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IMPORTANT: If you are in any doubt about any of the contents of this prospectus, you should obtain professional independent advice.
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Hong Kong Exchanges and Clearing Limited, The Stock Exchange of Hong Kong Limited and Hong Kong Securities Clearing Company Limited take no
responsibility for the contents of this prospectus, make no representation as to its accuracy or completeness and expressly disclaim any liability whatsoever for
any loss howsoever arising from or in reliance upon the whole or any part of the contents of this prospectus.

A copy of this prospectus, having attached thereto the documents specified in the section headed “Appendix VIII — Documents Delivered to the Registrar of
Companies and Available on Display” in this prospectus, has been registered by the Registrar of Companies in Hong Kong as required by Section 342C of the
Companies (Winding Up and Miscellaneous Provisions) Ordinance (Chapter 32 of the Laws of Hong Kong). The Securities and Futures Commission of Hong Kong
and the Registrar of Companies in Hong Kong take no responsibility as to the contents of this prospectus or any other documents referred to above.

The Offer Price will be HK$12.10 per H Share, unless otherwise announced. Applicants for Hong Kong Offer Shares are required to pay, on application, the Offer
Price of HK$12.10 for each Hong Kong Offer Share together with a brokerage of 1.0%, a SFC transaction levy of 0.0027%, a Stock Exchange trading fee of
0.00565% and an AFRC transaction levy of 0.00015%.

The Overall Coordinators (acting in such capacity and on behalf of the Underwriters) may, with our consent, reduce the number of Offer Shares being offered under
the Global Offering and/or the Offer Price at any time on or prior to the morning of the last day for lodging applications under the Hong Kong Public Offering.
In such case, an announcement will be published on the websites of the Stock Exchange at www.hkexnews.hk and our Company at www.tykmedicines.com not
later than the morning of the last day for lodging applications under the Hong Kong Public Offering. For further information, see “Structure of the Global Offering”
and “How to Apply for Hong Kong Offer Shares” in this prospectus.

The obligations of the Hong Kong Underwriters under the Hong Kong Underwriting Agreement are subject to termination by the Overall Coordinators (for
themselves and on behalf of the Hong Kong Underwriters) if certain events occur prior to 8:00 a.m. on the Listing Date. See “Underwriting” in this prospectus.

The Offer Shares have not been and will not be registered under the U.S. Securities Act or any state securities laws in the United States, and may not be offered,
sold, pledged or transferred within the United States or to, or for the account or benefit of US persons (as defined in Regulation S), except in transactions exempt
from, or not subject to, the registration requirements of the U.S. Securities Act. The Offer Shares are being offered and sold outside of the United States in offshore
transactions in reliance on Regulation S.

ATTENTION

We have adopted a fully electronic application process for the Hong Kong Public Offering. We will not provide printed copies of this prospectus to the
public in relation to the Hong Kong Public Offering.

This prospectus is available at the website of the Hong Kong Stock Exchange at www.hkexnews.hk and our website at www.tykmedicines.com. If you
require a printed copy of this prospectus, you may download and print from the websites above.
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IMPORTANT NOTICE TO INVESTORS:
FULLY ELECTRONIC APPLICATION PROCESS

We have adopted a fully electronic application process for the Hong Kong
Public Offering. We will not provide printed copies of this prospectus to the public
in relation to the Hong Kong Public Offering.

This prospectus is available at the website of the Stock Exchange at
www.hkexnews.hk under the “HKEXnews > New Listings > New Listing
Information” section, and our website at www.tykmedicines.com. If you require a
printed copy of this prospectus, you may download and print from the website
addresses above.

To apply for the Hong Kong Offer Shares, you may:

(1) apply online via the White Form eIPO service at www.eipo.com.hk; or

(2) apply through the HKSCC EIPO channel to electronically cause HKSCC
Nominees to apply on your behalf by instructing your broker or custodian
who is a HKSCC Participant to give electronic application instructions
through HKSCC’s FINI system to apply for the Hong Kong Offer Shares on
your behalf.

We will not provide any physical channels to accept any application for the Hong
Kong Offer Shares by the public. The contents of the electronic version of this
prospectus are identical to the printed document as registered with the Registrar of
Companies in Hong Kong pursuant to Section 342C of the Companies (Winding Up and
Miscellaneous Provisions) Ordinance.

If you are an intermediary, broker or agent, please remind your customers, clients
or principals, as applicable, that this prospectus is available online at the website
addresses above.

Please refer to the section headed “How to Apply for Hong Kong Offer Shares” in
this prospectus for further details of the procedures through which you can apply for the
Hong Kong Offer Shares electronically.

— 11—




IMPORTANT

Your application through the White Form eIPO service or the HKSCC EIPO channel
must be for a minimum of 500 Hong Kong Offer Shares and in one of the numbers set out in
the table. You are required to pay the amount next to the number you select. If you are applying
through the White Form eIPO service, you may refer to the table below for the amount
payable for the number of Shares you have selected. You must pay the respective amount
payable on application in full upon application for Hong Kong Offer Shares. If you are
applying through the HKSCC EIPO channel, you are required to prefund your application
based on the amount specified by your broker or custodian, as determined based on the

applicable laws and regulations in Hong Kong.

No. of No. of No. of No. of
Hong Kong Amount Hong Kong Amount Hong Kong Amount Hong Kong Amount
Offer Shares  payable® on  Offer Shares  payable® on  Offer Shares  payable® on  Offer Shares  payable®® on
applied for application applied for application applied for application applied for application

HKS HK$ HK$ HK$
500 6,111.01 7,000 85,554.21 50,000 611,101.43 700,000 8,955,419.96
1,000 12,222.03 8,000 97,776.23 60,000 733,321.71 800,000 9,777,622.80
1,500 18,333.05 9,000 109,998.25 70,000 855,542.00 900,000 10,999,825.66
2,000 24,444.06 10,000 122,220.29 80,000 977,762.28 1,000,000 12,222,028.50
2,500 30,555.08 15,000 183,330.42 90,000 1,099,982.56 1,250,000  15,277,535.63
3,000 36,606.08 20,000 244,440.56 100,000 1,222,202.86 1,500,000  18,333,042.76

3,500 42,777.09 25,000 305,550.71 200,000 244440570 1,750,000  21,388,549.88
4,000 48,888.11 30,000 366,660.85 300,000 3,600,608.56 2,000,000  24,444,057.00
4,500 54,999.13 35,000 427,771.00 400,000 4,888,811.40 2,394,000 29,259,536.23
5,000 61,110.14 40,000 488,881.15 500,000 6,111,014.26
6,000 73,332.17 45,000 549,991.28 600,000 7,333,217.10

(1)  Maximum number of Hong Kong Offer Share you may apply for.

(2)  The amount payable is inclusive of brokerage, SFC transaction levy, the Stock Exchange trading fee and AFRC
transaction levy. If your application is successful, brokerage will be paid to the Exchange Participants (as
defined in the Listing Rules) and the SFC transaction levy, the Stock Exchange trading fee and AFRC
transaction levy are paid to the Stock Exchange (in the case of the SFC transaction levy, collected by the Stock
Exchange on behalf of the SFC; and in the case of the AFRC transaction levy, collected by the Stock Exchange
on behalf of the AFRC).

No application for any other number of Hong Kong Offer Shares will be considered and
any such application is liable to be rejected.
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EXPECTED TIMETABLEY

If there is any change in the following expected timetable of the Hong Kong Public
Offering, our Company will issue an announcement to be published on the website of the

Stock Exchange at www.hkexnews.hk and the website of our Company at

www.tykmedicines.com.

Date?

Hong Kong Public Offering commences ....................... 9:00 a.m. on Monday,
August 12, 2024

Latest time to complete electronic applications
under the White Form eIPO service
through the designated website at www.eipo.com.hk® ... ... . 11:30 a.m. on Thursday,
August 15, 2024

Application lists open™® .. ... ... 11:45 a.m. on Thursday,
August 15, 2024

Latest time to (a) lodge completing payment of
White Form eIPO applications by effecting
internet banking transfers(s) or PPS payment
transfer(s) and (b) giving electronic application
instructions to HKSCC™ ... ... .. ... .. ... ............ 12:00 noon on Thursday,
August 15, 2024

If you are instructing your broker or custodian who is a HKSCC Participant to give
electronic application instructions through HKSCC’s FINI system to apply for the Hong
Kong Offer Shares on your behalf, you are advised to contact your broker or custodian for the
latest time for giving such instructions which may be different from the latest time as stated
above.

Application lists close® ... ... ... .. ... ... ... ... ... ... ... 12:00 noon on Thursday,
August 15, 2024

Announcement of the level of indications
of interest in the International Offering, the level of applications
in the Hong Kong Public Offering and the basis of
allocation of the Hong Kong Public Offering to be published on
the website of the Stock Exchange at www.hkexnews.hk and

the website of our Company

at www.tykmedicines.com™ .. ... .. .. ... .. ... ... .. ... .. no later than 11:00 p.m.

on Monday, August 19, 2024

—1v —



EXPECTED TIMETABLEY

The results of allocations in the Hong Kong Public
Offering (with successful applicants’ identification
document numbers, where appropriate) to be available
through a variety of channels, including:

. in the announcement to be posted on our website
and the website of the Stock Exchange at
www.tykmedicines.com and www.hkexnews.hk,

respectively . . ... ...

on

. from the designated results of allocations
website at www.iporesults.com.hk

(alternatively: www.eipo.com.hk/eIPOAllotment)

with a “search by ID” function from.................

to 1

. from the allocation results telephone enquiry
line by calling +852 2862 8555 between 9:00 a.m.

. no later than 11:00 p.m.
Monday, August 19, 2024

.. 11:00 p.m. on Monday,
August 19, 2024
2:00 midnight on Sunday,
August 25, 2024

and 6:00 p.m. from . ....... ... ... L. Tuesday, August 20, 2024 to

Share certificates in respect of wholly or partially successful
applications to be dispatched or deposited into
CCASS on or before® .. ... ... ... ... .. .. .. ... . ... ...

White Form e-Refund payment
instructions/refund checks in respect of wholly or
partially unsuccessful applications to be
dispatched on or before”™® ... ... ... ... L.

Dealings in the H Shares on the Stock Exchange
expected tO COMMENCE At . . .. .vvv vt e

Friday, August 23, 2024

Monday, August 19, 2024

Tuesday, August 20, 2024

...9:00 a.m. on Tuesday,
August 20, 2024



EXPECTED TIMETABLEY

Notes:

ey
)

3)

4)

(&)

(6)

(N

(®)

Unless otherwise stated, all times and dates refer to Hong Kong local times and dates.

You will not be permitted to submit your application under the White Form eIPO service through the
designated website at www.eipo.com.hk after 11:30 a.m. on the last day for submitting applications. If you
have already submitted your application and obtained an application reference number from the designated
website prior to 11:30 a.m., you will be permitted to continue the application process (by completing payment
of application monies) until 12:00 noon on the last day for submitting applications, when the application lists
close.

If there is/are a “black” rainstorm warning or a tropical cyclone warning signal number 8 or above and/or
Extreme Conditions in force in Hong Kong at any time between 9:00 a.m. and 12:00 noon on Thursday, August
15, 2024, the application lists will not open and will close on that day. For further details, please see the section
headed “How to Apply for Hong Kong Offer Shares — E. Severe Weather Arrangements” in this prospectus.

Applicants who apply for Hong Kong Offer Shares by giving electronic application instructions to HKSCC
through HKSCC’s FINI system should refer to “How to Apply for Hong Kong Offer Shares — A. Application
for Hong Kong Offer Shares.”

None of the websites or any of the information contained on the websites forms part of this prospectus.

Share certificates will only become valid evidence of title at 8:00 a.m. on the Listing Date provided that the
Global Offering has become unconditional and the right of termination described in the section headed
“Underwriting — 2. Underwriting Arrangements and Expenses — Hong Kong Public Offering — Grounds for
Termination” in this prospectus has not been exercised. Investors who trade Shares on the basis of publicly
available allocation details prior to the receipt of Share certificates or prior to the Share certificates becoming
valid evidence of title do so entirely at their own risk.

White Form e-Refund payment instructions/refund cheques will be issued in respect of wholly or partially
unsuccessful applications pursuant to the Hong Kong Public Offering. Part of the applicant’s identification
document number, or, if the application is made by joint applicants, part of the identification document number
of the first-named applicant, provided by the applicant(s) may be printed on the refund check, if any. Such data
would also be transferred to a third party for refund purposes. Banks may require verification of an applicant’s
identification document number before encashment of the refund check. Inaccurate completion of an
applicant’s identification document number may invalidate or delay encashment of the refund check.

Applicants being individuals who are eligible for personal collection may not authorize any other person to
collect on their behalf. If you are a corporate applicant which is eligible for personal collection, your
authorized representative must bear a letter of authorization from your corporation stamped with your
corporation’s chop. Both individuals and authorized representatives must produce evidence of identity
acceptable to our H Share Registrar at the time of collection.

Applicants who have applied for Hong Kong Offer Shares through the HKSCC EIPO channel should refer to
the section headed “How to Apply for Hong Kong Offer Shares — D. Despatch/Collection of H Share
Certificates and Refund of Application Monies” in this prospectus for details.

Applicants who have applied through the White Form eIPO service and paid their applications monies
through single bank accounts may have refund monies (if any) dispatched to the bank account in the form of
White Form e-Refund payment instructions. Applicants who have applied through the White Form eIPO
service and paid their application monies through multiple bank accounts may have refund monies (if any)
dispatched to the address as specified in their application instructions in the form of refund checks in favor
of the applicant (or, in the case of joint applications, the first-named applicant) by ordinary post at their own
risk.

Any uncollected Share certificates and/or refund checks will be dispatched by ordinary post, at the applicants’
risk, to the addresses specified in the relevant applications.

Further information is set out in the sections headed “How to Apply for Hong Kong Offer Shares — D.
Despatch/Collection of H Share Certificates and Refund of Application Monies.”
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EXPECTED TIMETABLEY

The above expected timetable is a summary only. You should refer to the sections
headed “Structure of the Global Offering” and “How to Apply for Hong Kong Offer
Shares” for details of the structure of the Global Offering, including the conditions of the
Global Offering, and the procedures for application for the Hong Kong Offer Shares.

If the Global Offering does not become unconditional or is terminated in accordance with

its terms, the Global Offering will not proceed. In such case, the Company will make an
announcement as soon as practicable thereafter.
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SUMMARY

This summary aims to give you an overview of the information contained in this
prospectus and is qualified in its entirety by, and should be read in conjunction with, the
more detailed information and financial information appearing elsewhere in this
prospectus. As this is a summary, it does not contain all the information that may be
important to you and we urge you to read the entire prospectus carefully before making
your investment decision. There are risks associated with any investment. In particular,
we are a biotechnology company seeking a listing on the Main Board of the Stock
Exchange under Chapter 18A of the Listing Rules on the basis that we are unable to
meet the requirements under Rule 8.05 (1), (2) or (3) of the Listing Rules. Some of the
particular risks in investing in the Offer Shares are set out in the section headed “Risk
Factors” in this prospectus. You should read that section carefully before you decide to
invest in the Offer Shares.

OVERVIEW

We are a clinical-stage biopharmaceutical company committed to the discovery,
acquisition, development and commercialization of differentiated targeted therapies to address
unmet medical needs in cancer treatment. Since our inception in 2017, we have built a pipeline
with 11 drug candidates, including Core Product TY-9591, six clinical stage products, and four
preclinical stage or early clinical development stage products. We are currently conducting a
pivotal Phase II clinical trial of TY-9591 monotherapy as first-line treatment of brain
metastases from non-small cell lung cancer (“NSCLC”) with epidermal growth factor receptor
(“EGFR”) mutations in China, as well as a registrational Phase III clinical trial of TY-9591
monotherapy as first-line treatment in locally advanced (stage IIIb to IV) or metastatic NSCLC
with EGFR L858R mutation in China.

THERE IS NO ASSURANCE THAT WE WILL ULTIMATELY BE ABLE TO
DEVELOP AND MARKET OUR CORE PRODUCT OR ANY OF OUR PIPELINE
PRODUCTS SUCCESSFULLY.
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SUMMARY

Our Business Model

Our core business model involves internally discovering, acquiring, developing, and
commercializing small molecule drugs and other innovative drug species related to small
molecule drugs to address unmet needs in cancer treatment, especially in lung cancer. We have
developed in-house R&D capabilities that cover not only early-stage drug discovery, chemical
synthesis and selection, but also clinical development and regulatory affairs. In addition, we
have been actively seeking global and regional partnerships with leading pharmaceutical
companies to maximize the clinical and commercial value of our drug candidates. As our Core
Product TY-9591 enters pivotal clinical trial stage, we are in the process of establishing our
in-house cGMP-compliant manufacturing facility in Huzhou, Zhejiang Province, which is
expected to commence commercial-scale manufacturing by the end of 2025. We also plan to
establish sales and marketing capabilities through a combination of in-house efforts and
working with external partners to secure our success in commercializing this product in China.

OUR DRUG CANDIDATES

The field of cancer treatment has developed significantly in the past century.
Conventionally, treatment methods such as surgery, radiotherapy, and chemotherapy have been
widely utilized to fight against tumor cells, but they have been proven to be deficient due to
side effects and limited efficacy. The development of targeted therapies, which target specific
molecules, generally proteins, enzymes, a signaling pathway, or genetic changes that play a
role in the spread of cancer, has embarked on a new era of cancer treatment with enhanced
specificity and efficacy. According to Frost & Sullivan, currently, for early stage patients, the
primary treatments are surgery, radiotherapy and chemotherapy. Surgery is often recommended
for eligible patients, while radiotherapy and chemotherapy are often used for inoperable
patients. For advanced stage patients, surgery is usually not considered due to spread of the
tumor and potential metastasis. In addition to radiotherapy and chemotherapy, recommended
treatments also include targeted therapy or immunotherapy. The treatments approved for
different treatment lines vary depending on the cancer type. For example, for advanced NSCLC
patients with driver genes such as EGFR mutations and ALK rearrangement, the first-line
treatment is targeted therapy, and the second-line treatments include targeted therapy and
chemotherapy, depending on the types of resistance mutations. For details on the history of
cancer treatment development, see “Industry Overview — Major Indications.”

