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Aptose Reports Results for the Second
Quarter 2023

            ─ CRc Response Rate 50% with Tuspetinib/Venetoclax Doublet in Evaluable
Patients ─

─ CRc 44% in Patients Who Failed Prior Venetoclax ─
─ CRc 43% in Patients with Wildtype FLT3 ─
─ CRc 67% in Patients with Mutated FLT3 ─

─ Data Guide to Accelerated Approval Path for TUS/VEN Doublet in Patients Who Failed
Prior Venetoclax, Including FLT3 Mutated and Wildtype ─

─ Hanmi Pharmaceutical Commits Investment in Aptose Up to 19.99% Ownership or $7
Million ─

─ Conference Call and Webcast at 5:00 pm ET Today ─

SAN DIEGO and TORONTO, Aug. 10, 2023 (GLOBE NEWSWIRE) -- Aptose Biosciences
Inc. (“Aptose” or the “Company”) (NASDAQ: APTO, TSX: APS), a clinical-stage precision
oncology company developing highly differentiated oral targeted agents to treat hematologic
malignancies, today announced financial results for the three months ended June 30, 2023,
and provided a corporate update.

“While still early in our APTIVATE dose expansion trial with tuspetinib in combination with
venetoclax (TUS/VEN), we are encouraged by what we’re seeing in very difficult to treat
AML populations,” said William G. Rice, Ph.D., Chairman, President and Chief Executive
Officer. “Of particular importance are the tolerability of the TUS/VEN doublet and the
breadth of responses in deep relapsed or refractory (R/R) AML patients who failed prior
therapy with venetoclax (4 of 9 evaluable with Prior-VEN), among which responses were
achieved in patients with wildtype FLT3 (2 of 3 evaluable with FLT3-WT) and one of whom
harbored a TP53 mutation. Given the paucity of treatment options in this subpopulation that
failed prior venetoclax therapy, we're excited to build off of these positive results at future
medical meetings later this year and leverage the TUS/VEN doublet data as a springboard
to future triplet therapy in the front line setting.”

“We are delighted to strengthen our relationship with Hanmi Pharmaceutical, which we
believe reflects their recognition of the growing value of tuspetinib as a unique treatment for
AML and possibly MDS, of the significant progress that Aptose has made with tuspetinib’s
clinical development, and of the experienced and thoughtful nature of our team,” said Dr.
Rice. “We thank the Hanmi team, and in particular, Ms. Juhyun Lim, President of Hanmi
Pharmaceutical, for her leadership and commitment to Aptose.”

Key Corporate Highlights



Tuspetinib APTIVATE Expansion Trial – In the APTIVATE Phase 1/2 clinical trial of
tuspetinib, a once daily oral agent with a unique kinase targeting pattern being
developed for the treatment of patients with R/R AML, the tuspetinib and venetoclax
(TUS/VEN) doublet combination treatment arm has demonstrated early responses
(composite Complete Response rate (CRc) includes any CR, CRh, CRi and CRp to
date) among efficacy evaluable R/R patients who previously failed venetoclax
treatment. Among fifteen (15) patients dosed with TUS/VEN as of August 1, 2023, ten
(10) patients have reached an efficacy evaluable stage. Among the ten evaluable
patients, five (5) patients have achieved responses (50% CRc). Nine (9) of the ten (10)
evaluable patients had failed prior venetoclax treatment, with four (4) of the nine (9)
achieving responses (44% CRc). Three (3) responses emerged among seven (7)
patients with wildtype FLT3 (43% CRc), which accounts for approximately 70% of the
AML population, yet there are few treatment options and little in development for the
wildtype patient population. The TUS/VEN combination continues to be well tolerated.

Aptose has a growing network of U.S. and international clinical sites recruiting a large
spectrum of the R/R AML population, and the APTIVATE trial is focused on the rapid
enrollment of patients to the TUS/VEN doublet.

Equity Investments in Aptose – Today, Aptose announced that it has entered into a
binding term sheet with Hanmi Pharmaceutical, Inc. (“Hanmi Pharmaceutical”) of
Seoul, South Korea, for an investment of up to $7 million or 19.99 percent ownership
interest in Aptose, in two tranches. The investment will provide additional financing for
Aptose’s lead hematology drug, tuspetinib, formerly HM43239, which was licensed
from Hanmi Pharmaceutical in November 2021 and is currently in the APTIVATE
international phase 1/2 expansion trial in which patients with relapsed or refractory
(R/R) acute myeloid leukemia (AML) receive tuspetinib monotherapy or in combination
with venetoclax. The Company anticipates that the first tranche for $3 million will close
by the end of August, subject to the satisfaction of customary closing conditions. The
second tranche for up to $4 million or a maximum of 19.99 percent ownership interest
will be triggered upon Aptose achieving certain manufacturing and data milestones
related to tuspetinib, to be described in greater detail in definitive documentation and
anticipated to be achieved by year-end.

