol
«  >90% seroconversion after single 5 mcg dose for IgG antibodies binding SARS-CoV-2 spike protein
% Booster vaccination with ARCT-021, -154, and -165 also being evaluated

Phase 3 Clinical Trial Initiation Anticipated
«  Global entity to sponsor and fund

« Muttinational study

» Placebo-controlled

«  Toenroll tens of thousands of participants

+  5mcg, single injection regimen

Comimaty s a rademark of BoNTech
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ARCTURUS

Ornithine Transcarbamylase (OTC) Deficiency: ARCT-810 Market Opportunity
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The most common urea
cycle disorder

The urea cycle converts neurotoxic
ammonia to water-soluble urea that
can be excreted in urine

Deficiencyin OTC causes elevated
blood ammonia, which can lead to
neurological damage, coma, and
death

10,000 worldwide prevalence

A

Unmet Medical Need

Presentstandard of care involves a
strict diet (low protein, high fluid
intake) plus ammonia scavengers
(sodium phenylbutyrate)

Presentstandard of care does not
effectively prevent life-threatening
spikes of ammonia

Severe OTC Deficiency patients are
typically referred for liver transplant,
currently the only cure

LUNAR-OTC Aims to
Restore Enzyme Function

Expression of OTC enzyme in liver
has potential to restore urea cycle
activity to detoxify ammonia,
preventing neurological damage and
removing need for liver
transplantation
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LUNAR-OTC

Exceeds target of 10% enzyme replacement at low, medium, and high doses in OTC-deficient mouse model

Periportal Expression in the Liver of OTC Protein
« OTCD impacts ureagenesis
(ammonia detoxification) 100
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LUNAR-OTC treatment increases OTC expression in mouse periportal hepatocytes (main site of ureagenesis)
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ARCT-810 Clinical Update AA'.‘F.I'.’!‘.‘Q‘ |

Phase 1 Clinical Trial in Health Volunteers Completed
+ Single doses of ARCT-810 (OTCmRNA) up to 0.4 mg/kg found to be generally safe and well tolerated
+ All dosestested were in the expectedtherapeutic range

Phase 1b Clinical Trial in OTC-Deficiency Adults Ongoing

+ Multiple sites activated or in start-up
+ Anticipate completion of first dose cohortin 2Q 2022
Phase 2 Clinical Trial in OTC-Deficient Adolescents and Adults Approved to Proceed

Randomized, double-blind, placebo-controlled, nested single and multiple ascending dose

Enroll up to 24 subjects across two dose cohorts; Approvedto proceedin multiple European countries

+  Primary Endpoints Safety and tolerability
+ Secondary Endpoints Pharmacokinetics and pharmacodynamic measures (ureagenesis assay, 24-hrammonia profile)
+ Exploratory Endpoints Biomarkers include plasma amino acids, plasma OTC enzyme activity, and urine orotic acid levels

Interim Phase 2 data anticipated in H2 2022 in a subset of participants
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Cystic Fibrosis: ARCT-032 Market Opportunity

Cystic Fibrosis

85,000-100,000 worldwide
prevalence

Caused by genetic mutations in the
CFTR gene, resulting in aberrant flux
of ions in and out of cells, causing
thick mucus buildup in lung airways

Chronic airway obstruction leads to
infection and inflammation, which
causes permanent tissue scarring
and respiratory failure

-

Unmet Medical Need

CFTR functional modulators are not
approved for treatment of all patients

Present standard of care does not
effectively prevent long-term effects
of mucus accumulation. CF patients
with late-stage loss of respiratory
function require lung transplant

ARCTURUS

LUNAR-CF Aims to Restore
CFTR Function

An mRNA replacement therapy has the
potential to deliver a new copy of CFTR
into the lungs of CF patients,
independent of any genotype

A functional CFTR protein can restore
chloride channel efflux in the airways,
reducing mucus accumulation, tissue
scarring and minimizing the
progressive respiratory dysfunction
observed in CF patients

CTA filing for First-in-Human study planned Q3 2022
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Functional Restoration of Chloride Current with ARCT-032 AA'-‘F-T-'-JR'& |
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LUNAR-COV19 Seroconversion Data against Ancestral/\WWuhan Strain (Preclinical)
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Preclinical Data: Anti-Spike Protein Levels Continue to Increase up to 50 Days
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ATX Lipids Facilitate Delivery and are Biodegradable
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