As a company focused on the development of small molecule targeted therapies for cancer
treatment, we have built a pipeline with 11 drug candidates. An introduction to these products
is listed below:

Core Product TY-9591 — A Third-Generation EGFR-TKI

TY-9591 is a third-generation EGFR-tyrosine kinase inhibitor (“TKI”) with antitumor
effects on EGFR mutations. It can irreversibly bind to certain EGFR mutants including exon
21 L858R mutation, exon 19 deletion, L858R/T790M mutation, and exon 19 deletion/T790M
mutation, and thus inhibit the downstream signaling cascade, such as Ras/Raf/MEK/ERK or
phosphoinositide 3-kinase (“PI3K”)/protein kinase B (“AKT”) pathway, ultimately inhibiting
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the proliferation and metastasis of cancer cells. TY-9591 was developed through modifications
of osimertinib to enhance its safety, allowing for a higher administration dosage and thus,
potentially, improved efficacy. Specifically, TY-9591 was modified by replacing certain
hydrogen atoms in osimertinib with deuterium to reduce or slow down the breakdown of
osimertinib. Such modifications may retain the advantages of osimertinib, but also affect the
way that osimertinib is metabolized, which may reduce the formation of the metabolite
TY-9591-D1 (AZ5104). Based on preclinical studies, TY-9591-D1 (AZ5104) is showed to have
much higher affinity to normal cells that express EGFR without mutations, and thus is the
major cause of adverse events (“AEs”) of TY-9591 and osimertinib. By reducing the
production of TY-9591-D1, TY-9591 is expected to be safer than osimertinib and can be
administered at a higher dose level, leading to improved antitumor efficacy and a higher level
of blood-brain entry. In a Phase I clinical trial in healthy subjects, we investigated the mean
drug metabolite concentration-time profiles after a single oral dose of 80 mg TY-9591 and
osimertinib in healthy subjects. Compared to osimertinib, the results showed an approximately
50% reduction in metabolite TY-9591-D1 exposure levels after TY-9591 administration,
indicating that TY-9591 may have an improved safety profile than osimertinib. In addition,
although not a head-to-head comparison, clinical data from our Phase Ib study showed that
TY-9591 has demonstrated promising efficacy and safety profile with the median PFS of 21.5
months, confirmed objective response rate (“ORR”) of 85.9% and confirmed disease control
rate (“DCR”) of 94.9% in NSCLC patients with EGFR mutations (L858R/exon 19 deletion).
For more details on the mechanism of action of TY-9591, see “Business — Drug Candidates
— Core Product: TY-9591 — A Third-Generation EGFR-TKI — Competitive Advantages.”

We are currently investigating TY-9591 in brain metastases from NSCLC with EGFR
mutations and in locally advanced (stage IIIb to IV) or metastatic NSCLC with EGFR L858R
mutation. While there are a number of third-generation EGFR-TKIs approved for sale in China
and worldwide, no drug has been approved and marketed for brain metastases from NSCLC,
demonstrating urgent unmet clinical needs. Results from our Phase Ib and Phase II clinical
studies of TY-9591 monotherapy in advanced NSCLC have demonstrated a strong clinical
efficacy. Among 29 evaluable NSCLC treatment-naive patients with brain metastases enrolled
in these studies, we observed that 25 patients reached intracranial partial response (“PR”) and
four reached complete response (“CR”), with an intracranial ORR of 100%. Although not a
head-to-head comparison, this outcome outperformed the confirmed 77% intracranial ORR
observed in NSCLC brain metastases patients treated by osimertinib in the Phase IIl FLAURA
trial. In the Phase II study, we observed that the overall incidence of serious adverse events
(“SAEs”) was only 8.3% and treatment-related SAEs was as low as 8.3%, demonstrating a
favorable safety profile.
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Furthermore, TY-9591 may deliver improved efficacy compared to osimertinib in NSCLC
patients with the EGFR L858R mutation. Osimertinib exhibited a median progression-free
survival (“PFS”) of 18.9 months for both EGFR exon 19 deletion and L858R mutation.
However, NSCLC patients with EGFR L858R mutation showed significantly shorter PFS of
14.4 months compared to 21.4 months PFS observed in EGFR exon 19 deletion cases,
according to the Phase III FLAURA study. Therefore, there exists an unmet clinical need to
enhance the clinical outcomes for NSCLC patients with EGFR L858R mutation. Clinical data
from our Phase Ib study showed that among NSCLC patients with EGFR L858R mutation,
first-line TY-9591 treatment achieved a significantly prolonged median PFS comparing to
osimertinib treatment in the Phase III FLAURA trial (19.3 months in 36 patients vs. 14.4
months in 104 patients) based on a non-head-to-head comparison. Since the PFS data for
NSCLC patients with EGFR L858R mutation from the FLAURA China cohort is not publicly
available, and the efficacy data from the FLAURA global cohort is generally better than that
of the China cohort, we compared our clinical results with the data for NSCLC patients with
EGFR L858R mutation from the FLAURA global cohort.

We are currently conducting a pivotal Phase II clinical trial of TY-9591 monotherapy as
first-line treatment in brain metastases from NSCLC with EGFR mutations in China, for which
we expect to complete patient enrollment in the third quarter of 2024. For the rationale behind
conducting a pivotal Phase II trial instead of a registrational Phase III trial of TY-9591 in
patients with brain metastases from NSCLC with EGFR mutations, see “Business — Our Drug
Candidates — Core Product: TY-9591 — A Third-Generation EGFR-TKI — Clinical
Development Plan.” In addition, we are conducting a registrational Phase III clinical trial of
TY-9591 monotherapy as first-line treatment in locally advanced (stage IIIb to IV) or
metastatic NSCLC with EGFR L858R mutation in China, for which we expect to complete
patient enrollment in the fourth quarter of 2024. According to Frost & Sullivan, TY-9591 is the
only EGFR-TKI worldwide that is currently undergoing a head-to-head registrational trial
directly comparing its efficacy with osimertinib. To fully explore the potential of TY-9591, we
also applied for and received IND approval for conducting Phase II and Phase III clinical trials
of TY-9591 in combination with pemetrexed and cisplatin or carboplatin as first-line treatment
in advanced or metastatic NSCLC with EGFR mutations in March 2024, and expect to
commence a Phase II trial in the second half of 2024.

Addressable Markets and Competitive Landscape

NSCLC is any type of epithelial lung cancer other than small cell lung cancer (“SCLC”),
accounting for 85% of lung cancer. According to Frost & Sullivan, among all NSCLC patients,
EGFR mutation predominantly constitutes 50.2% in China in 2023. Among them, exon 19
deletion and exon 21 L858R mutation account for 85% of EGFR mutations, with exon 19
deletion contributing 44.8% and exon 21 L858R contributing 39.8% to the overall EGFR
mutation profile. The EGFR-TKI market focusing on exon 21 L858R mutation increased from
RMB1.4 billion in 2017 to RMBS5.6 billion in 2023, representing a compound annual growth
rate (“CAGR?”) of 26.2%, and is projected to further grow to RMB11.9 billion in 2033 with a
CAGR of 7.8% from 2023 to 2033. Upon approval of the third-generation EGFR-TKIs for
marketing, these drugs rapidly occupied the market with the majority of NSCLC patients with
EGFR mutations undergoing treatment with them, leading to a surge in the market size during
2017 to 2023. As market penetration slows down and the prices of third-generation EGFR-TKIs
are expected to remain relatively stable, the market size is projected to grow steadily during
2023 to 2033. For details about the market size of EGFR-TKIs, see “Industry Overview —
EGFR-TKI Drugs Market.”
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Brain metastases occur when cancer cells spread from their original site to the brain. Lung
cancer is among the cancer types that most likely cause brain metastases. The annual incidence
of lung cancer in China is 1,015.5 thousand in 2023 and the incidence of brain metastases in
patients with advanced NSCLC can be nearly 25% at diagnosis, approximately 30% to 55% of
NSCLC patients develop brain metastases during treatment. From 2017 to 2023, the number of
new patients with brain metastases from lung cancer in China increased from 137.6 thousand
to 166.3 thousand, and is estimated to reach 218.0 thousand in 2033. The natural average
survival of NSCLC patients with brain metastases, i.e. the average survival period for NSCLC
patients with brain metastases without any treatment, is only one to two months, and the
prognosis is poor, which seriously jeopardizes patients’ lives and quality of life.

The last three columns of the table below set forth a summary of the targeted patient
population of TY-9591 by indications:

Summary of Targeted Patient Population of TY-9591%*

Advanced or Brain Advanced or
Metastatic Metastases Metastatic
NSCLC NSCLC with  from NSCLC  NSCLC with
with EGFR EGFR with EGFR  EGFR L858R
Lung Cancer NSCLC Mutations Mutations Mutations Mutation
Patient 1,015.5 863.2 4333 201.9 112.9 80.4 thousand
Population thousand thousand thousand thousand thousand
(in 2023 in
China). . . . .
Patient 100% Approximately Approximately Approximately Approximately Approximately
Percentage . . 85% of all 50.2% of all ~ 46.6% of all ~ 47.5% to 39.8% of all
lung cancer ~ NSCLCs NSCLC 66.3% of all  advanced or
patients patients patients advanced or  metastatic
with EGFR  metastatic NSCLC
mutations***  NSCLCs patients
patients** with EGFR
mutations
Notes:
* For details of addressable market size and targeted patient population of TY-9591, see “Industry Overview —

Major Indications — NSCLC.”

wE According to Frost & Sullivan, specific data for brain metastases in NSCLC patients with EGFR mutations is
not available. However, it is believed that percentage of NSCLC patients with brain metastases may also apply
to brain metastases in NSCLC patients with EGFR mutations as there is no reliable evidence of a significant
discrepancy.

#%k%  According to the Treatment Guidelines for Stage IV Primary Lung Cancer in China (2023), about 46.6% of
patients are diagnosed with stage IIIb to IV at the time of initial diagnosis. However, according to interviews
with industry experts, approximately 50% are stage IV patients, as disclosed in “Industry Overview.” There is
a gap between literature statistics and empirical data.

Source: Frost & Sullivan Analysis
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As of the Latest Practicable Date, there were six third-generation EGFR-TKIs approved
for NSCLC with EGFR exon 19 deletion, exon 21 L858R and exon 20 T790M in China, and
only befotertinib, furmonertinib, almonertinib, and osimertinib were approved as first-line

treatment. None of these drugs were indicated for brain metastases from lung cancer. The

third-generation EGFR-TKI market is highly competitive. The tables below illustrate the
efficacy and the competitive landscape of marketed third-generation EGFR-TKIs for NSCLC

in China:

Efficacy of EGFR-TKIs Approved by the NMPA

mPFS(month)

2023 Global

Drug Name | Brand Name | Target Generation Company Indications Line | Approval Date Sales

Ex19del 58 Overall

Sanhome

Rilertinib Sanrisso EGFR 3"-generation NSCLC 13.8 9.7 12.6 2 Jine 2024-06-17

Pharmaceutical

Rezivertinib ~ Undisclosed EGFR 3t_generation Beta Pharma NSCLC 12.4 10.3 122 20 Jine 2024-05-20
Befotertinib Surmana EGFR 3r_generation Betta Pharma NSCLC NE 17.9 22.1 1 line 2023-10-12
af Allist
L e S ¥ 9.3 st -06-
Furmonertinib Ivesa EGFR 3t_generation Pharmaceutical NSCLC 20.8 13.4 19.3 1* line 2022-06-28

Almonertinib Ameile EGFR 3r_generation Hansoh Pharma NSCLC Undisclosed 20.8 1* line 2021-12-16

Osimertinib Tagrisso EGFR 3-generation Astrazeneca NSCLC 21.6 14.2 18.9 1* line 2019-08-30

Abbreviation: NE = not evaluated.

Source: NMPA, Frost & Sullivan Analysis

Competitive Landscape of EGFR-TKIs Approved by the NMPA

(million USD)

NA

NA

Undisclosed

274.0

Undisclosed

5,799

Treatment Cost

(RMB/month)

Drug Name | Brand Name Mutation Subtype Lg;‘::::::ﬁ?ﬂ;:;‘ Cogg[e)iby El:;;ﬁ:;bl;;i)ce
Rilertinib Sanrisso EGFR T790M Monotherapy No NA
Rezivertinib Undisclosed EGFR T790M Monotherapy No NA
Befotertinib Surmana EGFR Ex19del, L858R, T790M Monotherapy Yes 2,862.4
Furmonertinib Ivesa EGFR Ex19del, L858R, T790M Monotherapy Yes 2,494.5
Almonertinib Ameile EGFR Ex19del, L858R, T790M Monotherapy Yes 2,016.0
Osimertinib Tagrisso EGFR Ex19del, L858R, T790M Monotherapy Yes 4,966.2

Source: NMPA, Frost & Sullivan Analysis

NA

NA

8,587.2

4,989.0

53454

4,966.2
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As of the Latest Practicable Date, nine third-generation EGFR-TKI candidates were in
clinical development for NSCLC and two of them were indicated for NSCLC with brain
metastases, among which TY-9591 was the most clinically advanced EGFR-TKI candidate. The
table below illustrates the competitive landscape of clinical-stage third-generation EGFR-TKIs
for NSCLC in China:

Drug ) y — § | ) . 5 Clinical . . First Posted
Name/Code Votation Subtype
1

L858R NSCLC 2022-05-19
TY-9591 EGFR TYK Medicines, Inc Osimertinib .
Ex19del, L858R, T790M A RECIUC wilin 2021-11-16
(Pivotal) Brain metastases
Abivertinib  BTK, EGFR Ex19del, L858R, T790M St e Gefitinib I NSCLC 2019-04-09
Pharmaceutical
FHND9041 EGFR Ex19del, L858R, T790M (it e L Afatinib it NSCLC 2021-08-31
Pharmaceutical
Limertinib EGFR Ex19del, L858R, T790M Aemlang Gefitinib I NSCLC 2019-08-29
Pharmaceutical
Kenitinib EGFR Ex19del, L858R Suzhou Teligene NA n  NSCLCwithBrain =00 5 1p
metastases
TQB3456 EGFR Ex19del, L858R, T790M O aardin= NA I NSCLC 2018-08-31
Pharmaceutical
QLHI1811 EGFR Ex19del, L858R, T790M  Qilu Pharmaceuticals NA I NSCLC 2022-09-22
YZJ-0318 EGFR Ex19del, L858R, T790M Mg e NA I NSCLC 2018-01-28
Pharmaceutical
DZD6008 EGFR Ex19del, L858R, T790M Dizal Pharma NA I NSCLC 2024-05-24

Source: CDE, Frost & Sullivan Analysis

For details about the competitive landscape of third-generation EGFR-TKIs, see
“Industry Overview — EGFR-TKI Drugs Market — EGFR-TKI — Competitive Landscape of
Third-Generation EGFR-TKIs in China.”

TY-302

TY-302 is a potent, selective oral cyclin-dependent kinase 4/6 (“CDK4/6”) inhibitor
developed for the treatment of advanced solid tumors, including breast cancer and prostate
cancer. Targeting CDK4/6, a key cell cycle regulator, TY-302 suppresses the phosphorylation
of the retinoblastoma protein (“Rb”), preventing proliferation of cancer cells. TY-302 was
modified by H/D exchange of palbociclib, the best-selling CDK4/6 inhibitor in the world.
Based on the preliminary safety data collected through our current Phase I/II clinical trial,
TY-302 achieved an improved safety profile in respect of AEs in general, especially AEs
related to infectious disease, skin and subcutaneous tissue and GI system, based on a
non-head-to-head comparison. In addition, TY-302 has achieved encouraging efficacy in breast
cancer. We observed that TY-302 achieved a DCR of 71.4% in 14 recruited breast cancer
patients who had failed prior two or more lines of treatments. We expect to further investigate
the combination therapy of TY-302 with toremifene in third- or later-line estrogen receptor
positive (“ER+”)/human epidermal growth factor receptor 2-negative (“HER2-") breast
cancer that has progressed after second-line endocrine therapy. In addition, we plan to
commence a Phase II clinical trial of TY-302 in prostate cancer in the second half of 2024,
exploring TY-302 in combination with abiraterone for the treatment of metastatic castration-
resistant prostate cancer (“mCRPC”), which is an advanced prostate cancer that is challenging
to treat with no responding to the standard of care treatment, endocrine therapy. For more
details, see “Business — Our Drug Candidates — Key Product: TY-302 — CDK4/6 Inhibitor.”
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Addressable Markets and Competitive Landscape

Breast cancer is the most common cancer in women, and its incidence rises with age,
increasing year by year as women age. The number of new breast cancer cases in China
increased from 315.2 thousand in 2017 to 345.5 thousand in 2023, and is projected to reach
376.9 thousand in 2033. ER+/HER2- breast cancer is the most common breast cancer subtype,
representing approximately 70% of patients.

Prostate cancer is an epithelial malignant tumor that occurs in the prostate. It is the most
common malignant tumor of the male genitourinary system. The number of new cases of
prostate cancer in China grew from 97.3 thousand in 2017 to 132.7 thousand in 2023. This
number is expected to continue to grow and reach 189.1 thousand in 2033. Almost all advanced
prostate cancer patients, after undergoing hormonal therapy, will eventually progress to CRPC,
with mCRPC being the primary cause of patient death. The main goal for treating mCRPC is
to control symptoms and slow progress.

As of the Latest Practicable Date, there were five cyclin-dependent kinase (“CDK”)
inhibitors approved and marketed globally, namely, palbociclib, abemaciclib, dalpiciclib,
trilaciclib and ribociclib, all of which targeted CDK4/6. Among these, four were approved for
combination use with endocrine therapy. The global CDK4/6 inhibitors market has grown from
US$3.2 billion in 2017 to US$10.7 billion in 2023 at a CAGR of 22.2%. With an increasing
number of CDK4/6 inhibitors coming to market, the market size will continue to expand in the
future, and the global CDK4/6 inhibitors market is expected to reach approximately US$16.1
billion and US$26.2 billion in 2027 and 2033, respectively, with a CAGR of 10.6% from 2023
to 2027 and a CAGR of 8.5% from 2027 to 2033.

As of the Latest Practicable Date, there were 26 CDK inhibitor candidates under
development in China, among which TY-302 was the only CDK4/6 inhibitor indicated for
prostate cancer. For details about the competitive landscape of CDK inhibitors, see “Industry
Overview — CDK Inhibitor Drugs Market — Competitive Landscape of CDK Inhibitors
Globally and in China.”