The investment is conditional upon the Company receiving the conditional approval of
the Toronto Stock Exchange (the “TSX”) to list the Common Shares on the TSX.
Listing will be subject to satisfying all of the requirements of the TSX. The investment
is also subject to the requirements of the Nasdaq Capital Market.

During the quarter, Aptose also entered into a $25 million committed equity facility with
Keystone Capital that provides Aptose the right to issue and sell up to $25 million of its
common shares over the course of 24 months to the investor, subject to certain
conditions being met, and subject to certain limitations and conditions imposed by
Nasdaq, SEC and other regulators.

Completed Successful Type B EOP1 Meeting with US FDA – In June, Aptose held
an End of Phase 1 (EOP1) Meeting with the FDA, where all tuspetinib data was
reviewed. A monotherapy recommended Phase 2 dose of 80 mg daily was selected
and all tuspetinib development paths remain open, including the single arm



accelerated path.

Expected Milestones

European School of Haematology (ESH) Meeting – Plan to present expanded
tuspetinib clinical data set (October 2023)

65th American Society of Hematology (ASH) Annual Meeting & Exposition – Plan to
present more mature clinical data set with tuspetinib (December 2023)

Plan to discuss strategies for potential future monotherapy accelerated development,
doublet phase 2 development, and triplet pilot development (4Q 2023)

FINANCIAL RESULTS OF OPERATIONS

Aptose Biosciences, Inc.

Statements of Operations Data

(unaudited)

($ in thousands, except per share data)
 
 Three months ended Six months ended
 June 30,  June 30,
  2023 2022 2023 2022
Expenses:         
Research and development $ 10,582 $ 7,341 $ 19,393 $ 14,734 
General and administrative  3,870  3,332  9,155  7,439 
Operating expenses  14,452  10,673  28,548  22,173 
Other income, net  323  108  743  127 
             
Net loss $ (14,129) $ (10,565) $ (27,805) $ (22,046)
             
Net Loss per share, Basic and diluted $ (2.27) $ (1.72) $ (4.47) $ (3.59)
Weighted average number of common shares outstanding used
in computing net loss per share, basic and diluted (in
thousands)  6,234  6,150  6,219  6,149 
             

Net loss for the three-month period ended June 30, 2023 increased by $3.6 million to $14.1
million, as compared to $10.6 million for the comparable period in 2022. Net loss for the six-
month period ended June 30, 2023 increased by $5.7 million to $27.8 million, as compared
to $22 million for the comparable period in 2022.

Aptose Biosciences, Inc.

Balance Sheet Data

(unaudited)

($ in thousands)
 



  June 30,  
December 31,

  2023  2022
Cash, cash equivalents and short-term investments $ 23,306  $ 46,959 
Working capital   13,287   37,235 
Total assets   26,575   51,027 
Long-term liabilities   817   1,002 
Accumulated deficit   (492,135)   (464,330)
Stockholders’ equity   13,786   37,741 
       

Total cash and cash equivalents and investments as of June 30, 2023, were $23.3
million, a decrease of $12.4 million as compared to March 31, 2023, and a decrease of
$23.7 million as compared to December, 31, 2022. Based on current operations, the
Company expects that cash on hand and available capital provide the Company with
sufficient resources to fund planned Company operations including research and
development through March of 2024. 

Common shares outstanding on August 10, 2023, were 6,519,201. 

RESEARCH AND DEVELOPMENT EXPENSES

The research and development expenses for the three-month and six-month periods ended
June 30, 2023, and 2022 were as follows:

  Three months ended  Six months ended
  June 30,  June 30,
(in thousands)  2023  2022  2023  2022

         
Program costs – Tuspetinib $ 8,070 $ 2,343 $ 12,845 $ 3,521
Program costs – Luxeptinib  706  2,404  1,995  5,234
Program costs – APTO-253  19  188  26  279
Personnel related expenses  1,506  1,860  3,584  4,194
Stock-based compensation  271  537  924  1,483
Depreciation of equipment  10  9  19  23
Total $ 10,582 $ 7,341 $ 19,393 $ 14,734
         

Research and development expenses increased by $3.2 million to $10.6 million for the
three-month period ended June 30, 2023, as compared to $7.3 million for the comparative
period in 2022. Changes to the components of our research and development expenses
presented in the table above are primarily as a result of the following events:

