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Nice Check From DoD to Secure Advancement of ENV-105 in
EGFR-driven NSCLC; Initial Phase 1 Data Expected by YE25

DoD funds support advancement of ENV-105 in EGFR-driven NSCLC. This morning, Kairos announced that its
academic partner, Cedars-SInai Medical Center, has received a U.S Department of Defense (DoD) grant to support
the advancement of its lead asses, ENV-105 for the treatment of EGFR-driven NSCLC. Specifically, the company
has secured $876,000 of non-dilutive financing from the DoD to support research in Kairos CSO Dr. Neil Bhowmick’s
laboratory to identify biomarkers of patients with NSCLC who have developed resistance to Osimertinib (SoC in
treatment of EGFR-mutated NSCLC). This strategy will provide a means to identify patients who are most likely to
benefit from ENV-105 treatment. The DoD grant underscores the validity of the underlying ENV-105 mechanism
and its potential in the ongoing Phase 1 clinical study, particularly in today's challenging market environment. The
company expects these additional funds to lead to more effective monitoring and early detection of drug resistance
development, opening the window for more timely intervention with ENV-105, and potentially provide better patient
outcomes and survival metrics. We believe this award is a sign of external validation to advance ENV-105's clinical
development, and look forward to the initial Phase 1 study updates, expected by YE25. For further details on the
Kairos pipeline, refer to our recent initiation report Attacking Cancer Rx Resistance and Boosting Immune Function;
Initiating at Buy and $12 PT.

Oncology pipeline could unlock the immune system to overcome cancer resistance in mCRPC and beyond.
Kairos is a clinical stage company developing a novel class of drugs targeting cancer drug resistance and
checkpoints of immune suppression. Despite the significant advances made with the advent of immunotherapy, low
response rates and treatment resistance remain common challenges in the treatment paradigm. To combat this,
Kairos has discovered a potential central resistance mechanism utilized in multiple cancer types via the upregulation
of CD105 (endoglin). Kairos' lead asset, ENV-105 is currently in clinical development to treat metastatic castration
resistant prostate cancer (mCRPC) and non-small cell lung cancer (NSCLC). Endoglin upregulation as a cancer
drug resistance mechanism has been implicated across multiple tumor types and a variety of treatment modalities,
including hormone and EGFR therapy, as well as in the resistance developed against radiation and chemotherapy,
underscoring the potential of ENV-105 in further indications including colon, breast and head and neck cancer
tumors. Beyond ENV-105, the company also boasts a robust pipeline of preclinical candidates that specifically target
immune checkpoints across a range of solid tumor and autoimmune indications.
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Turning back the hands of the cancer drug resistance clock with ENV-105. The goal of the ENV-105 program
is reversing cancer drug resistance (i.e. those acquired through hormone therapy, radiation, I.O. etc.) by exploiting
synthetic lethality, re-sensitizing patients, and enabling cancer drugs to last longer. A notable feature we highlight, is
that ENV-105 adds to the treatment armamentarium by reviving the current SOC treatments (i.e. Xtandi for mCRPC
and Tagrisso for EGFR-driven NSCLC) without introducing a brand-new modality per se. As a combination therapy,
ENV-105 could be used to improve or extend the efficacy of such blockbuster drugs in their respective indications,
providing a unique market opportunity. Here, we see ENV-105 as being leveraged by big pharma to enhance their
existing oncology pipelines, providing unique partnering/collaboration opportunities. Currently, ENV-105 drug seeks
to address unmet medical needs in the large markets of prostate and lung cancers. For example, the global prostate
cancer therapeutics market size is valued at $12.4 billion and at $4 billion for EGFR mutant NSCLC, representing
a significant opportunity for Kairos to strategically position itself.

Bench to bedside in a one-stop shop; strategic relationship with leading academic hospital and extensive IP
portfolio fortifies pipeline development. Kairos is helmed by pioneers in the field of cancer therapeutics, including
CEO Dr. Jonathan Yu, a leading oncologist/surgeon at Cedars-Sinai Medical Center in Los Angeles specializing
in glioblastoma treatment and CSO Dr. Neil Bhowmick who has discovered many of the scientific advancements
utilized in the Kairos pipeline, which we detail in this report. The science underlying the intellectual property was
also developed at Cedars-Sinai Medical Center. Kairos licensed patents from Cedars-Sinai Medical Center and
Tracon Pharmaceuticals (TCON; Not Rated), from which it acquired ENV-105 (previously TRC105). Here we note
that as part of its licensing agreement with Tracon, ENV-105 comes partially de-risked to Kairos as it was previously
studied in a small Phase 2 proof-of-concept study. Both ongoing clincial studies of ENV-105 are also being run at
Cedars-Sinai, with additional centers being actively brought online. Kairos has an extensive IP portfolio of seven
drug candidates, valid until 2040, which offers diversification and mitigates the overall exposure to many of the
inherent risks of drug development.