TY-2136b

TY-2136b is an internally developed, oral ROS proto-oncogene 1 (“ROS1”)/neurotrophic
tyrosine receptor kinase (“NTRK?”) inhibitor for the treatment of solid tumors. It was designed
to efficiently bind with the active kinase conformation and avoid steric interference from a
variety of clinically resistant mutations. The compact structure is believed to allow TY-2136b
to precisely and efficiently bind into the adenosine triphosphate (“ATP”) binding pocket of the
kinase, and potentially circumvent the steric interference that results in resistance to bulkier
kinase inhibitors. For more details on the mechanism of action of TY-2136Db, see “Business —
Our Drug Candidates — Key Product: TY-2136b — ROS1/NTRK Inhibitor — Mechanism of

29

Action.” Our current primary focus lies on NSCLC with ROS1 or NTRK mutation, a
demographic estimated to reach 56.2 thousand new cases worldwide in 2033, according to

Frost & Sullivan.

— 10 =



SUMMARY

TY-2136b has demonstrated encouraging safety profile in preclinical studies. Also
according to our preclinical data, TY-2136b is not only effective against ROS1/NTRK
oncogenic gene mutations, but also exhibits high selectivity of ROS1 and NTRK mutations
such as ROS1 G2032R mutation and NTRK G595R, which commonly contribute to resistance
against existing ROS1/NTRK drugs. Specifically, despite its targeting multiple mutations,
TY-2136b does not interfere with JAK/STAT signaling pathway, inhibit Ba/F3 cells
overexpressing ABL1 (H396P) mutant kinase, or disrupt SRC kinase activity. In addition, its
preliminary efficacy against ROS1 and NTRK mutations has been demonstrated across
multiple animal models, showcasing its potential to address drug resistance against existing
ROSI/NTRK drugs. As a result, the FDA has granted Orphan Drug Designation to TY-2136b
for the treatment of ROSI-positive, NTRK fusion-positive, anaplastic lymphoma kinase
(“ALK”)-positive or leukocyte receptor tyrosine kinase (“LTK”)-positive NSCLC.
Furthermore, its potential has been recognized and endorsed by Livzon and we have
out-licensed the Greater China rights of TY-2136b to Livzon. For more details on the
mechanism of action of TY-2136b, see “Business — Our Drug Candidates — Key Product:
TY-2136b — ROS1/NTRK Inhibitor — Competitive Advantage.”

Livzon is currently conducting a Phase Ib clinical trial of TY-2136b in China under IND
approval from the National Medical Products Administration of the PRC (“NMPA”) obtained
in February 2022 and we are conducting a Phase I clinical trial in the U.S. under FDA’s implied
IND approval obtained in November 2021. Leveraging Phase I clinical data collected both in
China and the U.S., we will communicate with the FDA and carefully design our future clinical
development plan of TY-2136b in the U.S. For details of clinical development plan of
TY-2136b, see “Business — Key Product: TY-2136b — ROS1/NTRK Inhibitor — Clinical
Development Plan.”

Addressable Markets and Competitive Landscape

According to Frost & Sullivan, the global ROS1/NTRK-TKI market grew from US$70.7
million in 2017 to US$332.0 million in 2023, reflecting a CAGR of 29.4%. The global
ROS1/NTRK-TKI market is forecasted to reach US$602.0 million in 2027 and ultimately to
US$1,052.9 million in 2033, representing a CAGR of 16.0% from 2023 to 2027 and a CAGR
of 9.8% from 2027 to 2033. The ROS1/NTRK-TKI market in China has developed at a faster
pace, increasing from RMB15.7 million in 2017 to RMB252.6 million in 2023, demonstrating
a CAGR of 58.8%. The ROSI/NTRK-TKI market in China is projected to further grow to
RMB514.2 million in 2027 and RMB860.5 million in 2033, with a CAGR of 19.4% from 2023
to 2027 and a CAGR of 9.0% from 2027 to 2033.

In China, ROS1 mutation accounts for approximately 1.5% of all NSCLC patients, while
NTRK mutation accounts for approximately 1.0% of all NSCLC patients. From 2017 to 2023,
the number of new cases of NSCLC with ROS1 or NTRK mutation worldwide increased from
36.8 thousand to 43.3 thousand, representing a CAGR of 2.7%. It is estimated that the number
of new patients of NSCLC with ROS1 or NTRK mutation worldwide will reach 56.2 thousand
in 2033. From 2017 to 2023, the number of new cases of NSCLC with ROS1 or NTRK
mutation in China increased from 17.9 thousand to 21.6 thousand, representing a CAGR of
3.2%. It is estimated that the number of new cases of NSCLC with ROS1 or NTRK mutation
in China will reach 28.3 thousand in 2033.
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As of the Latest Practicable Date, four ROS1/NTRK-TKIs had secured approval from the
FDA, including entrectinib by Roche, crizotinib by Pfizer, repotrectinib by BMS, and
larotrectinib by Bayer, and there were five ROS1/NTRK-TKIs that secured approval from the
NMPA. As of the Latest Practicable Date, there were 30 ROS1/NTRK-TKI candidates under
clinical development globally. Among them, there were four candidates that simultaneously
target both ROS1 and NTRK with the most clinically advanced candidate in the Phase II
clinical stage. For details about the competitive landscape of ROS1/NTRK inhibitors, see
“Industry Overview — ROSI/NTRK-TKI Market — Competitive Landscape of
ROSI/NTRK-TKIs.”

Other Pipeline Products

Our clinical products include the followings:

. TY-2699a is a selective CDK?7 inhibitor designed for the treatment of
advanced/metastatic solid tumors. Our preclinical studies showed that TY-2699a
potentially has improved safety window with blood-brain barrier penetration
capability. TY-2699a received implied IND approval from the FDA and IND
approval from the NMPA in February 2023 and May 2023, respectively. We are
currently conducting a Phase I clinical trial of TY-2699a monotherapy or
combination therapy in locally advanced or metastatic solid tumors (especially in
SCLC and triple-negative breast cancer (“TNBC”)) in China. We expect to
commence Phase Ib clinical trial in the first quarter of 2025.

. TY-0540 is a selective CDK2/4/6 inhibitor intended for the treatment of
advanced/metastatic solid tumors. Despite the transformative impact of CDK4/6
inhibitors on HR+/HER2—- breast cancer treatment, significant challenges persist,
notably primary and acquired resistance. According to Frost & Sullivan,
approximately 20% of patients exhibit primary resistance to CDK4/6 inhibitors,
rendering initial therapy ineffective, while others develop resistance within
approximately 25 months. Once resistance occurs, treatment options often entail
higher toxicity and limited clinical benefit, such as mammalian target of rapamycin
inhibitors, leading to the emergence of CDK2/4/6 inhibitors as a novel therapeutic
avenue to curb cancer cell proliferation. We received implied IND approval from the
FDA and the IND approval from the NMPA for conducting Phase I and Phase II
clinical trials of TY-0540 for the treatment of advanced solid tumors in June 2023
and September 2023, respectively. We are currently conducting a Phase I clinical
trial of TY-0540 monotherapy or combination therapy in solid tumors in China, and
expect to commence Phase Ib clinical trial in the first quarter of 2025.

. TY-4028 is a potent, irreversible, oral exon 20 insertion-TKI, targeting locally
advanced or metastatic NSCLC with EGFR exon 20 or HER2 exon 20 insertions.
EGFR exon 20 insertion is the third common mutation in NSCLC, according to Frost
& Sullivan, and among NSCLC patients with EGFR mutation, approximately 7.7%
of patients have EGFR exon 20 insertion in China. Patients with exon 20 insertions
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are associated with primary resistance to targeted EGFR-TKIs and correlate with a
poor patient prognosis. TY-4028 presents an innovative, targeted therapy for this
specific subset of NSCLC patients. We received implied IND approval from the
FDA and the IND approval from the NMPA in April 2023 and June 2023,
respectively. We plan to initiate a Phase I trial of TY-4028 in NSCLC with exon 20
insertion in China in December 2024.

. TY-1091 is a potent and selective rearranged during transfection proto-oncogene
(“RET?”) inhibitor. It is intended for the treatment of advanced NSCLC with RET
gene fusion, advanced medullary thyroid cancer (“MTC”) with RET gene mutation
and other advanced solid tumors with RET gene alterations. We received implied
IND approval from the FDA and the IND approval from the NMPA in August 2022
and December 2022, respectively. We are currently conducting a Phase I clinical
trial of TY-1091 in RET fusion-positive solid tumors in China.

In addition, we are developing a number of drug candidates in preclinical or early clinical
development stage, including TY-1054, TY-1210, TY-0609 and TY-3200.

Our Technology Platforms

We have established four proprietary and fully-integrated technology platforms centered
around the development of new small molecule drugs, which enable us to direct our efforts
towards candidates with the best potential to become clinically active, cost-effective and

commercially viable drugs:

. Drug design and screening platform: Our drug design and screening platform is a
small molecule drug discovery platform, currently focusing on kinase. This platform
comprises two important functions, namely, kinase biology and small molecule drug
discovery. Notably, all our drug candidates (except TY-9591 and TY-302) were
conceived and synthesized within this platform, and have garnered recognition from
domestic pharmaceutical companies. For example, we out-licensed the Greater
China rights of TY-2136b to Livzon when it was in the preclinical stage.

. Druggability evaluation platform: Equipped with a druggability evaluation platform,
we are capable to conduct a wide range of R&D activities in-house, including drug
metabolism and pharmacokinetics (“DMPK”) studies, in vivo and in vitro
bioactivity studies (including animal modeling), toxicity studies, physicochemical
characterization, and chemistry, manufacture, and controls processes (“CMC”) of
drug candidates. We are capable to evaluate the efficacy of our drug candidates
including kinase inhibitors in-house.
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. Translational medicine platform: Our translational medicine platform enables us to
conduct research on the pathogenesis of tumors and neurological disorders, and
systematically search for and identify potential biomarkers and new drug targets.
Using genomics, transcriptomics and proteomics methods, we can systematically
assess drug effects.

. CADD/AIDD platform: Our computer-aided drug design (“CADD”)/artificial
intelligence drug design (“AIDD”) platform is dedicated to aiding our internal drug
discovery team. This platform has yielded several pipeline products. For example,
TY-2136b, designed to target tyrosine kinases ROS1/NTRK, emerged during lead
optimization in CADD. TY-2699a, a CDK?7 inhibitor, employed CADD/AIDD in
compound design, highlighting the value of AIDD in identifying overlooked aspects
to improve therapeutic window.

For details about our technology platforms, see “Business — Research and Development
— R&D Platforms.”

OUR STRENGTHS

We believe the following strengths have contributed to our success and differentiate us
from our competitors:

. Third-generation EGFR-TKI (TY-9591) to address significant market demand;

. Medicinal chemistry-driven development capabilities incubating a strategically
selected pipeline;

. Clinical demand-oriented clinical development strategy;
. Comprehensive in-house R&D and business development capabilities; and

. Experienced and visionary management team backed by support from renowned
Shareholders.

OUR STRATEGIES
We intend to capitalize on our competitive strengths by pursuing the following strategies:
. Accelerate the clinical development of our product candidates;
. Continue enhancing R&D capabilities and expanding our pipeline;
. Enhance manufacturing capability and establish commercialization capability; and

. Explore partnership opportunities to maximize the value of our drug candidates and
further expand our product pipeline.
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RESEARCH AND DEVELOPMENT

We consistently devote resources to research and development to pave way for long-term
growth. Our research and development costs in 2022, 2023 and the three months ended March
31, 2024 amounted to RMB229.8 million, RMB249.3 million and RMB64.7 million,
respectively. Our in-house R&D capabilities, built on our proprietary technology platforms, are
backed by our R&D centers in Huzhou, Zhejiang and Zhengzhou, Henan. Our R&D centers are
equipped with advanced laboratories and state-of-art equipment and instruments such as liquid
chromatography, liquid chromatography mass spectrometer, and nuclear magnetic resonance.
We believe that our integrated capabilities give us the agility to formulate our innovation,
registration, commercialization and product optimization strategies that can navigate us
through rapidly changing market needs, enable us to improve pipeline viability and expedite

the product development cycle at a lower cost.

As of March 31, 2024, we had 102 members in our R&D team, around 60% of whom held
master’s or doctoral degrees in relevant fields. The expertise of our team members spans the
entire spectrum of drug development, encompassing drug discovery, medicinal chemistry
design and virtual screening, preclinical pharmaceutical research, drug testing and purification,
formulation development, clinical research, regulatory submissions and platform construction.

Our R&D team is led by Dr. WU Yusheng, the chairperson of our Board, our executive
Director and chief executive officer, who has more than 24 years of experience in biomedical
research and management. Prior to co-founding the Company, Dr. Wu held prominent positions
at world-renowned pharmaceutical companies, such as Schering-Plough Corporation. Dr. Wu
has also been a “State Specially Recruited Expert” (BHZFFE ) as conferred by the
Ministry of Human Resources and Social Security of the PRC (H#& A\ RILANE A 7 & A4t
& JRES) since 2013. Dr. Wu obtained his doctor’s degree in organic chemistry from Iowa
State University of Science and Technology. Dr. Wu has also authored more than 120 scientific
publications in leading chemistry and medicinal chemistry journals and has been granted more
than 40 granted patents.

In addition to Dr. Wu, core members of our R&D team also include Dr. CHEN Shaoqing
and Mr. CHEN Xiugui. Dr. Chen, our senior vice president of the medicinal chemistry
department, has more than 23 years of experience in medicinal chemistry. Dr. Chen worked as
a senior principal scientist at Hoffman-La Roche Inc. for more than 13 years and has served
executive roles in a number of prominent listed companies such as Pharmaron, Inc. (JEHE{L AL
(b5 Br 2E 57 1l Bt 13 A FR 23 7). Dr. Chen obtained his master’s degree and doctor’s degree in
chemistry from the Shanghai Institute of Organic Chemistry, Chinese Academy of Sciences (4
B B2 B A A AL E2BF JT D). Dr. Chen has been accredited as a “National Level Talent” (]
ZHNAA) by the Ministry of Industry and Information Technology of the PRC (HF#E A [ IL:A
Bl T 2E 115 B 1L &B) since October 2023. Mr. Chen, our senior vice president of the clinical and
registration department, has more than 16 years of experience in clinical development and
registration of pharmaceutical products. Mr. Chen worked in prominent pharmaceutical
companies such as Ascletis Pharmaceutical (Hangzhou) Co., Ltd. (t 77 8&3E(HTH) A PR ),
and Betta Pharmaceuticals Co., Ltd. (H#ZEZEZERAH RAF).
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COMMERCIALIZATION

To capture market demand under fierce competition, we will not only build our in-house
sales and marketing capabilities progressively, but also engage contract sales organizations in
China to leverage their sales and marketing expertise and well-established networks and
resources. See “Business — Commercialization.”

INTELLECTUAL PROPERTY

As of the Latest Practicable Date, we had 24 registered trademarks and one domain name,
which we consider to be material to our business. As of the Latest Practicable Date, we held
51 issued patents including 17 issued patents in China, one issued patent in the U.S., and 33
issued patents in other jurisdictions, and 136 patent applications including 41 patent
applications in China, 14 patent applications in the U.S., 65 patent applications in other
jurisdictions, and 16 patent applications under PCT. As of the Latest Practicable Date, for our
Core Product, we held 11 issued patents including three issued patents in China, one issued
patent in the U.S., and seven issued patents in other jurisdictions, and four patent applications
including three patent applications in China and one patent application under PCT.

OUR SUPPLIERS

During the Track Record Period, our major suppliers primarily consisted of (i) suppliers
of raw materials and consumables for our drug development; and (ii) third-party contractors
including contract research organizations (“CROs”) and contract development and
manufacturing organizations (“CDMOs”). See “Business — Research and Development —
Collaboration with Third Parties” and “Business — Manufacturing and Control —
Collaboration with Third Parties.” In 2022, 2023 and the three months ended March 31, 2024,
our purchases from our five largest suppliers in each year/period during the Track Record
Period in the aggregate accounted for 51.8%, 38.8% and 37.3% of our total purchases in the
respective year/period, respectively, and purchases from our largest supplier in each
year/period during the Track Record Period alone accounted for 20.8%, 10.0% and 9.6% of our
total purchases in the respective year/period, respectively. To the best of knowledge of our
Directors, except for Sichuan Huiyu Pharmaceutical Co., Ltd., all of our five largest suppliers
in each year/period during the Track Record Period are Independent Third Parties. See

“Business — Suppliers.”

SUMMARY OF HISTORICAL FINANCIAL INFORMATION

This summary of key financial information set forth below has been derived from, and
should be read in conjunction with, our consolidated audited financial statements, including the
accompanying notes, set forth in the Accountants’ Report set out in Appendix [ to this
prospectus, as well as the information set forth in “Financial Information.”
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Summary Consolidated Statements of Profit or Loss and Comprehensive Income

The following table summarizes our consolidated statements of profit or loss and
comprehensive income for the periods indicated:

Year Ended December 31, Three Months Ended March 31,

2022 2023 2023 2024

RMB’000 RMB’000 RMB’000 RMB’000
(unaudited)

Revenue ................ 44,242 - - -
Costofsales............. (24,199) - - -
Gross profit . .. .......... 20,043 - - -
Other income and gains. . . . . 16,223 25,428 3,009 4,740
Research and development

COSES . o v i (229,809) (249,252) (54,980) (64,699)
Administrative expenses . . .. (33,539) (59,3006) (10,194) (21,659)
Other expenses and losses . . . (102) (15) (5) (70)
Finance costs. . ........... (15,506) (22,236) (2,137) (2,361)

Change in fair value of

redemption liabilities on

equity shares . .......... (69,112) (77,790) (18,907) (23,729)
Loss before tax. . . ........ (311,802) (383,171) (83,214) (107,778)
Income tax expense........ - - - -
Loss for the year/period . .. (311,802) (383,171) (83,214) (107,778)
Attributable to:

Owners of the Company . . (310,993) (382,427) (83,007) (107,521)

Non-controlling interests . . (809) (744) (207) (257)

Total comprehensive loss
for the year/period . . . . .. (311,802)  (383,171) (83,214) (107,778)

Our research and development costs attributable to our Core Product were RMB84.3
million, RMB129.9 million and RMB49.4 million in 2022 and 2023 and the three months
ended March 31, 2024, respectively.

