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Our                    is to build a pre-
eminent immuno-oncology

company that addresses serious
unmet medical needs.

 
 

Our                        is to develop
immunotherapeutics that deliver

the full complement of tumor neo-
antigens with the power to

stimulate a personalized immune
system response to fight cancer,

individual by individual.

VISION

MISSION
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IN
TR

O
D
U
C
TI
O
N Dear Stockholders,

Genelux had an outstanding year in 2022. As always,

we want to take a moment to express our gratitude

to you, our extraordinary stockholders, for your

unwavering support and loyalty.

2022 was a year of substantial preparation and

progress as we continued to execute our corporate

strategy and leverage the organization’s deep

internal capabilities.



Milestone Activities Executed

Advance our lead
product candidate,
Olvi-Vec 

Phase 3 protocol
Responses to information requests 

Master service agreements and budgets
Study plans, databases and training 

Investigator identification 
Site selection and startup

Regulatory Submission to the FDA

Clinical Research Organizations

Sites

Enrollment initiated
in our Phase 3
registrational trial of
Olvi-Vec in PRROC

Broaden and
strengthen our internal
manufacturing
capabilities

First cGMP batch
Process characterization

Management system
Supplier audits 

Manufacturing & PharmDev

Quality

Material released
from our San Diego
manufacturing
facility for clinical
trials in the U.S. and
abroad

Strengthen our
strategic partnership
with Newsoara
BioPharma Co., Ltd

Investigational New Drug Application
Three clinical trial protocols

Pharmacovigilance
Product supply/Quality

Joint Regulatory Submissions in China

Agreements

Approval granted to
initiate clinical
development in
China

Prepare for an initial
public offering (“IPO”) 

Due diligence
Road show 

SEC filings and amendments
NASDAQ filings 

Policies and procedures
Audited financial statements

Notice and consents
SEC compliant website

Underwriters

Regulatory

Corporate

Stockholders

Preparations
finalized for
completing our IPO
in January 2023

CORPORATE MILESTONES

CLINICAL DEVELOPMENT:

OPERATIONS:

BUSINESS DEVELOPMENT:

CORPORATE:

We achieved key corporate milestones across the organization:  

We take great pride in the successful achievement of significant corporate milestones in

2022.  Our success emanates from our Mission and Vision.  Enabling that success is a

cohesive team of scientific and technical experts with drug development and approval

experience, and an operating philosophy of managing costs and driving relentless process

improvement.  



With the initiation of our OnPrime Phase 3 registrational trial in platinum

resistant/refractory ovarian cancer, Genelux is one of a small group of oncolytic virus

companies who have reached this late-stage clinical milestone. Within that group,

Genelux is further set apart as having the most advanced non-local delivery oncolytic

virus program, a significant clinical and competitive advantage.

2022 YEAR IN REVIEW

It is gratifying to see the oncolytic virus

field mature, in a fashion not uncommon

for the development of a new modality.

The field originated primarily within

academic laboratories, generating

considerable early excitement. However,

there was a lack of understanding

regarding the effective translation of this

promising pre-clinical research into

favorable clinical data in humans and,

ultimately, obtaining product approvals.

The field learned much with the 2015 U.S.

Food and Drug Administration approval

and subsequent launch of Amgen’s

IMLYGIC® (talimogene laherparepvec), the

first (and still only) marketed oncolytic

virus in the United States.

Today, there is increasing optimism for the

continued evolution of oncolytic

immunotherapy, with the hope of

launching novel therapeutics that will

become a cornerstone of cancer

treatment. Genelux is among the leaders

of that evolution. We have generated peer-

reviewed Phase 2 proof-of-concept data,

including a durable overall survival benefit,

in a notoriously difficult-to-treat

population whose choices are often down

to joining a clinical trial or entering

hospice. Assuming a successful Phase 3

trial, Olvi-Vec has the potential to re-define

immunotherapy – resetting the “life clock”

of those end-stage patients most in need.