Kairos' companion biomarker is an underappreciated strategy that could be a key to success. Another aspect
of Kairos' development strategy worth highlighting with investors, in our opinion, is the inclusion of biomarker analysis
in the ongoing ENV-105 clinical studies. A three-gene panel was identified to serve as a companion biomarker for
patient selection, by distinguishing potential drug responsive and non-responsive patients, prior to therapy, based on
the biomarker gene expression levels. Currently under co-development with the Kairos subsidiary, Enviro (acquired
in 2021), we see the companion biomarker test as a significant value-add to the ENV-105 program as a means to
further ensure successful clinical development and outcomes through to the NDA and FDA approval process. The
biomarker test development is further supported by a $3.2 million NIH grant to Kairos CSO, Dr. Bhowmick, which
will be used and verified in the ongoing multi-center randomized Phase 2 trial of ENV-105 in mCRPC as well as the
randomized Phase 1 study in NSCLC. This diagnostic will seek FDA approval as a critical tool for the identification
of suitable patients with mCRPC or EGFR-mutated NSCLC, guiding inclusion for treatment in Phase 3 clinical trials
and strengthening an overall regulatory package as trials progress.

Diversified pipeline with transformative potential in oncology and autoimmune indications; KROS-101 set
to enter clinic in 2026. While the two ENV-105 clinical program are the primary drivers of our Kairos investment
thesis, the company is concurrently progressing several preclinical assets including, KROS-101 (a GITR agonist)
and KROS-102 (a GITR antagonist). KROS-101 is being developed as a systemic immune modulator to address
immunosuppressive activity of solid cancers. When thinking of how KROS-101 could be added to the current
cancer treatment landscape, there could be a viable opportunity in combination with checkpoint inhibitors. Namely,
by increasing T cell numbers and function KROS0101 may complement checkpoint inhibitors like pembrolizumab
(Merck; MRK; not rated) and nivolumab (Bristol-Myers Squibb; BMY; not rated). Acting in an opposing fashion to
KROS-101, KROS-102 is a GITR ligand antagonist designed to increase the inhibitory regulatory T cell functions
while hampering T effector cell (killer T cells) numbers and function, which could reduce the overactive immune
response observed in autoimmune diseases. By using the same mechanism of controlling T cell growth as
KROS-101, but in the opposite direction, KROS-102 reduces T cell numbers and activity to potentially become a
new class of agents for autoimmune diseases and transplant rejection. Given the market opportunity and large
indications that KROS-102 could target, we envision a partnership with Big Pharma as a potential path forward.
Currently in DMPK studies, the company first expects to advance KROS-101 to the clinic in early 2026 as part of
a Phase 1 monotherapy study. Although we do not currently include these assets in our NPV, we maintain they
represent significant clinical and commercial potential that should be on investors' radar.
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Valuation and Risks. We reiterate our Buy rating and $12 price target. Our valuation is based on our clinical net
present value (NPV) model, which allows us to flex multiple assumptions affecting a drug's profile. We consider two
key factors when considering our valuation of Kairos using our NPV approach:

• We only value ENV-105 for mCRPC for the U.S. market (20% PoS 100% contribution), which has the potential
to be a blockbuster indication for Kairos. We feel we are being conservative in our market model approach of
ENV-105 by only attaining ~20% market penetration and ~$700 million peak sales, while still representing an
unmet medical need.

• We purposely omit the rest of Kairos’ pipeline, including ENV-105 for NSCLC, which is already in the clinic. This
represents a not only an additional layer of conservatism, but provides significant upside potential over the long-
term by having multiple opportunities increasing the changes of potential success, in our belief.

Factors that could impede reaching our price target include failed or inconclusive clinical trials, the inability of the
company to secure adequate funding to progress its drug through the development pathway or the occurrence of
dilutive capital raises.

H.C. WAINWRIGHT & CO. EQUITY RESEARCH 3

 This report is intended for john.yu@kairospharma.com. Unauthorized distribution prohibited.



Kairos Pharma, Ltd.   April 17, 2025

 
Important Disclaimers

This material is confidential and intended for use by Institutional Accounts as defined in FINRA Rule 4512(c). It may
also be privileged or otherwise protected by work product immunity or other legal rules. If you have received it by
mistake, please let us know by e-mail reply to unsubscribe@hcwresearch.com and delete it from your system; you
may not copy this message or disclose its contents to anyone. The integrity and security of this message cannot
be guaranteed on the Internet.
H.C. WAINWRIGHT & CO, LLC RATING SYSTEM: H.C. Wainwright employs a three tier rating system for
evaluating both the potential return and risk associated with owning common equity shares of rated firms. The
expected return of any given equity is measured on a RELATIVE basis of other companies in the same sector. The
price objective is calculated to estimate the potential movements in price that a given equity could reach provided
certain targets are met over a defined time horizon. Price objectives are subject to external factors including industry
events and market volatility.