Our loss for the year increased from RMB311.8 million in 2022 to RMB383.2 million in
2023 primarily due to (i) a decrease in gross profit of RMB20.0 million primarily because we
recognized payments received from Livzon in connection with TY-2136b as revenue in 2022
and the next milestone that would trigger payment obligation of Livzon had not been reached
as of December 31, 2023; (ii) an increase in administrative expenses of RMB25.8 million
primarily due to an increase in listing expenses and an increase in staff costs mainly
attributable to increased compensation level; and (iii) an increase in research and development
costs of RMB19.4 million mainly driven by the advancement of our research and development
activities. Our loss for the period increased from RMB&3.2 million for the three months ended
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March 31, 2023 to RMB107.8 million for the three months ended March 31, 2024, primarily
due to (i) an increase in administrative expenses of RMBI11.5 million primarily due to an
increase in listing expenses and an increase in staff costs mainly attributable to increased
compensation level; and (ii) an increase in research and development costs of RMB9.7 million
mainly driven by the advancement of our research and development activities.

See “Financial Information — Our Consolidated Statements of Profit or Loss and

Comprehensive Income.”

Summary of Certain Selected Items From the Consolidated Statements of Financial
Position

The following table sets forth selected items from our consolidated statements of

financial position as of the dates indicated:

As of December 31, As of March 31,
2022 2023 2024
RMB’000 RMB’000 RMB’000

Total non-current assets . . . ......... 283,631 339,429 342,409
Total current assets . .............. 274,730 233,709 260,584
Total assets . . . .................. 558,361 573,138 602,993
Total current liabilities. . . ... ... .... 962,240 1,300,979 1,372,307
Net current liabilities. . . ... ... .. .. (687,510) (1,067,270) (1,111,723)
Total non-current liabilities ... ... ... 96,870 152,192 165,359
Total liabilities . . ... ... .......... 1,059,110 1,453,171 1,537,666
Net liabilities . .. ... ............. (500,749) (880,033) (934,673)
Controlling interests. . .. ........... (505,940) (884,480) (938,863)
Non-controlling interests . .......... 5,191 4,447 4,190
See “Financial Information — Discussion of Certain Selected Items From The

Consolidated Statements of Financial Position.”

Our net liabilities increased from RMB500.7 million as of December 31, 2022 to
RMB880.0 million as of December 31, 2023, primarily attributable to total comprehensive loss
of RMB383.2 million mainly driven by the research and development costs we incurred and an
increase in fair value of the Shares held by Pre-IPO Investors. Our net liabilities further
increased from RMB®&880.0 million as of December 31, 2023 to RMB934.7 million as of March
31, 2024, primarily attributable to total comprehensive loss of RMB107.8 million mainly
driven by the research and development costs and administrative expenses we incurred and an
increase in fair value of the Shares held by Pre-IPO Investors, partially offset by the issue of
new Shares of RMBS50.0 million.

— 18 =



SUMMARY

Our net current liabilities increased from RMB687.5 million as of December 31, 2022 to
RMB1,067.3 million as of December 31, 2023, primarily attributable to (i) an increase in
redemption liabilities on equity shares of RMB262.8 million mainly due to an increase in fair
value of the Shares held by Pre-IPO Investors, and (ii) a decrease in financial assets at FVTPL
of RMB146.7 million primarily due to the redemption of certain wealth management products
in 2023. Our net current liabilities remained relatively stable at RMB1,067.3 million as of
December 31, 2023 and RMB1,111.7 million as of March 31, 2024.

The financial liabilities at FVTPL we recorded as redemption liabilities on equity shares
will be re-designated from liabilities to equity as a result of the termination of all special rights
of the Pre-IPO Investors upon the Listing (see “History, Development and Corporate Structure
— Principal Terms of the Pre-IPO Investments” for more details). As a result, our redemption
liabilities on equity shares will be re-designated from liabilities to equity. Considering the
re-designation of redemption liabilities on equity shares and the estimated net proceed from the
Global Offering, we expect our net liability and net current liability positions to turn into net
asset and net current asset positions upon the completion of the Global Offering.

Summary of Consolidated Cash Flow Statements

The following table sets forth our consolidated statements of cash flows for the periods
indicated.

Year Ended December 31, Three Months Ended March 31,

2022 2023 2023 2024

RMB’000 RMB’000 RMB’000 RMB’000
(unaudited)

Cash used in operations

before movements in

working capital ......... (218,397) (251,991) (58,035) (65,544)
Changes in working capital . . (1,656) 51,047 1,049 (18,374)

Net cash flows used in

operating activities. . ... .. (220,053) (200,944) (56,986) (83,918)
Net cash flows (used in)/from

investing activities . . ... .. (158,165) 73,008 20,428 (142,294)
Net cash flows generated

from financing activities . . 351,139 223,997 57,541 116,590

Net (decrease)/increase in

cash and cash equivalents . (27,079) 96,061 20,983 (109,622)
Cash and cash equivalents at

beginning of

the year/period.......... 117,841 90,762 90,762 186,830
Effect of foreign exchange
rate changes, net ........ - 7 - -

Cash and cash equivalents
at end of the year/period . 90,762 186,830 111,745 77,208
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For the years ended December 31, 2022 and 2023 and the three months ended March 31,
2024, we had net cash outflows from operating activities of RMB220.1 million, RMB200.9
million and RMB83.9 million, respectively, which were primarily attributable to our research
and development costs and administrative expenses incurred during the Track Record Period.

Our Directors are of the opinion that, taking into account the financial resources available
to us, including cash and cash equivalents and the estimated net proceeds from the Global
Offering, and considering our cash burn rate, we have available sufficient working capital to
cover at least 125% of our costs, including general, administrative and operating costs
(including any production costs), research and development costs, and business development
and marketing expenses, for at least the next 12 months from the date of this prospectus.

Our cash burn rate refers to the average monthly amount of net cash used in operating
activities, payment for property, plant and equipment and lease payments including related
interests. We estimate that we will receive net proceeds of approximately HK$506.3 million in
the Global Offering, at an Offer Price of HK$12.10 per Share. Assuming an average cash burn
rate going forward of 1.2 times the level in the Track Record Period, we estimate that our cash
and cash equivalents and financial assets measured at FVTPL as of March 31, 2024 will be able
to maintain our financial viability for over 22.0 months from March 31, 2024, without taking
into account 7.0% of the estimated net proceeds from the Global Offering, namely, the portion
allocated for our working capital and other general corporate purposes; or, we estimate we will
be able to maintain our financial viability for over 23.1 months from March 31, 2024, if we
take into account 7.0% of the estimated net proceeds from the Global Offering. We will
continue to monitor our cash flows from operations closely and expect to raise our next round
of financing at least six months after the completion of the Global Offering.

KEY FINANCIAL RATIO

The table below sets forth our key financial ratio as of the dates indicated:

As of December 31, As of March 31,

2022 2023 2024

Current ratio™ . . .. ... ... ... ... ... 0.3 0.2 0.2

Note:

(1) Current ratio equals to current assets divided by current liabilities as of the same date.

Our current ratio during the Track Record Period remained relatively low at 0.3 as of
December 31, 2022, 0.2 as of December 31, 2023 and 0.2 as of March 31, 2024, primarily due
to the significant amount of redemption liabilities on equity shares we recorded as current
liabilities. Our current ratio decreased from 0.3 as of December 31, 2022 to 0.2 as of December
31, 2023, primarily due to an increase in redemption liabilities on equity shares. Our current
ratio remained stable at 0.2 as of December 31, 2023 and March 31, 2024.
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RISK FACTORS

We believe that there are certain risks involved in our operations, many of which are
beyond our control. These risks are set out in the section headed “Risk Factors” in this
prospectus. Some of the major risks we face include:

. We face intense competition and our competitors may discover, develop or
commercialize competing drugs faster or more successfully than we do, which may
adversely affect our ability to successfully commercialize our drug candidates. In
particular, if any of our competitors obtains regulatory approvals for drugs that may
compete with our Core Product or other drug candidates, we may lose our potential
first-mover advantage for certain indications and result in negative impact on our
financial performance;

. Our business and financial prospects depend substantially on the success of our
clinical stage and preclinical stage drug candidates. If we are unable to successfully
complete their clinical development, obtain their regulatory approvals and achieve
their commercialization, or if we experience significant delays in doing any of the
foregoing, our business will be materially harmed;

. We may not be able to identify, discover or develop new drug candidates, or to
identify or develop new indications for our drug candidates, to expand or maintain
our product pipeline;

. We invest substantial resources in research and development in order to develop,
enhance or adapt to new technologies and methodologies, which may not be
successful attempts;

. We have no experience in manufacturing pharmaceutical products, and our business
could be materially and adversely affected if we encounter problems in
manufacturing our future drug products;

. We have no experience in the commercialization of drugs. If we are unable to build,
manage, expand and optimize an effective sales and distribution network for our
drug candidates, either by ourselves or through third parties, we may not be able to
successfully create or increase market awareness of our products or sell our
products, which will materially affect our ability to generate product sales revenue;

. If we and our collaboration partner are unable to obtain and maintain adequate
patent and other intellectual property protection for our drug candidates throughout
the selected markets in the world, or if the scope of such intellectual property rights
obtained is not sufficiently broad or a compulsory license is issued, third parties
could develop and commercialize drug candidates and technologies similar or
identical to ours and compete directly against us, and our ability to successfully
develop and commercialize any of our drug candidates or technologies would be
materially and adversely affected;
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o All material aspects of the research, development and commercialization of
pharmaceutical products are heavily regulated. Any failure to comply with existing
or future regulations and industry standards or any adverse actions by drug approval
authorities against us could negatively impact our reputation and our business,
financial condition, results of operations and prospects;

. We have incurred net losses since inception. We expect to continue to incur net
losses for the foreseeable future and may not be able to generate sufficient revenue
to achieve or maintain profitability; and

. If we are sued for infringing, misappropriating or otherwise violating intellectual
property rights of third parties or engaging in unfair competition, such litigation
could be costly and time-consuming and could prevent or delay us from developing
or commercializing our drug candidates.

Given the high risks involved in our business and our industry in general, you may lose
substantially all your investments in us. You should read the entire section headed “Risk
Factors” in this prospectus before you decide to invest in the Offer Shares.

CONSTRUCTION AND DISPOSAL OF LAND PARCEL

On November 10, 2022, Shanghai Yabao entered into a Contract with the local authority
for the land use right of a parcel of land, which was renewed on June 12, 2024. Pursuant to the
Contract, Shanghai Yabao shall commence construction on the land parcel by the
Commencement Deadline. Pursuant to the Contract and Idle Land Disposal Regulation ( {[¥]
B LHbE B ) ), if Shanghai Yabao fails to commence construction within the specified
time limit, Shanghai Yabao may be subject to the respective Potential Contractual
Consequences and Potential Legal Consequences, which we do not expect to cause any
material adverse impact on our liquidity and working capital sufficiency in the foreseeable
future. As of the Latest Practicable Date, Shanghai Yabao had not commenced construction on
the land parcel.

In addition, we and an Independent Third Party entered into an equity transfer agreement
dated December 18, 2023 and supplemental agreements dated March 13, 2024 and June 5, 2024
in relation to the disposal of Shanghai Yabao, which disposal is subject to prior approval by
relevant authority. See “History, Development and Corporate Structure — Our Subsidiaries.”
As of the Latest Practicable Date, we had not obtained approval from relevant authority for the
disposal of Shanghai Yabao. However, we do not expect to encounter any material impediment
in obtaining such approval. There is no definite timetable for the approval, as it is under the
relevant authority’s discretion despite our amicable and frequent communication with the
authority.
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If we fail to obtain the approval from the relevant authority and thus fail to dispose of
Shanghai Yabao, we still have available sufficient working capital to cover at least 125% of our
costs for at least the next 12 months from the date of this prospectus. Therefore, we do not
expect such failure to result in any material adverse impact on our business, results of
operations and financial condition.

For more information, see “Business — Properties — Owned Properties.”

PRE-TPO INVESTMENTS

Throughout the development of our Group, we received several rounds of Pre-IPO
Investments in a total amount of RMB948.7 million. The valuation of our Company upon
completion of the last round of the Pre-IPO Investments is RMB3,084.2 million. Our broad and
diverse base of Pre-IPO Investors include investors focusing on investment in biotech and
healthcare industry, among which Addor Results, Jiangsu SME, Jiangsu Talent, Houyang
Tongchi and Houji Tongnuo are sophisticated investors. Upon completion of the Global
Offering, each of Addor Results, Jiangsu SME, Jiangsu Talent, Houyang Tongchi and Houji
Tongnuo will hold approximately 2.59%, 1.94%, 0.97%, 1.42% and 3.81% of the total issued
share capital of our Company, respectively. See “History, Development and Corporate
Structure — Principal Terms of the Pre-IPO Investments” in this prospectus.

OUR CONTROLLING SHAREHOLDERS

Immediately upon completion of the Global Offering, Dr. Wu, together with Ms. Zhu,
Tetranov Pharmaceutical, Zhengzhou Derui, Huzhou Derui, Zhengzhou Hongnuo, Tetranov
International Inc, Changxing Liyuan, Changxing Caiyuan and Changxing Gangyuan, will be
entitled to exercise approximately 35.39% voting rights in our Company. Therefore, Dr. Wu,
Ms. Zhu, Tetranov Pharmaceutical, Zhengzhou Derui, Huzhou Derui, Zhengzhou Hongnuo,
Tetranov International Inc, Changxing Liyuan, Changxing Caiyuan and Changxing Gangyuan
are considered as a group of Controlling Shareholders under the Listing Rules. See
“Relationship with our Controlling Shareholders” in this prospectus.

CONNECTED TRANSACTIONS
We have entered into and are expected to continue with certain transactions which will

constitute connected transactions under Chapter 14A of the Listing Rules upon Listing . See
“Connected Transactions” in this prospectus.
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DIVIDEND

We did not declare or pay any dividend during the Track Record Period. We do not
currently have a formal dividend policy or a fixed dividend payout ratio. We currently intend
to retain all available funds and earnings, if any, to fund the development and expansion of our
business and we do not anticipate paying any cash dividends in the foreseeable future.
Investors should not purchase our ordinary shares with the expectation of receiving cash
dividends. Any future determination to pay dividends will be made at the discretion of our
Directors and may be based on a number of factors, including our future operations and
earnings, capital requirements and surplus, general financial condition, contractual restrictions
and other factors that our Directors may deem relevant. Regulations in the PRC currently
permit payment of dividends of a PRC company only out of accumulated distributable after-tax
profits less any recovery of accumulated losses and appropriations to statutory and other
reserves that we are required to make, as determined in accordance with its articles of
association and the accounting standards and regulations in China. As advised by our PRC
Legal Adviser, taking into account the aforesaid, we may not have sufficient or any
distributable profits to make dividend distributions to our Shareholders in a given year, in view
of our accumulated losses, or even if we become profitable, as we will only be able to declare
or pay dividends out of our distributable profits until (i) the accumulated losses are covered by
our after-tax profits, and (ii) sufficient statutory and other reserves are drawn in accordance
with the relevant laws, regulations and our constitutional documents. In light of our
accumulated losses as disclosed in this prospectus, it is unlikely that we will be eligible to pay
dividends out of our profits in the foreseeable future.

APPLICATION FOR LISTING ON THE STOCK EXCHANGE

We have applied to the Listing Committee for the granting of the listing of, and
permission to deal in, the H Shares to be issued by us pursuant to the Global Offering and the
H Shares to be converted from the Unlisted Shares.

THE GLOBAL OFFERING

This prospectus is published in connection with the Hong Kong Public Offering as part
of the Global Offering. The Global Offering comprises:

(1) the Hong Kong Public Offering of initially 4,788,000 Offer Shares (subject to
reallocation as mentioned below) in Hong Kong as described in the subsection
headed “The Hong Kong Public Offering” below; and

(2) the International Offering of initially 43,092,000 Offer Shares (subject to
reallocation as mentioned below) outside the United States in offshore transactions
in reliance on Regulation S and the applicable laws of the jurisdiction where those
offers and sales occur, as described in the subsection headed “The International
Offering” below.
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GLOBAL OFFERING STATISTICS

Based on the Offer
Price of HK$12.10

Market capitalization of our Shares™ ... ... ... ... ... .. .. ... .. HK$4,487 million
Unaudited pro forma adjusted consolidated

net tangible assets per Share® .. ... ... ... ... .. ... . ... ..... HK$1.89
Notes:

(1)  The calculation of market capitalization is based on 370,835,818 Shares expected to be in issue immediately
after completion of the Global Offering, with the reference date being the Listing Date. For more information,
please see “History, Development and Corporate Structure — Capitalization of Our Company.”

(2)  The unaudited pro forma adjusted consolidated net tangible assets per Share is arrived at after adjusting for
the estimated net proceeds from the Global Offering and on the basis of 370,835,818 Shares were in issue,
assuming that the Global Offering has been completed on March 31, 2024. For more information, please see
Note 4 in “Financial Information — Unaudited Pro Forma Statement of Adjusted Net Tangible Assets” and
Note 4 in “Appendix II — Unaudited Pro Forma Financial Information”.

USE OF PROCEEDS

We estimate that we will receive net proceeds from the Global Offering of approximately
HK$506.3 million, after deducting underwriting commissions, fees and other estimated
expenses paid and payable by us in connection with the Global Offering, at an Offer Price of
HKS$12.10 per Share. We intend to use the net proceeds from the Global Offering for the

following purposes:

. 70.0%, or approximately HK$354.4 million, will be used for the research,
development and commercialization of our Core Product, namely, TY-9591;

. 20.0%, or approximately HK$101.3 million, will be used for the research and
development of our other product candidates, including TY-302, TY-2136b, TY-
1091, TY-4028, TY-2699a and TY-0540;

. 3.0%, or approximately HK$15.2 million, will be used for potential strategic
acquisition, investment, in-licensing or collaboration opportunities; and

. 7.0%, or approximately HK$35.4 million, will be used for working capital and other
general corporate purposes.

