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	Phase 2 trial THIO-101 expansion underway;   
	 potential	filing	in	2026	for	accelerated	approval 

	Phase 3 THIO-104 set to begin in mid-2025;   
	 potential	filing	in	2026	for	early	full	approval 

	Lead	asset	THIO	shows	exceptional	efficacy	in		 	
	 advanced	non-small	cell	lung	cancer	(NSCLC) 

	Multiple THIO trials planned in additional cancer  
 indications 

	Significant	market	opportunity	in	hard-to-treat			
 cancers with unmet medical needs
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Dear fellow shareholders,

MAIA continues to bring innovation to the biotech industry as one of the earliest pioneers of telomere targeting as a strategy 
for cancer treatment. Our lead candidate is THIO (ateganosine), the only clinical-stage telomere-targeting anticancer 
agent throughout the field of cancer discovery.

Last year we shared a consistent sequence of clinical updates demonstrating THIO’s efficacy in advanced non-small cell 
lung cancer (NSCLC). We are working on multiple potential regulatory pathways that could provide accelerated approval 
and robust exclusivity for THIO in this indication. Multiple milestones this year are expected to pave the path toward a 
potential FDA decision as early as next year.

We believe that the commercial opportunity for THIO is vast, not only in the $34 billion NSCLC therapy market1, but also in 
many of the top tumor markets globally. THIO’s orphan drug and rare pediatric disease designations by the U.S. Food and 
Drug Administration (FDA) offer additional routes for clinical development, and we are working to advance two of our most 
promising next generation THIO-derived telomere-targeting molecules to clinical trials.

MAIA’s multiple key milestones for 2025 will begin with first patient dosing in a THIO-101 Phase 2 expansion trial (part C) in 
NSCLC third line (3L) therapy. Full long-term efficacy data for THIO-101 parts A and B is expected by mid-year 2025. In the 
latter half of 2025, we plan to initiate enrollment in our Phase 3 trial THIO-104 in NSCLC, also in 3L therapy. The THIO-104 
trial plays a key role in our commercial strategy for THIO because it will serve as a conditional confirmatory trial if THIO-101 
obtains accelerated approval status, or as a full approval trial otherwise.

By the end of this year, we expect to have all required approvals to start enrolling patients in our THIO-102 Phase 2 clinical 
trials in three other tumor types: hepatocellular carcinoma (HCC, 90% of liver cancers), colorectal cancer (CRC, the second 
leading cause of cancer death in the US), and small cell lung cancer (SCLC, the deadliest type of lung cancer). These trials 
will leverage our recently announced clinical supply agreement with global oncology company BeiGene to evaluate the 
efficacy of treatment with THIO in combination with BeiGene’s immune checkpoint inhibitor. 

Recently, the United States Adopted Names (USAN) Council approved “ateganosine” as the nonproprietary (generic) name 
for THIO. This marked a key step along our development and regulatory pathway. We will adopt “ateganosine” for our 
molecule going forward, but will retain the name “THIO” in our clinical trial designations.

1 Custom Market Insights, ‘Global Non-Small-Cell Lung Cancer Drug Market Size/Share Worth USD 68,888.6 Million by 2033…,’ May 2024
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THIO	Efficacy
We reported THIO’s latest efficacy data in January 2025. Third 
line data showed median overall survival (OS) of 16.9 months for 
the 22 NSCLC patients who received at least one dose of THIO 
(the intent-to-treat population) in parts A and B of THIO-101. 
The overall survival data can improve as some patients continue 
treatment and follow-up scans. As of today, there is a 99% 
probability that OS for NSCLC patients treated with THIO will 
extend past OS for chemotherapy treatment by a wide margin.

Studies of standard-of-care chemotherapy treatments for 
NSCLC in similar settings have shown OS of 5 to 6 months.2

We look forward to further evaluating THIO’s efficacy in the 
upcoming clinical trials and continuing to demonstrate THIO’s 
unique dual mechanism of action as a potent anticancer 
treatment.

Clinical Trials
Phase 2 THIO-101 (ongoing)
THIO-101 studies hard-to-treat NSCLC patients who failed two or more standard-of-care therapy regimens including 
checkpoint inhibitor (CPI) treatment (dosed alone) and chemotherapy. THIO sequenced with a CPI has shown durable 
activity and exceptional efficacy along with unprecedented disease control, response, and survival results to date. THIO has 
been generally well-tolerated in this heavily pre-treated population3.

Phase 2 THIO-101 (expansion)
As we progressed through THIO-101, we found that THIO is most effective in third line NSCLC therapy. The expansion trial is 
a larger study of THIO in NSCLC, in 3L treatment only. We expect to enroll up to 148 additional patients in the U.S. and select 
countries in Europe and Asia. Compelling evidence of efficacy and safety, if determined, could support an FDA New Drug 
Application (NDA) seeking filing for accelerated approval in 2026.