Program costs for tuspetinib were $8.1 million for the three-month period ended June
30, 2023. The higher program costs for Tuspetinib in the current period represent the
enrollment of patients in our APTIVATE clinical trial, our healthy volunteer trial,
manufacturing activities to support clinical development, and related expenses.
Program costs for luxeptinib decreased by approximately $1.7 million, primarily due to
lower clinical trial costs and lower manufacturing costs as a result of the current
formulation requiring less API than the prior formulation.
Program costs for APTO-253 decreased by approximately $169 thousand, due to the
Company’s decision on December 20, 2021 to discontinue further clinical development



of APTO-253.
Personnel-related expenses decreased by $354 thousand, related to fewer employees
in the current three-month period, partially offset by salary increases.
Stock-based compensation decreased by approximately $266 thousand in the three
months ended June 30, 2023, compared to the three months ended June 30, 2022,
primarily due to stock options granted with lower grant date fair values, in the current
period.

Research and development expenses increased by $4.7 million to $19.4 million for the six-
month period ended June 30, 2023, as compared to $14.7 million for the comparative period
in 2022. Changes to the components of our research and development expenses presented
in the table above are primarily as a result of the following events:

Program costs for tuspetinib were $12.8 million for the six-month period ended June
30, 2023, an increase of $9.3 million compared with $3.5 million in the corresponding
period in 2022. The higher program costs for Tuspetinib in the current period represent
the enrollment of patients in our APTIVATE clinical trial, our healthy volunteer trial,
clinical study supplies, and related expenses.
Program costs for luxeptinib decreased by approximately $3.2 million from $5.2 million
in the six months ended June 30, 2022 to $2.0 million in the current period, primarily
due to lower clinical trial costs and lower manufacturing costs as a result of the current
formulation requiring less API than the prior formulation.
Program costs for APTO-253 decreased by approximately $253 thousand, due to the
Company’s decision on December 20, 2021 to discontinue further clinical development
of APTO-253.
Personnel-related expenses decreased by $610 thousand, related to fewer employees
in the current six-month period and partially offset by salary increases.
Stock-based compensation decreased by approximately $559 thousand in the six
months ended June 30, 2023, compared to the three months ended June 30, 2022,
primarily due to stock options granted with lower grant date fair values, in the current
period.

 
Conference Call & Webcast:
  
Date: Thursday, August 10, 2023
Time: 5:00 PM ET
Audio Webcast Only: link
Q&A Participant Registration Link*: link (https://register.vevent.com/register/BI29f5f8f4655b45cf8b92fd8f79f69f8f) 
  

*Analysts interested in participating in the question-and-answer session will pre-register for
the event from the participant registration link above to receive the dial-in numbers and a
unique PIN, which are required to access the conference call. They also will have the option
to take advantage of a Call Me button and the system will automatically dial out to connect to
the Q&A session.

The audio webcast also can be accessed through a link on the Investor Relations section of
Aptose’s website here. A replay of the webcast will be available on the Company’s website

https://nam04.safelinks.protection.outlook.com/?url=https%253A%252F%252Fedge.media-server.com%252Fmmc%252Fp%252F3uomoxx3&data=05%257C01%257Cspietropaolo%2540aptose.com%257Cac04803471a64ffa18dc08db3616d0a7%257C6360f92897714da4ae0b0475331fcd4e%257C0%257C0%257C638163243864800380%257CUnknown%257CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%253D%257C3000%257C%257C%257C&sdata=yObf4cTUZjj1ZkeY9iJaFfZVQtZIDyaf6v9hQo76e6Y%253D&reserved=0
https://register.vevent.com/register/BI29f5f8f4655b45cf8b92fd8f79f69f8f
https://register.vevent.com/register/BI29f5f8f4655b45cf8b92fd8f79f69f8f
https://www.globenewswire.com/Tracker?data=IHl7jv6qnpT_QLEpiCi4niKJlSc_MSb_F5c0_fJtovxlvJ07oahmv2Yx8RtFdLauG7gb_XDZjCRNO-RyDO5MDEADQziiSjwlV_OUb-MemRYk6vEk0cP9rK7aC0jZ3MaY


for 30 days.

The press release, the financial statements and the management’s discussion and analysis
for the quarter ended June 30, 2023 will be available on SEDAR+ at www.sedarplus.ca and
EDGAR at www.sec.gov/edgar.shtml.

About Aptose

Aptose Biosciences is a clinical-stage biotechnology company committed to developing
precision medicines addressing unmet medical needs in oncology, with an initial focus on
hematology. The Company's small molecule cancer therapeutics pipeline includes products
designed to provide single agent efficacy and to enhance the efficacy of other anti-cancer
therapies and regimens without overlapping toxicities. The Company has two clinical-stage
oral kinase inhibitors under development for hematologic malignancies: tuspetinib
(HM43239), an oral, myeloid kinase inhibitor being studied as monotherapy and in
combination therapy in the APTIVATE international Phase 1/2 expansion trial in patients with
relapsed or refractory acute myeloid leukemia (AML); and luxeptinib (CG-806), an oral, dual
lymphoid and myeloid kinase inhibitor in Phase 1 a/b stage development for the treatment of
patients with relapsed or refractory hematologic malignancies. For more information, please
visit www.aptose.com.