See “Future Plans and Use of Proceeds.”
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LISTING EXPENSES

Our listing expenses represent professional fees, underwriting commissions and other
fees incurred in connection with the Global Offering. Based on the Offer Price of HK$12.10
per Share, our listing expenses in relation to the Global Offering are estimated to be
approximately RMB66.7 million (HK$73.0 million), representing 12.6% of the gross proceeds.
The listing expenses consist of (i) underwriting-related expenses, including underwriting
commissions, of approximately RMBI18.6 million (HKS$20.3 million), and (ii) non-
underwriting-related expenses of approximately RMB48.1 million (HK$52.7 million),
comprising (a) fees and expenses of our legal advisers and reporting accountants of
approximately RMB24.9 million (HK$27.5 million), and (b) other fees and expenses of
approximately RMB23.2 million (HK$25.2 million).

During the Track Record Period, we incurred listing expenses of RMB25.2 million
(HK$27.6 million), RMB15.7 million (HK$17.2 million) of which was charged to our
consolidated statements of profit or loss, and RMB9.5 million (HK$10.4 million) of which was
attributable to the issue of Shares and will be deducted from equity. We expect to incur
additional listing expenses of approximately RMB41.5 million (HK$45.4 million) after the
Track Record Period, approximately RMB19.9 million (HK$21.8 million) of which is expected
to be charged to our consolidated statements of profit or loss, and approximately RMB21.6
million (HK$23.6 million) of which is attributable to the issue of Shares and will be deducted
from equity upon Listing. The listing expenses above are the latest practicable estimate for
reference only, and the actual amount may differ from this estimate.

RECENT DEVELOPMENTS

Our recent developments of our drug candidates since the end of the Track Record Period
include:

. In April 2024, we obtained implied approval from the FDA for conducting clinical
trials of TY-1054 in solid tumors.

. In July 2024, we obtained IND approval from the NMPA for conducting clinical
trials of TY-1054 in solid tumors.

We have entered into an equity transfer agreement and supplemental agreements to
transfer the entire equity interest in Shanghai Yabao to an Independent Third Party with a
consideration of RMB34,900,000 and we are in the process of completing this transaction.

We expect to continue to incur net loss for the year ending December 31, 2024 as we
continue to advance our research and development activities.

NO MATERIAL ADVERSE CHANGE

Our Directors confirm that, as of the date of this prospectus, there has been no material
adverse change in our business, financial condition and results of operations since March 31,
2024, the end of the period reported in the Accountants’ Report set out in Appendix I to this
prospectus, and up to the date of this prospectus, and there is no event since March 31, 2024
and up to the date of this prospectus that would materially affect the information contained in
the Accountants’ Report set out in Appendix I to this prospectus.
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DEFINITIONS

In this prospectus, unless the context otherwise requires, the following terms and
expressions shall have the meanings set out below.

“Accountants’ Report”

“affiliate(s)”

“AFRC”

“Articles” or “Articles of
Association”

“associate(s)”

“Audit Committee”

“Board” or “Board of Directors”

“Business Day”

“CAGR”

“Capital Market

Intermediary(ies)”

“CCASS”

“Changxing Caiyuan”

the accountants’ report prepared by Ernst & Young, the
text of which is set out in Appendix I to this prospectus

with respect to any specified person, any other person,
directly or indirectly, controlling or controlled by or
under direct or indirect common control with such
specified person

Accounting and Financial Reporting Council

the articles of association of our Company adopted on
July 19, 2024 with effect upon the Listing Date, as
amended, supplemented or otherwise modified from time
to time, a summary of which is set out in Appendix VI to
this prospectus

has the meaning ascribed thereto under the Listing Rules
the audit committee of our Board

the board of Directors

a day on which banks in Hong Kong are generally open
for normal business to the public and which is not a
Saturday, Sunday or public holiday in Hong Kong
compound annual growth rate

the capital market intermediary(ies) as named in the
section headed “Directors, Supervisors and Parties

Involved in the Global Offering” in this prospectus

the Central Clearing and Settlement System established
and operated by HKSCC

Changxing Caiyuan Enterprise Management Partnership
(Limited Partnership) (RELREFAEEMEBAIEAR
%)), a limited partnership established in the PRC on
July 19, 2023, one of our ESOP Platforms and one of our
Controlling Shareholders
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DEFINITIONS

“Changxing Gangyuan”

“Changxing Kangyuan”

“Changxing Liyuan”

“Changzhou Runnuo”

“China” or “the PRC”

“close associate(s)”

“CNIPA”

“Companies Ordinance”

“Companies (Winding Up and
Miscellaneous Provisions)
Ordinance”

“Company” or “our Company”

“connected person(s)”

Changxing Gangyuan Enterprise Management
Partnership (Limited Partnership) (¥ A EES
%fh\%(ﬁﬁﬂ/ﬁ\%)), a limited partnership established in
the PRC on July 18, 2023, one of our ESOP Platforms and
one of our Controlling Shareholders

Kangyuan Pharmaceuticals (Changxing) Co., Ltd. (&5
FRVE S EEA PR/ F]), a company established in the PRC
on March 25, 2021 and a non-wholly owned subsidiary of
our Company

Changxing Liyuan Enterprise Management Partnership
(Limited Partnership) (RBFFARSEE GBI R
%)), a limited partnership established in the PRC on
June 29, 2018 and one of our Controlling Shareholders

Changzhou Runnuo Biotechnology Co., Ltd. (M54
YR A BR/AF]), a company established in the PRC on
August 14, 2014

the People’s Republic of China, which only in the context
of describing PRC rules, laws, regulations, regulatory
authority, and any PRC entities or citizens under such
rules, laws and regulations and other legal or tax matters
in this prospectus, excludes Taiwan, Hong Kong and the
Macau Special Administrative Region of the PRC

has the meaning ascribed thereto under the Listing Rules

China National Intellectual Property Administration ([

R HE SR )

the Companies Ordinance (Chapter 622 of the Laws of
Hong Kong), as amended, supplemented or otherwise
modified from time to time

the Companies (Winding Up and Miscellaneous
Provisions) Ordinance (Chapter 32 of the Laws of Hong
Kong), as amended, supplemented or otherwise modified
from time to time

TYK Medicines, Inc (#77LFEVEREEZERMDARAF), a
joint stock company incorporated in the PRC with limited
liability on November 2, 2017

has the meaning ascribed thereto under the Listing Rules
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DEFINITIONS

“Controlling Shareholders”

“core connected person(s)”

“Core Product”

“Corporate Governance Code”

“COVID-19”

“CSRC”

“Director(s)”

“Dr. Wu”

“EIT”

“EIT Law”

“Employee Incentive Scheme”

“ESOP Platforms”

has the meaning ascribed to it under the Listing Rules and
unless the context otherwise requires, refers to Dr. Wu,
Ms. Zhu, Tetranov Pharmaceutical, Zhengzhou Derui,
Huzhou Derui, Zhengzhou Hongnuo, Tetranov
International Inc, Changxing Liyuan, Changxing Caiyuan
and Changxing Gangyuan, details of which are set forth
in the section headed “Relationship with Our Controlling
Shareholders” in this prospectus

has the meaning ascribed thereto under the Listing Rules

has the meaning ascribed thereto under Chapter 18A of
the Listing Rules and in this context, refers to TY-9591

the Corporate Governance Code as set out in Appendix
CI1 to the Listing Rules

an infectious disease caused by the SARS-CoV-2 virus

China Securities Regulatory Commission (H [l 75 7 B &
EHEZEE)

the director(s) of our Company

Dr. WU Yusheng (%), the chairperson of our Board,
our executive Director, chief executive officer and one of

our Controlling Shareholders
enterprise income tax

the PRC Enterprise Income Tax Law ( {13 A R ALA1E
BEFRIE) )

the employee equity incentive scheme of our Company
which was adopted on May 19, 2023, a summary of the
principal terms of which is set forth in the paragraph
headed “Appendix VII — Statutory and General
Information — Further Information About Our Directors,
Supervisors and Substantial Shareholders — 5. Employee
Incentive Scheme” in this prospectus

Changxing Caiyuan and Changxing Gangyuan
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DEFINITIONS

“Extreme Conditions”

“FINIH

“Frost & Sullivan” or “Industry
Consultant”

“Frost & Sullivan Report”

“General Rules of HKSCC”

“Global Offering”

“Greater China”

e LR ENTS ”

“Group”, “our Group”, “we”,
“us99 OI' 660ur”

“Guangzhou Boji”

the occurrence of “extreme conditions” as announced by
any government authority of Hong Kong due to serious
disruption of public transport services, extensive
flooding, major landslides, large-scale power outage or
any other adverse conditions before Typhoon Signal No.
8 or above is replaced with Typhoon Signal No. 3 or
below

Fast Interface for New Issuance, an online platform
operated by HKSCC for admission to trading and, where
applicable, the collection and processing of specified
information on subscription in and settlement for all new
listings

Frost & Sullivan (Beijing) Inc., Shanghai Branch Co., our
industry consultant

the industry report commissioned by our Company and
independently prepared by Frost & Sullivan, a summary
of which is set forth in the section headed “Industry
Overview” in this prospectus

General Rules of HKSCC published by the Stock
Exchange and as amended from time to time

the Hong Kong Public Offering and the International
Offering

for the purpose of this prospectus, the PRC, Hong Kong,
Macau and Taiwan

the Company and its subsidiaries, or any one of them as
the context may require or, where the context refers to
any time prior to its incorporation, the business which its
predecessors or the predecessors of its present
subsidiaries, or any one of them as the context may
require, were or was engaged in and which were
subsequently assumed by it

Boji Medical Technology Co., Ltd. (1#7 & 886 A
FRZyF]), a company listed on Shenzhen Stock Exchange
(stock code: 300404), whose former name was
Guangzhou Boji Medical & Biotechnological Co., Ltd.

(VM 175 5 B A W B Al A A PR 22 )
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DEFINITIONS

“Guide for New Listing
Applicants”

“H Share(s)”

bl

“H Share Registrar’

“HKFRS”

“HKSCC”

“HKSCC EIPO”

“HKSCC Nominees”

“HKSCC Operational
Procedures”

the Guide for New Listing Applicants published by the
Stock Exchange, as amended, supplemented or otherwise
modified from time to time

ordinary share(s) in the share capital of our Company
with a nominal value of RMB1.00 each, which are to be
subscribed for and traded in Hong Kong dollars and to be
listed on the Hong Kong Stock Exchange

Computershare Hong Kong Investor Services Limited

the Hong Kong Financial Reporting Standards, which
include standards, amendments and interpretations
promulgated by the Hong Kong Accounting Standards
Board (HKASB) and the Hong Kong Accounting
Standards (HKAS) and interpretations issued by the
Hong Kong Accounting Standards Committee (HKASC)

Hong Kong Securities Clearing Company Limited, a
wholly owned subsidiary of Hong Kong Exchanges and
Clearing Limited

the application for the Hong Kong Offer Shares to be
issued in the name of HKSCC Nominees and deposited
directly into CCASS to be credited to your designated
HKSCC Participant’s stock account through causing
HKSCC Nominees to apply on your behalf, by instructing
your broker or custodian who is a HKSCC Participant to
give electronic application instructions through
HKSCC’s FINI system to apply for the Hong Kong Offer
Shares on your behalf

HKSCC Nominees Limited, a wholly-owned subsidiary
of the HKSCC

the Operational Procedures of HKSCC, containing the
practices, procedures and administrative or other
requirements relating to HKSCC’s services and the
operations and functions of CCASS, FINI or any other
platform, facility or system established, operated and/or
otherwise provided by or through HKSCC, as from time
to time in force
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DEFINITIONS

“HKSCC Participant”

“Hong Kong” or “HK”

“Hong Kong dollars” or “HK$”

“Hong Kong Offer Shares”

“Hong Kong Public Offering”

“Hong Kong Stock Exchange” or

“Stock Exchange”

“Hong Kong Underwriters”

“Hong Kong Underwriting
Agreement”

“Huzhou Derui”

“IIT Law”

a participant admitted to participate in CCASS as a direct
clearing participant, a general clearing participant or a
custodian participant

the Hong Kong Special Administrative Region of the
PRC

Hong Kong dollars and cents, respectively, the lawful
currency of Hong Kong

the 4,788,000 H Shares being initially offered by us for
subscription pursuant to the Hong Kong Public Offering
(subject to reallocation as described in the section headed
“Structure of the Global Offering” in this prospectus)

the offer for subscription of the Hong Kong Offer Shares
to the public in Hong Kong, on and subject to the terms
and conditions described in the section headed “Structure
of the Global Offering” in this prospectus

The Stock Exchange of Hong Kong Limited, a wholly
owned subsidiary of Hong Kong Exchanges and Clearing
Limited

the underwriters of the Hong Kong Public Offering as
listed in the section headed “Underwriting” in this

prospectus

the underwriting agreement dated August 9, 2024 relating
to the Hong Kong Public Offering and entered into by,
among others, our Company, the Controlling
Shareholders, the Joint Global Coordinators and the
Hong Kong Underwriters, as further described in the
section headed “Underwriting” in this prospectus

Huzhou Derui Medical Technology Co., Ltd. (¥ %
B 4EPHY A R/ F]), a company incorporated in the PRC
with limited liability on March 3, 2020 and one of our
Controlling Shareholders

the Individual Income Tax Law of the PRC ( (% AR
AN AR N RELE) )
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DEFINITIONS

“Independent Third Party(ies)”

“International Offer Shares”

“International Offering”

“International Underwriters”

“International Underwriting
Agreement”

“IP Legal Adviser”

“Latest Practicable Date”

“Listing”

“Listing Committee”

“Listing Date”

any person(s) or entity(ies) who, to the best of Directors’
knowledge, information and belief having made all
reasonable enquiries is not a connected person of our
Company within the meaning of the Listing Rules

the 43,092,000 H Shares being initially offered by us for
subscription under the International Offering (subject to
reallocation as described in the section headed “Structure
of the Global Offering” in this prospectus)

the conditional placing of the International Offer Shares
at the Offer Price outside the United States in offshore
transactions in reliance on Regulation S under the U.S.
Securities Act or any other available exemption from the
registration requirement under the U.S. Securities Act, on
and subject to the terms and conditions described in the
section headed “Structure of the Global Offering” in this
prospectus

the underwriters of the International Offering listed in the
International Underwriting Agreement

the underwriting agreement relating to the International
Offering which is expected to be entered into on or
around August 16, 2024 by, among others, our Company,
the Controlling Shareholders, the Joint Global
Coordinators and the International Underwriters, as
further described in the section headed “Underwriting” in
this prospectus

JunHe LLP, the legal adviser of our Company as to
intellectual property law in PRC and the United States

August 2, 2024, being the latest practicable date for the
purpose of ascertaining certain information contained in
this prospectus prior to its publication

the listing of the H Shares on the Main Board of the Hong
Kong Stock Exchange

the listing committee of the Hong Kong Stock Exchange

the date, expected to be on or about August 20, 2024, on
which the H Shares are listed and dealings in the H
Shares are first permitted to commence on the Hong
Kong Stock Exchange
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DEFINITIONS

“Listing Rules”

“Livzon”

“Main Board”

“MOFCOM”

“Ms. Zhu”

“NDRC”

“NMPA”

bl

“Nomination Committee’

“NPC”

“Offer Price”

“Offer Shares”

the Rules Governing the Listing of Securities on The
Stock Exchange of Hong Kong Limited, as amended,
supplemented or otherwise modified from time to time

Livzon Pharmaceutical Group Inc. (REEE & 4445 [H I (A
P2y 7]), a company listed on Shenzhen Stock Exchange
(stock code: 000513) and Hong Kong Stock Exchange
(stock code: 01513)

the stock market (excluding the option market) operated
by the Hong Kong Stock Exchange which is independent
from and operated in parallel with the GEM of the Hong
Kong Stock Exchange

Ministry of Commerce of the PRC (% A 4[5 p 15
)

Ms. ZHU Ming Julia, spouse of Dr. Wu and one of our
Controlling Shareholders

the National Development and Reform Commission of

the PRC (H#fE A\ R A0 B0 2 38 R Al & B )

the National Medical Products Administration of the PRC
(B9 K 2 i BB L)), successor to the China Food and
Drug Administration or CFDA ([ 5 £ il 85 i B B8 PR AR
5)

the nomination committee of our Board

the National People’s Congress of the PRC (3 A [k
A A N R AR K E)

HK$12.10 per Offer Share (exclusive of brokerage of
1.0%, SFC transaction levy of 0.0027%, AFRC
transaction levy of 0.00015% and Hong Kong Stock
Exchange trading fee of 0.00565%) at which the Offer
Shares are to be subscribed for and issued pursuant to the
Global Offering as described in the section headed
“Structure of the Global Offering” in this prospectus

the Hong Kong Offer Shares and the International Offer
Shares
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DEFINITIONS

“Overseas Listing Trial
Measures”

“PBOC”

“PCT”

“PRC Company Law”

“PRC Government”

“PRC Legal Adviser”

“PRC Securities Law”

“Pre-IPO Investment(s)”

“Pre-1PO Investor(s)”

“R&D”

the Trial Administrative Measures of Overseas Securities
Offering and Listing by Domestic Companies ( 3% A4
SEBIMEATRE A B BT %) ) promulgated by
the CSRC on February 17, 2023, as amended,
supplemented or otherwise modified from time to time

the People’s Bank of China ([ AR #1T), the central
bank of the PRC

the Patent Cooperation Treaty, which assists applicants in
seeking patent protection internationally for their
inventions, help patent offices with their patent granting
decisions, and facilitates public access to a wealth of
technical information relating to those inventions

the Company Law of the People’s Republic of China
( (hEEARIEMEAFIE) )

the central government of the PRC and all governmental
subdivisions (including provincial, municipal and other
regional or local government entities) and
instrumentalities thereof or, where the context requires,
any of them

JunHe LLP, the legal adviser of our Company as to the
PRC laws

the Securities Law of the PRC ( {3 A\ B FLAIE 75 75
%) ), as amended, supplemented or otherwise modified
from time to time

the investment(s) in our Company undertaken by the
Pre-IPO Investor(s) pursuant to the relevant equity
transfer ~ agreement(s) and/or  capital  increase
agreement(s), details of which are set out in the section
headed “History, Development and Corporate Structure”
in this prospectus

the investor(s) who acquired interest in our Company
pursuant to the relevant equity transfer agreement(s)
and/or capital increase agreement(s), details of which are
set out in the section headed “History, Development and
Corporate Structure” in this prospectus

research and development
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DEFINITIONS

“Regulation S”

“Relevant Persons”

“Remuneration and Appraisal
Committee”

“Renminbi” or “RMB”

“SAFE”

“SAMR”

“Scientific Committee”

“Securities and Futures
Commission” or “SFC”

“SFO”

“Shanghai-Hong Kong

Stock Connect”

“Shanghai TYK”

“Shanghai Yabao”

Regulation S under the U.S. Securities Act

the Sole Sponsor, the Overall Coordinators, the Joint
Global Coordinators, the Capital Market Intermediaries,
the Joint Bookrunners, the Joint Lead Managers, the
Underwriters, any of their or the Company’s respective
directors, officers, employees, partners, agents, advisers
and any other parties involved in the Global Offering

the remuneration and appraisal committee of our Board

Renminbi, the lawful currency of the PRC

the State Administration of Foreign Exchange of the PRC
(Hh N R LA [ 1 S A B Ry )

the State Administration for Market Regulation CEdn
U BB PR AR R

the scientific committee of our Board

the Securities and Futures Commission of Hong Kong

the Securities and Futures Ordinance (Chapter 571 of the
Laws of Hong Kong), as amended, supplemented or
otherwise modified from time to time

a securities trading and clearing links program developed
by the Hong Kong Stock Exchange, Shanghai Stock
Exchange, HKSCC and CSDC for the establishment of
mutual market access between Hong Kong and Shanghai,
including Southbound Trading and Northbound Trading

TYK Medicines (Shanghai) Co., Ltd. (¥ [F] R E A
FRZ3 ), a company incorporated in the PRC with limited
liability on May 25, 2020 and a wholly-owned subsidiary
of our Company

Yabao Biotechnology (Shanghai) Co., Ltd. (i HEAEA
YR AR/ A, a company incorporated in the PRC on
November 22, 2021 and a wholly-owned subsidiary of
our Company
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DEFINITIONS

“Share(s)”

“Shareholder(s)”

“Shenzhen-Hong Kong
Stock Connect”

“Joint Bookrunners”

“Joint Global Coordinators”

“Joint Lead Managers”

“Sole Sponsor”

“sophisticated investor(s)”

“Sponsor-overall Coordinator”

113 ”»

sq.m.