RETURN ASSESSMENT
Market Outperform (Buy): The common stock of the company is expected to outperform a passive index comprised
of all the common stock of companies within the same sector.
Market Perform (Neutral): The common stock of the company is expected to mimic the performance of a passive
index comprised of all the common stock of companies within the same sector.
Market Underperform (Sell): The common stock of the company is expected to underperform a passive index
comprised of all the common stock of companies within the same sector.

Rating and Price Target History for: Kairos Pharma, Ltd. (KAPA-US) as of 04-16-2025
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Investment Banking Services include, but are not limited to, acting as a manager/co-manager in the underwriting
or placement of securities, acting as financial advisor, and/or providing corporate finance or capital markets-related
services to a company or one of its affiliates or subsidiaries within the past 12 months.

Distribution of Ratings Table as of April 16, 2025
IB Service/Past 12 Months

Ratings Count Percent Count Percent
Buy 572 86.40% 128 22.38%
Neutral 85 12.84% 12 14.12%
Sell 0 0.00% 0 0.00%
Under Review 5 0.76% 2 40.00%

H.C. Wainwright & Co, LLC (the “Firm”) is a member of FINRA and SIPC and a registered U.S. Broker-Dealer.

I, Joseph Pantginis, Ph.D., Sara Nik, Ph.D., Matthew Keller, Ph.D., Lander Egaña Gorroño, Ph.D. and Joshua
Korsen, Ph.D. , certify that 1) all of the views expressed in this report accurately reflect my personal views about
any and all subject securities or issuers discussed; and 2) no part of my compensation was, is, or will be directly or
indirectly related to the specific recommendation or views expressed in this research report; and 3) neither myself
nor any members of my household is an officer, director or advisory board member of these companies.

None of the research analysts or the research analyst’s household has a financial interest in the securities of Kairos
Pharma, Ltd. (including, without limitation, any option, right, warrant, future, long or short position).

As of March 31, 2025 neither the Firm nor its affiliates beneficially own 1% or more of any class of common equity
securities of Kairos Pharma, Ltd..
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Neither the research analyst nor the Firm knows or has reason to know of any other material conflict of interest at
the time of publication of this research report.

The research analyst principally responsible for preparation of the report does not receive compensation that is
based upon any specific investment banking services or transaction but is compensated based on factors including
total revenue and profitability of the Firm, a substantial portion of which is derived from investment banking services.

The Firm or its affiliates did not receive compensation from Kairos Pharma, Ltd. for investment banking services
within twelve months before, but will seek compensation from the companies mentioned in this report for investment
banking services within three months following publication of the research report.

The Firm does not make a market in Kairos Pharma, Ltd. as of the date of this research report.

The securities of the company discussed in this report may be unsuitable for investors depending on their specific
investment objectives and financial position. Past performance is no guarantee of future results. This report is offered
for informational purposes only, and does not constitute an offer or solicitation to buy or sell any securities discussed
herein in any jurisdiction where such would be prohibited. This research report is not intended to provide tax advice
or to be used to provide tax advice to any person. Electronic versions of H.C. Wainwright & Co., LLC research
reports are made available to all clients simultaneously. No part of this report may be reproduced in any form without
the expressed permission of H.C. Wainwright & Co., LLC. Additional information available upon request.
H.C. Wainwright & Co., LLC does not provide individually tailored investment advice in research reports. This
research report is not intended to provide personal investment advice and it does not take into account the specific
investment objectives, financial situation and the particular needs of any specific person. Investors should seek
financial advice regarding the appropriateness of investing in financial instruments and implementing investment
strategies discussed or recommended in this research report.
H.C. Wainwright & Co., LLC’s and its affiliates’ salespeople, traders, and other professionals may provide oral or
written market commentary or trading strategies that reflect opinions that are contrary to the opinions expressed
in this research report.
H.C. Wainwright & Co., LLC and its affiliates, officers, directors, and employees, excluding its analysts, will from
time to time have long or short positions in, act as principal in, and buy or sell, the securities or derivatives (including
options and warrants) thereof of covered companies referred to in this research report.

The information contained herein is based on sources which we believe to be reliable but is not guaranteed by us as
being accurate and does not purport to be a complete statement or summary of the available data on the company,
industry or security discussed in the report. All opinions and estimates included in this report constitute the analyst’s
judgment as of the date of this report and are subject to change without notice.

Securities and other financial instruments discussed in this research report: may lose value; are not insured by the
Federal Deposit Insurance Corporation; and are subject to investment risks, including possible loss of the principal
amount invested.
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