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VOLUNTARY ANNOUNCEMENT

NEW DRUG APPLICATION FOR LAE002 (AFURESERTIB)
WAS ACCEPTED BY THE NATIONAL MEDICAL PRODUCTS
ADMINISTRATION

This announcement is made by Laekna, Inc. (the “Company”, together with its subsidiaries,
the “Group’) on a voluntary basis to inform the shareholders and potential investors of the
Company about the latest business update of the Group.

The board (the “Board”) of directors of the Company (the ‘“Directors’) is pleased to
announce that the New Drug Application (“NDA”) for LAE002 (afuresertib) has been
accepted by the Center for Drug Evaluation (“CDE”) of China’s National Medical Products
Administration (“NMPA”") for the treatment of patients with locally advanced or metastatic
HR+/HER2- breast cancer (“LA/mBC”) with PIK3CA/AKTI/PTEN alterations, following
recurrence or progression on or after endocrine therapy(-ies) (with or without a CDK4/6
inhibitor).

The NDA is supported by positive results from the Phase III Clinical Trial (AFFIRM-205)
conducted by the Group in the aforementioned patient population. This pivotal study
successfully met its primary endpoint of progression-free survival (“PFS’’), demonstrating a
highly statistically significant and clinically meaningful improvement over the control arm.
LAEQO02 (afuresertib) also showed a favorable safety and tolerability profile. The detailed
study results will be presented at an upcoming international scientific conference.

The Group and Qilu Pharmaceutical entered into an exclusive licensing agreement (the
“License Agreement”) for the China region in November 2025. Under the License
Agreement, the Group is eligible to receive up to RMB2,045 million in total in upfront and
milestone payments and is also entitled to receive tiered royalties on future net sales of
LAEQOO2 (afuresertib) in the licensed territory, at percentages ranging from the low teens to
the low twenties.



The Group plans to pursue strategic partnerships in ex-China regions to accelerate
development and commercialization of LAEOO02 (afuresertib) in international markets.
Capivasertib (Trugap) was the first approved AKT inhibitor from AstraZeneca, which was
approved by the U.S. FDA for HR+/HER2- breast cancer in November 2023. In June 2026,
the U.S. FDA further approved capivasertib (Trugap) in combination with abiraterone and
prednisone for the treatment of PTEN-deficient metastatic hormone-sensitive prostate cancer
(mHSPC). This approval significantly broadens the therapeutic scope of AKT inhibition and
highlights its potential to address unmet needs across multiple tumor types.

About LAE002 (afuresertib)

LAEOQOO2 (afuresertib) is a potent AKT inhibitor that inhibits all three AKT isoforms (AKTI,
AKT2 and AKT3). It is one of the two most advanced AKT inhibitors globally in
development for breast and prostate cancer. The Phase III clinical trial (AFFIRM-205) has
met its primary endpoint of progression-free survival. It showed statistically significant and
clinically meaningful benefits to patients with HR+/HER2- breast cancer. Collectively,
genetic alterations in PIK3CA, AKTI and PTEN affect approximately 50% of patients with
breast cancer.

RISK WARNING

LAE002 (AFURESERTIB) MAY ULTIMATELY NOT BE SUCCESSFULLY
DEVELOPED AND COMMERCIALIZED. THE COMPANY’S SHAREHOLDERS
AND POTENTIAL INVESTORS ARE REMINDED TO EXERCISE CAUTION WHEN
DEALING IN THE SECURITIES OF THE COMPANY.
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