Phase 3 THIO-104
We recently announced the trial design for a Phase 3 pivotal trial called THIO-104. The primary endpoint is overall survival 
for THIO sequenced with a CPI compared to investigator’s choice of chemotherapy in a 3L setting. The secondary endpoints 
include disease control rate, overall response rate, duration of response, progression-free survival and safety. Interim analysis, 
if positive, could lead to filing for early full commercial approval in 2026, and final analysis could lead to filing for full commercial 
approval in 2027.

Phase 2 THIO-102 Studies
Three planned Phase 2 trials will test THIO sequenced with a checkpoint inhibitor for safety and efficacy in colorectal cancer 
(CRC), hepatocellular carcinoma (HCC), and small cell lung cancer (SCLC). We are planning to begin enrollment for these 
trials in early 2026.

Markets	for	Hard-to-Treat	Cancers
NSCLC is the largest tumor type globally with $34 billion in annual drug sales. Within that market there are only six CPIs 
approved for NSCLC, and there are zero approved telomere-targeting agents.

Statistics for THIO’s three ODD indications also provide a significant market opportunity:
• HCC represents 90% of primary liver cancers,
• SCLC is the deadliest lung cancer, and
• Malignant gliomas, including glioblastoma, which is the most aggressive and prevalent type of brain cancer.

2 Girard N, et al. J Thorac Onc 2009;12:1544-1549.
3 Details on safety can be found on the previously announced SITC 2024 presentation available on MAIA’s website.
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THIO also holds FDA Rare Pediatric Disease Designation for pediatric diffuse high-grade gliomas. Under the incentive 
program, designated developers of drugs in this category receive priority review vouchers can be redeemed for FDA priority 
review of a different product or sold to another sponsor. Since 2015, FDA priority review vouchers have sold for $100 million 
on average.4

Market	Exclusivity
Exclusivity is the pillar of our development, regulatory and commercial strategies. Since THIO has never been approved 
for commercialization previously, we will pursue the FDA’s 5-year New Chemical Entity (NCE) exclusivity. THIO’s three FDA 
ODDs provide up to seven years of market exclusivity each, and THIO would have 10-year exclusivity in certain international 
markets, if approved. As the only anticancer treatment of its kind that we are aware of in clinical development, we believe 
that THIO has a significant head start and a strong competitive position.

Next Horizons
THIO’s clinical performance has shown great potential. We think THIO’s science could eventually become standard of care 
for several high-mortality cancer types.

We believe the value of our THIO franchise is more than the sum of its parts, with potential upside comparable to NSCLC 
oncology companies.

We believe that MAIA has exciting opportunities ahead, and we are grateful for your ongoing support and contributions to 
our progress.

Sincerely,

Vlad Vitoc, M.D.
Chairman and Chief Executive Officer

Forward Looking Statements
MAIA cautions that all statements, other than statements of historical facts contained herein, are forward-looking statements. Forward-looking statements are subject to known and unknown 
risks, uncertainties, and other factors that may cause our or our industry’s actual results, levels or activity, performance or achievements to be materially different from those anticipated by such 
statements. The use of words such as “may,” “might,” “will,” “should,” “could,” “expect,” “plan,” “anticipate,” “believe,” “estimate,” “project,” “intend,” “future,” “potential,” or “continue,” and other 
similar expressions are intended to identify forward looking statements. However, the absence of these words does not mean that statements are not forward-looking. For example, all statements 
we make regarding (i) the initiation, timing, cost, progress and results of our preclinical and clinical studies and our research and development programs, (ii) our ability to advance product 
candidates into, and successfully complete, clinical studies, (iii) the timing or likelihood of regulatory filings and approvals, (iv) our ability to develop, manufacture and commercialize our product 
candidates and to improve the manufacturing process, (v) the rate and degree of market acceptance of our product candidates, (vi) the size and growth potential of the markets for our product 
candidates and our ability to serve those markets, and (vii) our expectations regarding our ability to obtain and maintain intellectual property protection for our product candidates, are forward 
looking. All forward-looking statements are based on current estimates, assumptions and expectations by our management that, although we believe to be reasonable, are inherently uncertain. 
Any forward-looking statement expressing an expectation or belief as to future events is expressed in good faith and believed to be reasonable at the time such forward-looking statement 
is made. However, these statements are not guarantees of future events and are subject to risks and uncertainties and other factors beyond our control that may cause actual results to differ 
materially from those expressed in any forward-looking statement. Any forward-looking statement speaks only as of the date on which it was made. We undertake no obligation to publicly update 
or revise any forward-looking statement, whether as a result of new information, future events or otherwise, except as required by law. In this release, unless the context requires otherwise, “MAIA,” 
“Company,” “we,” “our,” and “us” refers to MAIA Biotechnology, Inc. and its subsidiaries.

Investor	Relations	Contact
+1 (872) 270-3518
ir@maiabiotech.com

4 Pharmaceutical Technology, GlobalData Pharma Intelligence Centre, January 2024