“STA”

“State Council”

“subsidiary(ies)”

“substantial shareholder(s)”

ordinary share(s) in the capital of our Company with a
nominal value of RMB1.00 each, including both Unlisted
Share(s) and H Share(s)

holder(s) of the Share(s)

a securities trading and clearing links program developed
by the Hong Kong Stock Exchange, Shenzhen Stock
Exchange, HKSCC and CSDC for the establishment of
mutual market access between Hong Kong and Shenzhen

the joint bookrunners as named in the section headed
“Directors, Supervisors and Parties Involved in the
Global Offering” in this prospectus

the joint global coordinators as named in the section
headed “Directors, Supervisors and Parties Involved in
the Global Offering” in this prospectus

the joint lead managers as named in the section headed
“Directors, Supervisors and Parties Involved in the
Global Offering” in this prospectus

the sole sponsor of the listing of the H Shares on the
Hong Kong Stock Exchange as named in the section
headed “Directors, Supervisors and Parties Involved in

the Global Offering” in this prospectus

has the meaning ascribed thereto under Chapter 2.3 of the
Guide for New Listing Applicants

the sponsor-overall coordinator as named in the section
headed “Directors, Supervisors and Parties Involved in
the Global Offering” in this prospectus

square meters

the State Taxation Administration of the PRC (FF# AR
S B ) R ol 5 A )

the State Council of the PRC (3 A F A0 B B %5 B¢ )
has the meaning ascribed thereto under the Listing Rules

has the meaning ascribed thereto under the Listing Rules
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DEFINITIONS

“Supervisor(s)”

“Supervisory Committee”

“Takeovers Code”

“Tetranov Pharmaceutical”

“Track Record Period”

“TYK USA”

“U.S. dollars”, “US$” or “USD”

“U.S. Securities Act”

“Underwriters”

“Underwriting Agreements”

“United States” or “U.S.”

“Unlisted Share(s)”

member(s) of our Supervisory Committee
the supervisory committee of our Company

the Code on Takeovers and Mergers and Share Buy-backs
published by the SFC, as amended, supplemented or
otherwise modified from time to time

Tetranov Pharmaceutical (Zhengzhou) Co., Ltd. (3%
HEUE B A FR/AF]) (formerly known as Tetranov
Pharmaceutical Technology (Zhengzhou) Co., Limited
(BRI 2 BRI 5 ZE FHA IR A))), a company
incorporated in the PRC with limited liability on
November 26, 2007 and one of our Controlling
Shareholders

the two years ended December 31, 2023 and the three
months ended March 31, 2024

TYK Medicines USA, Inc, a company incorporated under
the laws of the State of New Jersey, the United States on
May 16, 2023 and a wholly-owned subsidiary of our
Company

United States dollars, the lawful currency of the United
States

the U.S. Securities Act of 1933, as amended,
supplemented or otherwise modified from time to time,
and the rules and regulations promulgated thereunder

the Hong Kong Underwriters and the International
Underwriters

the Hong Kong Underwriting Agreement and the
International Underwriting Agreement

the United States of America, its territories, its
possessions and all areas subject to its jurisdiction

ordinary share(s) in the share capital of our Company,

with a nominal value of RMB1.00 each, which is/are not
listed or traded on any stock exchange
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DEFINITIONS

“White Form eIPO”

“White Form eIPO Service
Provider”

“Zhengzhou Derui”

“Zhengzhou Hongnuo”

“Zhengzhou TYK”

“%7’

the application for Hong Kong Offer Shares to be issued
in the applicant’s own name by submitting applications
online through the designated website of White Form
eIPO Service Provider at www.eipo.com.hk

Computershare Hong Kong Investor Services Limited

Zhengzhou Derui Medical Technology Co., Ltd. (¥ 7
G B 4E R A PR/A D), a company incorporated in the
PRC with limited liability on December 20, 2017 and one
of our Controlling Shareholders

Zhengzhou Hongnuo Enterprise Management Consulting
Center (Limited Partnership) (BB ¥6 55 1255 HLE4
L(BERAH)), a limited partnership established in the
PRC on April 26, 2016 and one of our Controlling
Shareholders

TYK Medicines (Zhengzhou) Co., Ltd. (45 ] 5 e 5 4
A FBRAT]), a company incorporated in the PRC with

limited liability on October 28, 2020 and a wholly-owned
subsidiary of our Company

per cent
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GLOSSARY OF TECHNICAL TERMS

In this Prospectus, unless the context otherwise requires, explanations and
definitions of certain terms used in this Prospectus in connection with our Group and our
business shall have the meanings set out below. The terms and their meanings may not
always correspond to standard industry meaning or usage of these terms.

“ADRS”

“ADT”

“advanced” or “late stage’

“adverse event” or “AE”

“AIDD”

“AKT”

44ALK”
“apoptosis”
AéAR?’

“assay”

“ATP”

“AUC”

b}

adverse drug reactions

androgen deprivation therapy, which is designed to either
stop testosterone from being produced or to directly
block it from acting on prostate cancer cells

stage IIIb to IV cancer when used to describe cancer,
based on the classification by International Association
for the Study of Lung Cancer in 2017

any untoward medical occurrence in a patient or clinical
investigation subject administered a drug or other
pharmaceutical product during clinical trials and which
does not necessarily have a causal relationship with the
treatment

artificial intelligence drug design

protein kinase B, a key element of the PI3K/AKT
signaling pathway, which regulates the hallmarks of
cancer, e.g. tumor growth, survival and invasiveness of
tumor cells

anaplastic lymphoma kinase
a form of programmed cell death
androgen receptor

an analysis done to determine the presence of a substance
and the amount of that substance and the biological or
pharmacological potency of a drug

adenosine triphosphate, a nucleotide that provides energy
to drive and support many processes in living cells, such
as muscle contraction, nerve impulse propagation,
condensate dissolution, and chemical synthesis

the area under the curve, a measure of how much of a
drug is in a patient’s system over a given time period. In
order to calculate the AUC, both the AUCO-t and the
AUCO-inf must be calculated
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GLOSSARY OF TECHNICAL TERMS

“AUCO_OO”

“autoimmune diseases”

“BBB”

$6BID’7
“CADD”

“CAK”

“CB R”

“CDE”

“CDK”

“CDK4/6”

“CDMO”

“cell culture”

area under the concentration-time curve from the first

time point measured (0) extrapolated to infinity (%)

diseases such as rheumatoid arthritis and lupus which
arise from an abnormal immune response of the body
against substances and tissues normally present in the
body

blood brain barrier, a natural protective membrane that
prevents central nervous system from toxins and
pathogens in blood

twice daily
computer-aided drug design

cyclin-dependent kinase (CDK)-activating kinase, a
member of the CDK family which functions as a positive
regulator of Cdkl, Cdk2, Cdk4, and Cdk6

clinical benefit rate, the percentage of patients with
advanced or metastatic cancer who achieved a complete
response, partial response, and stable disease while on a
therapeutic intervention in clinical trials of antitumor

agents
Center for Drug Evaluation

cyclin-dependent kinase, protein kinases characterized by
needing a separate subunit, a cyclin, that provides
domains essential for enzymatic activity

cyclin-dependent kinase 4/6

contract development and manufacturing organization,
which is a pharmaceutical company that develops and
manufactures drugs for other pharmaceutical companies

on a contractual basis

the process by which cells are grown under controlled
conditions, generally outside of their natural environment
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GLOSSARY OF TECHNICAL TERMS

“cell line”

“cGMP”

“chemotherapy”

113 ”
Cmax

“CMC”

“cohort”

“combination therapy”

“CR”

“CRO(S)”

‘4CSCO77
44CTD’7
“cytotoxicity”

“disease control rate” or “DCR”

a population of cells which descend from a single cell and
contain the same genetic makeup, thereby producing the
same proteins. The productivity of a cell line determines
the cost of manufacturing and the quality of a cell line is
directly related to the quality of the relevant biologics

current good manufacturing practice

a category of cancer treatment that uses one or more
anti-cancer chemotherapeutic agents as part of its
standardized regimen

maximum measured serum concentration

chemistry, manufacture, and controls processes in the
development, licensure, manufacturing, and ongoing
marketing of pharmaceutical products

a group of patients as part of a clinical study who share
a common characteristic or experience within a defined
period and who are monitored over time

treatment in which a patient is given two or more drugs
(or other therapeutic agents) for a single disease

complete response

contract research organization, a company that provides
support to the pharmaceutical, biotechnology, and
medical device industries in the form of research services
outsourced on a contract basis

Chinese Society of Clinical Oncology
C-terminal domain
toxicity to living cells

the total proportion of patients who demonstrate a
response to treatment, equal to the sum of complete
responses (CR), partial responses (PR) and stable disease
(SD) lasting at least six weeks
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GLOSSARY OF TECHNICAL TERMS

“DLT” dose-limiting toxicity, a specified quantity of a
therapeutic agent, such as a drug or medicine, prescribed
to be taken at one time or at stated intervals

“DMPK” drug metabolism and pharmacokinetics
“DNA” deoxyribonucleic acid
“DoR” duration of response, is commonly defined as the time

from onset of response to progression or death due to any
reason, whichever occurs earlier

“EGF” epidermal growth factor

“EGFR” epidermal growth factor receptor

“ER+” estrogen receptor positive

“ERCP” endoscopic retrograde cholangiopancreatography, a

procedure  that combines upper gastrointestinal
endoscopy and fluoroscopy to diagnose and treat
problems of the biliary or pancreatic ductal systems

“FAK” Focal adhesion kinase, an integrin-associated protein
tyrosine kinase that is frequently overexpressed in
advanced human cancers

“FDA” the United States Food and Drug Administration

“first-line” or “1L” with respect to any disease, the first line therapy, which
is the treatment regimen or regimens that are generally
accepted by the medical establishment for initial
treatment of a given type and stage of cancer. It is also
called primary treatment or therapy

“FLAURA” a double-blind, Phase III trial of osimertinib
monotherapy as first-line treatment in advanced NSCLC
with EGFR mutations that compared the efficacy and
safety of osimertinib with that of two other EGFR-TKISs,
gefitinib or erlotinib

“FLAURA2” a Phase III trial that compares osimertinib plus
chemotherapy to osimertinib monotherapy for advanced
NSCLC with EGFR mutations
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“GDNF”

“glioblastoma”

“GMP”

“Grade”

“H/D exchange”

“head-to-head comparison”

“HERZ”
“HERZ—”
“HR+N

“immune response”

“implied approval” or “implied
IND approval”

“in vitro”

“in vivo”

“IND”

glial cell line-derived neurotrophic factor

tumors that arise from astrocytes — the star-shaped cells
that make up the “glue-like,” or supportive tissue of the
brain

good manufacturing practice

term used to refer to the severity of adverse events, using
Grade 1, Grade 2, Grade 3, etc.

hydrogen/deuterium exchange, a bioisosteric replacement
in which a covalently bonded hydrogen atom is replaced
by a deuterium atom

a study designed to evaluate a drug compared to an
existing therapy

human epidermal growth factor receptor 2
human epidermal growth factor receptor 2-negative
hormone receptor-positive

the body’s response caused by its immune system being
activated by antigens, and can include immunity to
pathogenic microorganisms and its products, allergies,

graft rejections, as well as autoimmunity to self-antigens

an IND application that goes into effect 30 days after
FDA receives the application, without any notification to
the sponsor that the investigations described in the
application are subject to a clinical hold

studies using components of an organism that have been
isolated from their usual biological surroundings, such as

microorganisms, cells or biological molecules

studies in which the effects of various biological entities
are tested on whole, living organisms as opposed to a
partial or dead organism, or those done in vitro

investigational new drug or investigational new drug

application
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“innovative drug” A clinically valuable drug with active pharmaceutical
ingredients that are new chemical compounds with clear
structure and pharmacological actions

“JAK” Janus tyrosine kinase, a family of intracellular, non-
receptor tyrosine kinases that transduce cytokine-
mediated signals via the JAK-STAT pathway

“JNK” c-Jun N-terminal kinase, which plays a central role in
stress signaling pathways implicated in gene expression,
neuronal plasticity, regeneration, cell death, and
regulation of cellular senescence

“K-RAS” Kirsten rat sarcoma viral oncogene homolog, a signal
transducer protein, which plays an important role in
various cellular signaling events such as in regulation of
cell proliferation

“ligand” a substance that forms a complex with a biomolecule to
serve a biological purpose

“LTK” leukocyte receptor tyrosine kinase

“LUX-Lung 77 a Phase IIb trial of afatinib versus gefitinib as first-line
treatment of patients with EGFR mutation-positive
non-small-cell lung cancer

“MAPK” mitogen activated protein kinase, a type of protein kinase
that is specific to the amino acids serine and threonine

“mCRPC” metastatic castration-resistant prostate cancer, a type of
prostate cancer that has spread to other parts of one’s
body, which is no longer responding to hormone
treatment that lowers testosterone

“MET” the gene mesenchymal epithelial transition, a receptor
tyrosine kinase protein which is amplified in a
subpopulation of lung cancer patients

“metastatic” in reference to any disease, including cancer, disease-
producing organisms or of malignant or cancerous cells
transferred to other parts of the body by way of the blood
or lymphatic vessels or membranous surfaces

“monotherapy” therapy that uses a single drug to treat a disease or
condition
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“MTC”

“MTD”

“mTOR”

“NDA”
“NMPA”
“NRDL”
“NSCLC”
“NTRK”

“nude mouse”

“open-label”

“ORR”

“OS” or “overall survival”

“OSCC”

“PALOMA-1”

medullary thyroid cancer, a form of thyroid carcinoma
which originates from the parafollicular cells, which
produce the hormone calcitonin

maximum tolerated dose, the highest dose of a drug or
treatment that does not cause unacceptable side effects

the mammalian target of rapamycin, which coordinates
eukaryotic cell growth and metabolism  with
environmental inputs including nutrients and growth
factors

new drug application

National Medical Products Administration of China
National Reimbursement Drug List

non-small cell lung cancer

neurotrophic tyrosine receptor kinase

a naturally mutated mouse that lacks a thymus and also
lacks hair (nude). The lack of a thymus in the nude mouse
results in T-cell deficiency, thereby making the nude
mouse immunodeficient and able to accept foreign tissue
such as human tumors

describes clinical trials in which both the researchers and
participants know which treatment is being administered,
i.e. not blinded

objective response rate
the time from randomization to death from any cause

oral squamous cell carcinoma, one of the most common
types of oral cancer. It involves damage to oral epithelial
cells due to accumulation of multiple genetic mutations

in the cells

an open-label Phase II trial comparing progression-free
survival in patients with advanced ER+/HER2- BC
treated with palbociclib plus letrozole or letrozole alone
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“PALOMA-2”

“PALOMA-3”

“PD”

“PDX”

“PD_ 1 ’

“pharmacokinetics” or “PK”

“Phase I clinical trial”

“Phase II clinical trial”

a randomized (2:1), multicenter, multinational, double-
blind Phase III study designed to assess the PFS of
IBRANCE (125 mg orally once daily for three out of four
weeks in repeated cycles) in combination with letrozole
(2.5 mg once daily continuously) versus letrozole plus
placebo as a first-line treatment for postmenopausal
women with ER+, HER2— metastatic breast cancer

a double-blind Phase III study, included 521 patients with
HR+/HER2- metastatic breast cancer with disease
progression on endocrine therapy. Patients either receive
palbociclib plus fulvestrant or placebo plus fulvestrant to
investigate PFS of the combination therapy

pharmacodynamics, the study of a drug’s molecular,
biochemical, and physiologic effects or actions

patient-derived xenograft models

programmed cell death protein 1, an immune checkpoint
receptor expressed on T cells, B cells and macrophages.
The normal function of PD-1 is to turn off the T cell
mediated immune response as part of the process that
stops a healthy immune system from attacking other
pathogenic cells in the body. When PD-1 on the surface
of a T cell attaches to certain proteins on the surface of a
normal cell or a cancer, the T cell turns off its ability to
kill the cell

the study of the bodily absorption, distribution,
metabolism, and excretion of drugs, which, together with
pharmacodynamics, influences dosing, benefit, and
adverse effects of the drug

study in which a drug is introduced into healthy human
subjects or patients with the target disease or condition
and tested for safety, dosage tolerance, absorption,
metabolism, distribution, excretion, and if possible, to
gain an early indication of its effectiveness

study in which a drug is administered to a limited patient
population to identify possible adverse effects and safety
risks, to preliminarily evaluate the efficacy of the product
for specific targeted diseases, and to determine dosage
tolerance and optimal dosage
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“Phase III clinical trial”