20222000
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Being a successful biotech company means being successful across all organizational

facets.  The results we achieved in 2022 through the aligned leadership of our Board and

outstanding performance of our professional team were particularly impressive given the

systemic effects of the pandemic. 

In fact, 2022 represented the longest and deepest bear market in biotech history,

creating unprecedented challenges for the sector. Tightened monetary policy, along with

supply chain and staffing constraints, presented persistent challenges throughout the

biopharma industry, particularly for pre-revenue companies. Quantifying the risk-off

sentiment, as of December 2022, ~80% of public biotech companies had less than 12

months of cash and, between December 31, 2021 and December 31, 2022, there was a

~3.5x increase in the number of public biotech companies trading below cash. This

precarious landscape not only presented an overhang for public companies, but the

overhang acutely extended to later-stage private companies as so-called crossover

investors overwhelmingly elected to invest in value-depressed public companies offering

immediate liquidity rather than in private companies. 

Certainly, Genelux was not immune from the macroeconomic challenges. During the

year ended December 31, 2022, we used cash from operating activities in the amount of

$3.6 million and exited the year with cash on hand in the amount of $0.4 million. We are

fortunate to be partnered in China with Newsoara BioPharma Co., Ltd. an emerging

biopharma company, which made a net payment of $5.4 million upon our achievement

of a regulatory milestone. 

Through prudent management, Genelux executed effectively in such a challenged

economic and operating environment and avoided the layoffs and pipeline pruning

afflicting many of our biopharma peers.  This execution included significant preparatory

effort and time to prepare our S-1 registration statement, which we filed publicly during

the year, alerting the market of our go-public plans.  As we exited the year, we eagerly

anticipated continued momentum in 2023.

"Throughout my tenure as CEO of
Genelux, I have been constantly

impressed by the underlying
strength and resilience of our

company. Genelux has
repeatedly risen to overcome

challenges before it and
emerged stronger for it.



The company successfully completed its IPO on January 26, 2023.

Our IPO helped to finally resolve legacy structural issues in our

balance sheet and capitalization table which, were we to stay

private, would have made it exceedingly difficult to attract

adequate capital to fully develop our clinical, operational and,

ultimately, commercial functions. Subsequent to our IPO, we

completed two private placement transactions, each resulting in

more proceeds than the IPO and at an increased valuation, with our

total raise being over $65 million in the first half of 2023!

Importantly, the private placements were led by our existing

stockholders and the Company expects that it will now have an

operating cash runway extending into the first quarter of 2026!

We believe that these tremendous corporate developments have

well positioned Genelux for a strong first impression on Wall Street

and, amidst an otherwise moribund IPO market, for grabbing a

larger-than-expected focus from the investment community. Our

post-IPO stock performance has been historically strong, one of the

best performing life sciences IPOs in the first 5 months of trading

since 2000, ensuing in our addition to the broad-market Russell

3000® Index and small-cap Russell 2000®. We believe the stock

performance is indicative of our stockholders’ belief that the IPO

was only another step, albeit an important one, to fully realizing our

potential of obtaining FDA market approval of Olvi-Vec and

becoming a fully-integrated biopharma company.

2023 & LOOKING AHEAD

GOING PUBLIC

INVESTMENT
COMMUNITY

GNLX



Our highest clinical development priority is to enroll patients into

the OnPrime Phase 3 trial, as this represents our “speed-to-market”

path. Enrollment is expected to be completed as early as mid-2024,

with an 11-month follow-up period. Our VIRO-15 Phase 2 trial results

have received peer-reviewed accolades by the gynecologic

oncology community, including most recently as an Original

Investigation manuscript in the prestigious JAMA Oncology. With

the generation of similarly positive Phase 3 data, we believe there is

an opportunity to launch and obtain rapid market adoption in

platinum resistant/refractory ovarian cancer, a considerably-sized

population of women whose market numbers are often

underappreciated due to the limited therapeutic options currently

available. Our belief in this opportunity stems from three main

facilitating factors: i) the OnPrime trial addresses an “all-comers”

heavily pre-treated population (including those with refractory

tumors) not limited by the need for tumor biomarkers or by the

maximum number of prior therapeutic lines, ii) Olvi-Vec appears to

(re-)sensitize tumors to platinum-based therapy, a long-standing

and highly-demanded mechanism of action of gynecologic

oncologists (their so-called “Holy Grail”), and iii) we are partnered

with the Gynecologic Oncology Group Foundation, the preeminent

cooperative group in gynecologic oncology in the United States.