Forward Looking Statements

This press release contains forward-looking statements within the meaning of Canadian and
U.S. securities laws, including, but not limited to, statements regarding the expected cash
runway of the Company, the investment of Hanmi into the Company, including the
anticipated closing date, the structure of such investment, the ability to receive the full $7
million investment and the proposed use of proceeds, the Company’s clinical development
plans, the clinical potential, anti-cancer activity, therapeutic potential and applications and
safety profile of tuspetinib and luxeptinib, the APTIVATE clinical trial, patient enrollment, the
luxeptinib Phase 1 a/b clinical trials and the upcoming milestones of such trials, the
development and clinical potential of the G3 formulation of luxeptinib, upcoming updates
regarding the clinical trials, and statements relating to the Company’s plans, objectives,
expectations and intentions and other statements including words such as “continue”,
“expect”, “intend”, “will”, “hope” “should”, “would”, “may”, “potential” and other similar
expressions. Such statements reflect our current views with respect to future events and are
subject to risks and uncertainties and are necessarily based upon a number of estimates
and assumptions that, while considered reasonable by us, are inherently subject to
significant business, economic, competitive, political and social uncertainties and
contingencies. Many factors could cause our actual results, performance or achievements to
be materially different from any future results, performance or achievements described in this
press release. Such factors could include, among others: our ability to obtain requisite
approvals, including approval of the TSX and Nasdaq for Hanmi’s investment; our ability to
complete the Hanmi investment on the terms and structure described herein or at all; our
ability to meet certain milestones related to tuspetinib in order to complete the second
tranche of the investment; our ability to structure the second tranche of Hanmi’s Investment
to receive the full $7 million; our ability to obtain the capital required for research and
operations; the inherent risks in early stage drug development including demonstrating
efficacy; development time/cost and the regulatory approval process; the progress of our
clinical trials; our ability to find and enter into agreements with potential partners; our ability

https://www.globenewswire.com/Tracker?data=E7-IZHIG81oTBAwSNXdsV1HKN1s7C2uC62nVzfgGk1GTCGU6wrX1SW4YYSNQI0XDQTTihTBfen_4C1Mqw52AnrmQdhF8K6Zy35Vu1beWUY8=
https://www.globenewswire.com/Tracker?data=VzJCUIzGq__LkRLxpCckplJ9p5I5VSEdT385W59evzvBsvA3RzDiaRX81V7V-8LRrqBRk7EeK9OI9W6Mzfs4uKgbQHB4xjLo_MnoR2yccos_NckgolD0dBr-7qaElAnksdlswkH6NHORwhWDlkPVmV5Vg8Q8WuFLeJF8YnOPGOi5YzpxzrcejDPhys_sx_cnlwZNIO5y0l4-yuIRwnXdKXzXkCS_EL2vzzV7QjElbmw=


to attract and retain key personnel; changing market and economic conditions; inability of
new manufacturers to produce acceptable batches of GMP in sufficient quantities;
unexpected manufacturing defects; the potential impact of the COVID-19 pandemic and
other risks detailed from time-to-time in our ongoing current reports, quarterly filings, annual
information forms, annual reports and annual filings with Canadian securities regulators and
the United States Securities and Exchange Commission.

Should one or more of these risks or uncertainties materialize, or should the assumptions
set out in the section entitled "Risk Factors" in our filings with Canadian securities regulators
and the United States Securities and Exchange Commission underlying those forward-
looking statements prove incorrect, actual results may vary materially from those described
herein. These forward-looking statements are made as of the date of this press release and
we do not intend, and do not assume any obligation, to update these forward-looking
statements, except as required by law. We cannot assure you that such statements will
prove to be accurate as actual results and future events could differ materially from those
anticipated in such statements. Investors are cautioned that forward-looking statements are
not guarantees of future performance and accordingly investors are cautioned not to put
undue reliance on forward-looking statements due to the inherent uncertainty therein.

For further information, please contact:

Aptose Biosciences Inc. LifeSci Advisors, LLC
Susan Pietropaolo Dan Ferry, Managing Director
Corporate Communications & Investor Relations 617-430-7576
201-923-2049 Daniel@LifeSciAdvisors.com
spietropaolo@aptose.com  

Source: Aptose Biosciences, Inc.
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