“pivotal trial” or “registrational
trial”

“P13 K”

“placebo”

“PR”

“preclinical study(ies)”

“progression-free survival” or
‘6PFS 2

“PROTAC”

“psoriasis”

“QA”

“QC”

study in which a drug is administered to an expanded
patient population generally at geographically dispersed
clinical trial sites, in well-controlled clinical trials to
generate enough data to statistically evaluate the efficacy
and safety of the product for approval, to provide
adequate information for the labeling of the product

the final controlled trial or study to demonstrate clinical
efficacy and safety evidence required before submission
for drug marketing approval

phosphoinositide 3-kinase, a family of enzymes involved
in cellular functions such as cell growth, proliferation,
differentiation, motility, survival and intracellular
trafficking, which in turn are involved in cancer

any dummy medical treatment administered to the control
group in a controlled clinical trial in order that the
specific and non-specific effects of the experimental
treatment can be distinguished

partial response or partial response rate

preclinical studies testing a drug on non-human subjects,
to gather efficacy, toxicity, pharmacokinetic and safety
information and to decide whether the drug is ready for
clinical trials

the length of time during and after the treatment of a
disease, such as cancer, that a patient lives with the
disease but it does not get worse. In a clinical trial,
measuring the progression-free survival is one way to see
how well a new treatment works

proteolysis targeting chimera, an emerging therapeutic
entity designed to degrade target proteins by hijacking
the ubiquitin-proteasome system

a condition in which skin cells build up and form scales
and itchy, dry patches

quality assurance

quality control
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“QD”

“Rb”

“relapsed”

“RET”

“ROS1”
“RP2D”
“SCLC”

“second-line” or “2L”

“serious adverse events” or
“SAEs”

once daily

retinoblastoma protein, which functions as a cell cycle
regulator controlling G1 to S phase transition and plays
critical roles in tumor suppression

when used in reference to any disease, including cancer,
the return of a disease or the signs and symptoms of a
disease after a period of improvement. With respect to
cancer, the likely relapse occurs because a few of the
original cancer cells survived the initial treatment.
Sometimes, this is because cancer cells spread to other
parts of the body and were too small to be detected during
the follow-up immediately after treatment

rearranged during transfection proto-oncogene
ROS proto-oncogene 1

recommended Phase II dose

small cell lung cancer

with respect to any disease, the therapy or therapies that
are tried when the first-line treatments do not work
adequately. The management of a cancer case requires
regular evaluation of treatment and adjustment as needed.
A break with the primary treatment and an adoption of a
new regimen signals “second-line treatment.” The first-
line therapy may not have worked, may have had some
limited efficacy, or may have produced unacceptable side
effects, damaged organs in the body, or jeopardized the
patient’s life. Sometimes first-line therapies show
progress for a period of time followed by a stalling or
continued growth of the cancer. Often the FDA, the
NMPA or other drug regulatory authority will specifically
approve a new drug for second-line therapy. This labeling
is common for new drugs that treat cancers which already
have accepted treatments

any untoward medical occurrence in a patient during
clinical trials that results in death, is life-threatening,
requires inpatient hospitalization or prolongation of
existing hospitalization, results in persistent or
significant disability/incapacity, or is a congenital
anomaly/birth defect
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“single-arm”

“SMDC”

“solid tumor”

“SRC”

“stable disease” or “SD”

“subcutaneous”

“synergistic effect”

“TCM”

“TEAEC(s)”

“TID”
“TKD”

“TKI”

“TNBC”

describes clinical trials in which everyone enrolled in a
trial receives the experimental therapy

small molecule drug conjugate, an approach for targeted
therapy which allows small molecules as the targeted
ligand to release a potent cytotoxic agent selectively in
the tumor microenvironment to enhance the therapeutic
potential of antitumor drugs

an abnormal mass of tissue that usually does not contain
cysts or liquid areas. Solid tumors may be benign (not
cancer), or malignant (cancer). Different types of solid
tumors are named for the type of cells that form them.
Examples of solid tumors are sarcomas, carcinomas, and

lymphomas

non-receptor tyrosine kinases known to influence cell
proliferation, differentiation, and migration in a cell

autonomous manner

in oncology, it refers to cancer that is neither decreasing
nor increasing in extent or severity

situated or applied under the skin

an interaction between two or more drugs that causes the
total effect of the drugs to be greater than the sum of the
individual effects of each drug, which can be beneficial
or harmful

traditional Chinese medicine

treatment emergent adverse events, an event that emerges
during treatment, having been absent pretreatment, or
worsens relative to the pretreatment state

three times daily
tyrosine kinase domain

tyrosine kinase inhibitors, a class of pharmaceuticals that
inhibits tyrosine kinases to keep cancer cells from

growing

triple-negative breast cancer
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“toxicity”

“TRK”

“YAP”

the degree to which a substance or a mixture of
substances can harm humans or animals. Acute toxicity
involves harmful effects in an organism through a single
or short-term exposure. It is expressed generally as a dose

response
tropomyosin related kinase

yes associated protein, an oncoprotein located in the
cytoplasm in an inactive form, which translocates to the
nucleus and activates the transcription of genes
responsible for cell division and apoptosis when activated
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FORWARD-LOOKING STATEMENTS

This prospectus contains certain forward-looking statements relating to our plans,
objectives, beliefs, expectations, predictions and intentions, which are not historical facts and
may not represent our overall performance for the periods of time to which such statements
relate. Such statements reflect the current views of our management with respect to future
events, operations, liquidity and capital resources, some of which may not materialize or may
change. These statements are subject to certain risks, uncertainties and assumptions, including
the other risk factors as described in this prospectus. You are strongly cautioned that reliance
on any forward-looking statements involves known and unknown risks and uncertainties. The
risks, uncertainties and other factors facing our Company which could affect the accuracy of
forward-looking statements include, but are not limited to, the following:

. our business strategies and plans to achieve these strategies;

. our ability to complete the development and obtain the relevant requisite regulatory
approvals of our product candidates;

. our future debt levels and capital needs;

. changes to the economic, political and regulatory environment in the industry and
markets in which we operate;

. our expectations with respect to our ability to acquire and maintain regulatory
licenses or permits;

. changes in competitive conditions and our ability to compete under these conditions;

. future developments, trends and conditions in the industry and markets in which we
operate;

. effects of the global financial markets and economic crisis;

. our financial conditions and performance;

. our dividend policy; and

. change or volatility in interest rates, foreign exchange rates, equity prices, volumes,
operations, margins, risk management and overall market trends.

[T 9 EE T3 9

In some cases, we use the words “aim,” “anticipate,” “believe,” “can,” “continue,”
plan,”

EEINT3 EEINT3

going forward,” “intend,” “ought to,” “may,” “might,

EEINT3 LR N1 EEINT3

“could,” “estimate,” “expect,

EE T3

“potential,” “predict,” “project,” “seek,” “should,” “will,” “would” and similar expressions to
identify forward-looking statements. In particular, we use these forward-looking statements in
the sections headed “Business” and “Financial Information” in this prospectus in relation to
future events, our future financial, business or other performance and development, the future
development of our industry and the future development of the general economy of our key

markets.
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The forward-looking statements are based on our current plans and estimates and speak
only as of the date they were made. We undertake no obligation to update or revise any
forward-looking statements in light of new information, future events or otherwise. Forward-
looking statements involve inherent risks and uncertainties and are subject to assumptions,
some of which are beyond our control. We caution you that a number of important factors could
cause actual outcomes to differ, or to differ materially, from those expressed in any
forward-looking statements.

Our Directors confirm that the forward-looking statements are made after reasonable care
and due consideration. Nonetheless, due to the risks, uncertainties and assumptions, the
forward-looking events and circumstances discussed in this prospectus might not occur in the

way we expect, or at all.
Accordingly, you should not place undue reliance on any forward-looking statements in

this prospectus. All forward-looking statements contained in this prospectus are qualified by
reference to this cautionary statement.
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RISK FACTORS

An investment in our H Shares involves significant risks. You should carefully
consider all of the information in this prospectus, including the risks and uncertainties
described below, before making an investment in our H Shares. The following is a
description of what we consider to be our material risks. Any of the following risks could
have a material adverse effect on our business, financial condition and results of
operations. In any such case, the market price of our H Shares could decline, and you may

lose substantial or all of your investment.

These factors are contingencies that may or may not occur, and we are not in a
position to express a view on the likelihood of any such contingency occurring. The
information given is as of the Latest Practicable Date unless otherwise stated, will not be
updated after the date hereof, and is subject to the cautionary statements in the section

headed “Forward-looking Statements”.

RISKS RELATING TO THE RESEARCH AND DEVELOPMENT OF OUR DRUG
CANDIDATES

We face intense competition and our competitors may discover, develop or commercialize
competing drugs faster or more successfully than we do, which may adversely affect our
ability to successfully commercialize our drug candidates.

The pharmaceutical industry is subject to fierce competition and rapid and significant
technological advancements. We face competition with respect to our current drug candidates
from existing products and product candidates under development in the entire oncology
market, in addition to approved oncology therapy options including surgery, radiotherapy and
chemotherapy, and we will face competition with respect to any drug candidates that we may
seek to develop or commercialize in the future. Our competitors include major pharmaceutical
companies, specialty pharmaceutical companies and biotechnology companies worldwide. We
are developing our drug candidates in competition with a number of companies that have
commercialized, are in the process of commercializing, or are pursuing the development of
drugs for the same target indications as ours. Some of these competitive drugs and therapies
are based on scientific approaches that are the same as or similar to our approach, and others
are based on entirely different approaches. Potential competitors also include academic
institutions, government agencies and other public and private research organizations that
conduct research, seek patent protection, and establish collaborative arrangements for research,
development, manufacturing, and commercialization.

Even if successfully developed and subsequently approved by the NMPA, the FDA or
other comparable regulatory authorities, our drug candidates may still face competition in
various aspects, including safety and efficacy, the timing and scope of the regulatory approvals,
the availability and cost of supply, sales and marketing capabilities, price and patent status.
Many of our competitors against which we are competing or against which we may compete
may have substantially greater financial, technical and human resources and expertise in
research and development, manufacturing, preclinical testing, conducting clinical trials,
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obtaining regulatory approvals and marketing approved drugs than we do. Smaller or
early-stage companies may also prove to be significant competitors, particularly through
collaborative arrangements with large, established companies. Additional mergers and
acquisitions in the biotechnology and pharmaceutical industries may result in even more
resources being concentrated in our competitors. These third parties compete with us in
recruiting and retaining qualified scientific and management personnel, establishing clinical
trial sites and patient registration for clinical trials, as well as in acquiring technologies
complementary to, or necessary for, our programs. Our competitors may succeed in developing
competing drugs and obtaining regulatory approvals before us or achieve better acceptance in
the markets in which we operate or have established a competitive position. As of the Latest
Practicable Date, there were two third-generation EGFR-TKI candidates indicated for NSCLC
with brain metastases. For details regarding the competitive landscape of TY-9591, see
“Industry Overview — EGFR-TKI Drugs Market — EGFR-TKI — Competitive Landscape of
Third-Generation EGFR-TKIs in China.” If any of our competitors obtains regulatory
approvals for drugs that may compete with our Core Product or other drug candidates, we may
lose our potential first-mover advantage for certain indications and result in negative impact
on our financial performance.

Competition may increase further as a result of advances in the commercial applicability
of technologies and greater availability of capital for investment in these industries. Our
competitors may succeed in developing, acquiring, or licensing products that are more effective
or less costly than our drug candidates or any future drug product that we may develop, or
achieve earlier patent protection, regulatory approvals, product commercialization, and market
penetration than we do. Our competitors also may obtain approval from the NMPA, the FDA
or other regulatory authorities for their drugs more rapidly than we may obtain approval for
ours, which could result in our competitors establishing a strong market position before we are
able to enter the market. They may cause us to experience delay in obtaining regulatory
approval for our drug candidates or render our drug candidates obsolete or non-competitive
before we can recover the expenses of developing and commercializing any of our drug
candidates.

Our business and financial prospects depend substantially on the success of our clinical
stage and preclinical stage drug candidates. If we are unable to successfully complete
their clinical development, obtain their regulatory approvals and achieve their
commercialization, or if we experience significant delays in doing any of the foregoing,
our business will be materially harmed.

Our revenue and profitability are substantially dependent on our ability to complete the
development of our drug candidates, obtain requisite regulatory approvals and successfully
manufacture and commercialize our drug candidates. As of the Latest Practicable Date, none
of our drug candidates have been approved for marketing in China. We have invested a
significant portion of our efforts and capital resources in the development of our drug
candidates, and we expect to incur substantial and increasing expenditures for the development
and commercialization of our drug candidates in the future.
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We cannot guarantee that we will be able to obtain regulatory approvals for our drug
candidates in a timely manner, or at all. The success of our drug candidates will depend on
several factors, including but not limited to:

. completion of preclinical studies as well as completion of clinical trials, including
successful enrollment of patients;

. favorable safety and efficacy data from our clinical trials and other studies;

. obtaining sufficient supplies of any drug products that are used in combination with
our drug candidates, competitor drugs or comparison drugs that may be necessary
for use in clinical trials for evaluation of our drug candidates;

. establishing sufficient commercial manufacturing capabilities;

. the capabilities and competence of our collaboration partner and the success of
clinical trials conducted by, or jointly with, our collaboration partner;

. the performance by CROs or other third parties we may retain to conduct clinical
trials and preclinical studies of their duties to us in a manner that complies with our
protocols and applicable laws without damaging or compromising the integrity of
the resulting data;

. obtaining, maintaining, and enforcing patent, trademark, trade secret, and other
intellectual property protection and regulatory exclusivity for our drug candidates;

. ensuring we do not infringe, misappropriate or otherwise violate the patents,
trademarks, trade secrets or other intellectual property rights of third parties, and
successfully defend against any claims by third parties that we have infringed,
misappropriated or otherwise violated any intellectual property of any such third

party;

. receipt of regulatory approvals from applicable regulatory authorities;

. successfully launching commercial sales of our drug candidates, if and when
approved;

. obtaining and maintaining favorable reimbursement from third-party payers for

drugs, if and when approved;
. success of our products, particularly our Core Product which faces competition from

several approved products and product candidates under development, in competing
with these and other drug candidates and drugs;
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. sufficient market demand for our products, particularly for our Core Product, as it
mainly targets patients with late-stage NSCLC and brain metastases from NSCLC
with limited natural survival period and therefore they may be reluctant to spend
substantial financial resources to treat terminal or deadly disease; and

. continued acceptable safety profiles of our drug candidates following regulatory
approvals.

If we do not achieve one or more of these in a timely manner or at all, we could
experience significant delays or difficulties in obtaining approvals for and commercializing our
drug candidates, which would materially harm our business and may prevent us from
generating sufficient revenues and cash flows to continue our operations.

We may not be able to identify, discover or develop new drug candidates, or to identify
or develop new indications for our drug candidates, to expand or maintain our product
pipeline.

Although we expect to focus a substantial amount of our efforts on the continued clinical
testing, potential approval, and commercialization of our existing drug candidates, the success
of our business depends in part upon our ability to identify, discover, develop or commercialize
additional drug candidates, or to identify or develop new indications for our drug candidates.
Some drug candidates are technically challenging to develop and manufacture. We may
consider pursuing collaboration with third parties in the discovery and development of
potential drug candidates, but we cannot assure you that such collaboration will be able to
deliver the intended results.

Research programs to identify new drug candidates and to develop our drug candidates
for additional indications require substantial technical, financial and human resources. Our
research programs may initially show promising results in identifying potential indications
and/or drug candidates, yet fail to yield results for clinical development for a number of
reasons, including, without limitation, the following:

. our research or business development methodology or search criteria and process
may be unsuccessful in identifying potential indications and/or new drug candidates;
and

. our potential drug candidates may, after further study, be shown to have harmful side
effects or may have other characteristics that may make the drug candidates unlikely
to achieve desired efficacy, unmarketable or unlikely to receive marketing approval.

Accordingly, there can be no assurance that we will be able to identify new drug
candidates or develop new indications for our drug candidates or to develop suitable potential
drug candidates through internal research programs. We may invest efforts and resources in
potential drug candidates or indication expansions that ultimately prove to be unsuccessful.
Any of the foregoing events will have a material adverse effect on our business, results of
operations and prospects.
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We invest substantial resources in research and development in order to develop, enhance
or adapt to new technologies and methodologies, which may not be successful attempts.

The global pharmaceutical industry is constantly evolving and in order to maintain our
competitive position, we need to keep up with new technologies and methodologies. For
example, we have made significant efforts to develop our technology platforms, which allow
us to continuously develop a strong pipeline of drug candidates. For the years ended December
31, 2022 and 2023 and the three months ended March 31, 2024, our research and development
costs were RMB229.8 million, RMB249.3 million and RMB64.7 million, respectively. We
must continue to allocate significant human and capital resources to develop or acquire
technologies that will enable us to improve the breadth and caliber of our clinical trials. We
intend to continue to enhance our technical capabilities in drug discovery, development and
manufacturing, which are capital-and-time-intensive. We cannot assure you that we will be able
to develop, enhance or adapt to new technologies and methodologies, successfully identify new
technological opportunities, develop and bring new or enhanced products to market, obtain
sufficient or any patent or other intellectual property protection for such new or enhanced
products, or obtain the necessary regulatory approvals in a timely and cost-effective manner,
or, if such products are introduced, that those products will achieve market acceptance. Any
failure to do so may render our previous efforts obsolete, which could significantly reduce the
competitiveness of our technology platforms and drug candidates, and harm our business and

prospects.

Clinical drug development involves a lengthy and expensive process with uncertain
outcomes, and we may encounter unexpected difficulties in executing our clinical trials
and commercializing our drug candidates on a timely basis.

As of the Latest Practicable Date, some of our drug candidates were under preclinical
stage. See “Business — Our Drug Candidates.” Commencement of a clinical trial is subject to
finalizing trial design based on ongoing discussions with the NMPA, the FDA or other
regulatory authorities. We cannot assure you as to when the clinical trials for our drug
candidates in discovery and preclinical stages will begin, if at all.