Beyond the OnPrime trial, we are increasingly excited about

advancing our systemic delivery program with Olvi-Vec. In 2023,

we expect to begin regulatory start-up of our Phase 2 trial in the

United States in the non-small cell lung cancer setting. Newsoara

will fund this trial as part of the consideration paid for license rights

in Greater China.

Additionally, in China, Newsoara initiated a Phase 1/2 trial in small

cell lung cancer, with plans to start additional trials in ovarian

cancer and non-small cell lung cancer. Genelux will have worldwide

compensation-free commercial rights (excluding Greater China) to

the data generated from all Olvi-Vec clinical trials conducted by

Newsoara in China.

CLINICAL
DEVELOPMENT



The potential benefits of those planned open-label clinical trials,

with an interim read out expected from one or more of these trials

as early as mid-2024, include addressing larger patient populations

and demonstrating success in an additional tumor type(s).

Moreover, positive results from those trials would enhance

appreciation of our rich pre-clinical dataset. These studies represent

our label-expansion, “speed-to-value” path.

Our current estimate of the United States market opportunity for

our ongoing and currently planned clinical trials of Olvi-Vec is one

billion dollars plus annually. Potential additional revenue drivers

beyond our current estimate include label expansions for the re-

treatment of the patient populations of our ongoing and currently

planned clinical trials, for earlier lines of therapy for such indications

and for new tumor types.

In 2023, we are scheduled to continue producing cGMP batches of

Olvi-Vec to support the clinical trial needs of Genelux and

Newsoara. Thereafter, we plan to initiate construction to upgrade

our company-controlled manufacturing facility in San Diego. The

upgraded facility is designed to provide expanded manufacturing

capacity sufficient to meet our clinical and commercial launch

needs as well as the clinical development needs of our current and

anticipated future partners.

Moreover, we are actively pursuing strategic initiatives expected to

further enhance our market presence and diversify our potential

revenue streams for sustained growth and profitability.

Specifically, we seek to expand the developmental and commercial

footprint of Olvi-Vec, and our entire platform, by entering into

additional collaborations for territories outside of the United States.

MANUFACTURING
FACILITY

STRATEGIC
INITIATIVES

MARKET
OPPORTUNITY



With recognized proof-of-concept clinical data, a compelling development strategy and

proven ability to execute at a high level, our track record of success is a testament to our

strategic vision, robust business model and prioritization of stockholder interests. With

that said, we recognize the amount of work ahead of us and the need for a solid

organizational foundation to continue transforming Genelux into a world-class

organization.

Our aligned Board and dedicated staff are confident and focused as we adapt, evolve and

innovate to meet future challenges and strive to drive long-term value for our

stockholders. Our confidence comes from a culture centered around an unwavering

commitment to excellence and ethics, investing in our people and strengthening our

corporate governance. Our focus comes from an enduring desire to address significant

unmet medical needs for our patients.

To each of our stockholders, thank you for your continued trust and confidence. Together,

we look forward to our goal of dramatically improving more lives in 2023 and beyond.

Thomas D. Zindrick

President, CEO and Chairman of Genelux Corporation

Thomas D. Zindddddddddddddddddddddrrrrrrrrrrrrrrrrrrrrrrrrick

P id CEO d Ch i

SUMMARY

On behalf of our Board of Directors, I am pleased to invite you to attend the

Annual Meeting of Stockholders of Genelux Corporation, which will take place at

the Zapara School of Business at La Sierra University, located at 4500 Riverwalk

Pkwy, Riverside, CA 92505, and via live webcast on September 11, 2023 at 10:00 am

Pacific Time.
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www.genelux.com