As of the Latest Practicable Date, our Core Product and a number of other drug candidates
were under clinical trials in China. However, the successful completion of clinical trials is an
essential requirement to obtain NDA or similar approvals from the NMPA, the FDA, or other
comparable regulatory authorities for each of our drug candidates and, ultimately, the
commercialization of our drug candidates. Clinical trials, however, come with an expense, are
challenging to plan and carry out, and can take years to finish with no guarantee of success.
Failure can occur at any time or stage during the clinical development process, which would
result in a material and adverse effect on our business, financial condition and results of

operations.
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We may experience numerous unexpected events during, or as a result of, clinical trials
that could delay or prevent our ability to receive regulatory approvals for the development and
commercialization of our drug candidates, including but not limited to situations whereby:

. regulators may not authorize us or our investigators to commence a clinical trial or
conduct a clinical trial at a prospective trial site;

. the patient enrollment may be insufficient or slower than we anticipate or patients
may drop out or fail to return for post-treatment follow-up at a higher rate than
anticipated, or the number of patients required for clinical trials of our drug
candidates may be larger than we anticipate;

. we may not be able to reach agreements on acceptable terms with prospective
third-party contractors and they may fail to comply with regulatory requirements or
meet their contractual obligations to us in a timely manner, or at all;

. we may have to suspend or terminate clinical trials of our drug candidates for
various reasons, including non-compliance with regulatory requirements, a finding
of a lack of meaningful clinical responses, a finding that participants are being
exposed to unacceptable health and safety risks or other unexpected characteristics;

. the costs of clinical trials of our drug candidates may be substantially higher than
anticipated; and

. we may encounter various manufacturing issues, including inability to ensure that
the supply and quality of our drug candidates and other materials necessary to
conduct clinical trials of our drug candidates is sufficient and adequate.

If we are required to conduct additional clinical trials or other testing of our drug

candidates beyond those that we currently contemplate, if we are unable to successfully
complete clinical trials of our drug candidates or other testing, if the results of these trials or

tests are not positive or are only modestly positive or if they raise safety concerns, we may:

. be delayed in obtaining regulatory approval for our drug candidates or not obtain
regulatory approval at all;

. obtain approval for proposed indications that are not as broad as intended;

. have the drug removed from the market after obtaining regulatory approval;

. be subject to additional post-marketing testing requirements;

. be subject to restrictions on how the drug is distributed or used; or

. be unable to obtain reimbursement for use of the drug.
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Delays in clinical trials or obtaining regulatory approvals may result in increases in our
drug development costs. We cannot assure you whether any clinical trials will begin as
planned, will need to be restructured or will be completed on schedule, or at all. Significant
delays in clinical trials could also shorten any periods during which we have the right to
commercialize our drug candidates or allow our competitors to bring drugs to market before
we do, which could impair our ability to commercialize our drug candidates and may have an
adverse effect on our business and results of operations.

If we encounter difficulties in enrolling patients in our clinical trials, our clinical
development activities could be delayed or otherwise adversely affected.

The timely completion of clinical trials in accordance with their protocols depends,
among other things, on our ability to enroll a sufficient number of patients in the clinical trials.
We may fail or experience significant delays to initiate or continue clinical trials for our drug
candidates if we are unable to locate and enroll a sufficient number of eligible patients to
participate in these trials as required by the NMPA, the FDA, or similar regulatory authorities.
Even if we are able to enroll a sufficient number of patients in our clinical trials, delays in
patient enrollment may result in increased costs or may affect the timing or outcome of the
planned clinical trials.

Patient enrollment for our clinical trials may be affected by many factors. For example,
some of our competitors have ongoing clinical trials for drug candidates that treat the same
indications as our drug candidates, and patients who would otherwise be eligible for our
clinical trials may instead enroll in the clinical trials of our competitors’ drug candidates. Other
factors include:

. severity of the disease under investigation;

. total size and nature of the relevant patient population;

. design and eligibility criteria for the clinical trial in question;

. perceived risks and benefits of the drug candidate under study;

. our resources to facilitate timely enrollment in clinical trials;

. the ability to obtain and maintain informed consents;

. the risk that enrolled patients will not complete a clinical trial;

. clinicians’ and patients’ perceptions as to the potential advantages and risks of the

candidate being studied compared to other available therapies, including any new

products that may be approved for the indications we are investigating as well as any
candidates under development;
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. patient referral practices of physicians;

. our investigators’ or clinical trial sites’ efforts to screen and recruit eligible patients;

. proximity and availability of clinical trial sites for prospective patients; and

. epidemics.

Failure to enroll a sufficient number of patients in our clinical trials on a timely manner
could prevent completion of our trials and adversely affect our ability to advance the
development of our drug candidates.

AEs or undesirable side effects caused by our drug candidates could interrupt, delay or
halt clinical trials, delay or prevent regulatory approval, limit the commercial profile of
an approved drug, or result in other significant negative consequences.

AEs and undesirable side effects caused by our drug candidates could cause us or
regulatory authorities to interrupt, delay or halt clinical trials and may result in a narrowed
scope of indications or a more restrictive label of our drug candidates, a delay or denial of
regulatory approval by the NMPA, the FDA or other comparable regulatory authorities, or a
significant change in our clinical protocol or even our development plan. Results of trials
conducted by us or by our collaboration partner with respect to our licensed drug candidate
could reveal a high and unacceptable severity or prevalence of certain AEs. In such an event,
such trials could be suspended or terminated, and the NMPA, the FDA, or other comparable
regulatory authorities could order us or our collaboration partner, as applicable, to cease further
development of, or deny approval of, our drug candidates for any or all targeted indications.
AEs related to our drug candidates may also affect patient enrollment or the ability of enrolled
patients to complete the trial, and could result in potential liability claims. Any of these
occurrences may significantly harm our reputation, business, financial condition and prospects.

Additionally, any AEs or undesirable side effects caused by our drug candidates after they
receive regulatory approval may lead to potentially significant negative consequences which

include, but are not limited to, the following:

. regulatory authorities may withdraw approvals or revoke licenses of our approved
drug candidates;

. we, or our collaboration partner, as applicable, may have to suspend marketing of
our approved drug candidates;

. regulatory authorities may require additional warnings on the label of an approved
drug candidate or impose other limitations on an approved drug candidate;
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. the NMPA, the FDA or a comparable regulatory authority may require the
establishment of a Risk Evaluation and Mitigation Strategy, or other similar plans,
which may restrict distribution of our approved drug candidates and impose
burdensome implementation requirements on us, among other risk mitigation tools;

. we, or our collaboration partner, as applicable, may be required to change the way
the drug candidate is administered, or conduct post-marketing studies;

. we could be subject to litigation proceedings and held liable for harm caused to
patients exposed to or taking our drug candidates, who may suffer from adverse
events related to the treatment; and

. our reputation may suffer.

Further, combination therapy using our drug candidates together with third-party agents
may involve AEs, which in some cases could be exacerbated compared with AEs from
monotherapies. Any of these events could prevent us or our collaboration partner, as
applicable, from achieving or maintaining market acceptance of any particular drug candidate
that is approved and could significantly harm our business, financial condition, results of
operations and prospects.

Results of early clinical trials may not be predictive of future trial results.

The results of preclinical studies and early clinical trials and non-head-to-head analyses
may not be predictive of the success of later phase clinical trials, and favorable initial or
interim results of a clinical trial do not necessarily predict successful final results. Drug
candidates in later stages of clinical trials may fail to show the desired safety and efficacy traits
despite having progressed through preclinical studies and initial clinical trials. A number of
companies in the pharmaceutical and biopharmaceutical industries have suffered significant
setbacks in advanced clinical trials due to lack of efficacy or adverse safety profiles,
notwithstanding promising results in earlier trials. As drug candidates are developed through
preclinical to early- to late-stage clinical trials towards approval and commercialization, it is
customary that various aspects of the development programs, such as manufacturing and
formulation, are altered along the way in an effort to optimize processes and results. Such
changes carry the inherent risks that they may not necessarily achieve the intended objectives.

In some instances, there can be significant variability in safety and/or efficacy results
among different trials of the same drug candidate due to numerous factors, including, but not
limited to, changes in trial procedures set forth in protocols, differences in the size and type
of the patient populations, including ethnical and genetic differences, patient adherence to the
dosing regimen and other trial protocol elements, the rate of dropout among clinical trial
participants, and other compounding factors, such as other medications or pre-existing medical
conditions. In the case of any trials we conduct, results may differ from earlier trials due to,
among other things, the larger number of clinical trial sites, additional countries and languages
involved in such trials, the different conductors of the trials, different clinical trial standards
required in different jurisdictions, different patient population, and different standard of care
and pretreatment of patients before enrolling in such trials. Any of these changes could make
the results of planned clinical trials or other future clinical trials we may initiate less
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predictable and could cause our drug candidates to perform differently, which could delay
completion of clinical trials, delay approval of our drug candidates and/or jeopardize our
ability to commence commercialization of our drug candidates. Further more, there can be no
assurance that non-head-to-head analyses (e.g., comparisons with competing drugs based on
their publicly available study and trial data) will be predictive of future clinical results.

We may allocate our limited resources to pursuing particular drug candidates or
indications and fail to capitalize on other drug candidates or indications that may later
prove to be more profitable, or for which there is a greater likelihood of success.

As we have limited financial and managerial resources, we focus our product pipeline on
research programs and drug candidates that we identify for specific indications. As a result, we
may forgo or delay pursuit of opportunities with other drug candidates or for other indications
that may later prove to have greater commercial potential or a greater likelihood of success.
Our spending on current and future research and development programs and drug candidates
for specific indications may not yield any commercially viable products. If we do not
accurately evaluate the commercial potential or target market for a particular drug candidate,
we may relinquish valuable rights to that drug candidate through collaboration, licensing or
other royalty arrangements in cases in which it would have been more advantageous for us to
retain development and commercialization rights to such drug candidate, or we may allocate
internal resources to a drug candidate in a therapeutic area in which it would have been more
advantageous to enter into a partnering arrangement.

We may be unable to successfully develop or market our drug candidates or may
experience significant regulatory delays, if safety, efficacy or other issues arise from any
pharmaceutical product or medical treatment used, or intended to be used, in
combination with our drug candidates.

We plan to develop certain of our drug candidates, such as TY-9591 and TY-302, for
combination therapies. For example, We are exploring TY-9591 in combination with
chemotherapy for the treatment of NSCLC with EGFR mutations, TY-302 in combination with
toremifene for the treatment of breast cancer, as well as TY-302 in combination with
abiraterone for the treatment of prostate cancer.

If any of the NMPA, the FDA or other comparable regulatory authorities revokes its
approvals of the pharmaceutical products or medical treatments we intend to use in
combination with our drug candidates, we may not be able to develop or market our drug
candidates as a combination therapy as planned. In addition, if safety or efficacy issues arise
with these pharmaceutical products or medical treatments that we seek to combine with our
drug candidates, we may also experience significant regulatory delays, and be required to
re-design or terminate the relevant clinical trials. Moreover, if manufacturing or other issues
result in a supply shortage of any component in the combination therapies we are developing,
we may not be able to complete clinical development of our drug candidates under our target
timetable or within our current budget, or at all.
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The data and information that we gather in our research and development process could
be inaccurate or incomplete, which could harm our business, reputation, financial
condition and results of operations.

We collect, aggregate, process, and analyze data and information from our preclinical
studies and clinical trials. We also engage in substantial information gathering following the
identification of a promising drug candidate. Because data in the healthcare industry is
fragmented in origin, inconsistent in format, and often incomplete, the overall quality of data
collected or accessed in the healthcare industry is often subject to challenge, the degree or
amount of data which is knowingly or unknowingly absent or omitted can be material, and we
often discover data issues and errors when monitoring and auditing the quality of our data. If
we make mistakes in the capture, input, or analysis of these data, our ability to advance the
development of our drug candidates may be materially harmed and our business, prospects and
reputation may suffer.

We also engage in the procurement of regulatory approvals necessary for the development
and commercialization of our drug candidates, for which we manage and submit data to
governmental authorities. These processes and submissions are governed by complex data
processing and validation policies and regulations. Notwithstanding such policies and
regulations, interim, top-line or preliminary data from our clinical trials that we announce or
publish from time to time may change as more patient data become available and are subject
to audit and verification procedures that could result in material changes in the final data, in
which case we may be exposed to liability to a patient, court or government agency that
concludes that our storage, handling, submission, delivery, or display of health information or
other data was wrongful or erroneous. The insurance coverage for clinical trials may prove to
be inadequate or could cease to be available to us on acceptable terms, or at all. Even
unsuccessful claims could result in substantial costs and diversion of management time,
attention, and resources. A claim brought against us that is uninsured or under-insured could
harm our business, financial condition and results of operations.

In addition, we rely on certain third parties, such as CROs, to monitor and manage data
for some of our ongoing preclinical studies and clinical trials and control only certain aspects
of their activities. If any of our CROs or other third parties do not perform to our standards in
terms of data accuracy or completeness, data from those pre-clinical and clinical trials may be
compromised as a result, and our reliance on these parties does not relieve us of our regulatory
responsibilities. For a detailed discussion, please see “— Risks Relating to Our Reliance on
Third Parties — We work with various third parties to develop our drug candidates, such as
those who help us conduct our preclinical studies and clinical trials. If these third parties do
not successfully carry out their contractual duties or meet expected timelines, we may not be
able to obtain regulatory approval for, or commercialize, our drug candidates, and our business

could be materially harmed.”
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In conducting drug discovery, development and commercialization, we face potential
liabilities, in particular, product liability claims or lawsuits that could cause us to incur
substantial liabilities.

We face an inherent risk of product liability as a result of the clinical trials and any future
commercialization of our drug candidates inside and outside China. For example, we may be
sued if our drug candidates cause or are perceived to cause injury or are found to be otherwise
unsuitable during clinical testing, manufacturing, marketing or sale. Any such product liability
claims may include allegations of defects in manufacturing, defects in design, a failure to warn
of dangers inherent in the drug, negligence, strict liability or a breach of warranties. Claims
could also be asserted under applicable consumer protection laws.

Liability claims may result in decreased demand for our drug candidates, injury to our
reputation, withdrawal of clinical trial participants and inability to continue clinical trials,
initiation of investigations by regulators, costs to defend the related litigation, a diversion of
management’s time and our resources, substantial monetary awards to trial participants or
patients, product recalls, withdrawals, or labeling, marketing or promotional restrictions, loss
of revenue, exhaustion of any available insurance and our capital resources, the inability to
commercialize any approved drug candidate, and a decline in the market price of our H Shares.

To cover such liability claims arising from clinical studies, we purchase clinical trial
insurance to cover adverse events in our clinical trials. It is possible that our liabilities could
exceed our insurance coverage or that our insurance will not cover all situations in which a
claim against us could be made. We may not be able to maintain insurance coverage at a
reasonable cost or obtain insurance coverage that will be adequate to satisfy any liability that
may arise. If a successful product liability claim or series of claims are brought against us for
uninsured liabilities or in excess of insured liabilities, our assets may not be sufficient to cover
such claims and our business operations could be impaired. Should any of these events occur,
it could have a material adverse effect on our business, financial condition and results of

operations.

The FDA has granted orphan drug designation to TY-2136b for the treatment of NSCLC,
but we may be unable to maintain or receive the benefits associated with orphan drug
status, including market exclusivity.

Regulatory authorities in some jurisdictions, including the U.S., may designate drugs for
relatively small patient populations as orphan drugs. Under the Orphan Drug Act, the FDA may
designate a product as an orphan drug if it is a drug intended to treat a rare disease or condition,
which is generally defined as a disease with a patient population of fewer than 200,000
individuals in the U.S. Our product candidate, TY-2136b, has been awarded orphan drug
designation by the FDA for the treatment of ROSI-positive, NTRK fusion-positive, ALK-
positive or LTK-positive NSCLC.
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Generally, if a product with an orphan drug designation subsequently receives the first
marketing approval for the indication for which it has such designation, the product may be
entitled to a period of marketing exclusivity, which precludes the FDA from approving another
marketing application for the same drug for the same indication during the period of
exclusivity. The applicable period is seven years in the U.S. We can provide no assurance that
another drug will not receive marketing approval prior to TY-2136b. Orphan drug exclusivity
may be lost if the FDA determines that the request for designation was materially defective, or
if the manufacturer is unable to assure sufficient quantity of the drug to meet the needs of
patients with the rare disease or condition.

In addition, even after an orphan drug is approved, the FDA can subsequently approve a
different drug for the same condition if the FDA concludes that the later drug is clinically
superior in that it is shown to be safer, more effective or makes a major contribution to patient
care. Therefore, even if we obtain orphan drug exclusivity for a product candidate or additional
product candidates, that exclusivity may not effectively protect the product candidate from
competition because different drugs can be approved for the same condition.

RISKS RELATING TO MANUFACTURING OF OUR DRUG CANDIDATES

We have no experience in manufacturing pharmaceutical products, and our business
could be materially and adversely affected if we encounter problems in manufacturing
our future drug products.

We have no experience in manufacturing pharmaceutical products, which is a complex
process requiring significant expertise and capital investment, in part due to strict regulatory
requirements. The problems that may arise from the manufacturing process include but are not
limited to:

. equipment malfunction;

. failure to follow specific protocols and procedures;

. changes in product specifications;
. low quality or insufficient supply of raw materials;
. delays in the construction of new manufacturing facilities or the expansion of our

existing manufacturing facility when needed;

. changes in manufacturing production sites and limits to manufacturing capacity due
to regulatory requirements;

. changes in the types of products produced;

. advances in manufacturing techniques;
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. physical limitations that could inhibit continuous supply; and

. man-made or natural disasters and other environmental factors.

If problems arise during the production process of certain future products, a batch or
several related batches of such product may have to be discarded and cause production delays,
cost increases, lost revenue, damage to customer relationships, time and expense spent
investigating the cause and, depending on the cause, similar losses with respect to other batches
or products. If problems are not discovered before the products are released to the market,

recall and product liability costs may also be incurred.

We face additional manufacturing risks in relation to the CDMOs that we engage from
time to time. See “— Risks Relating to Our Reliance on Third Parties — We rely on third
parties to manufacture our clinical drug candidates and expect to rely on third parties to
manufacture our drugs when approved, and our business could be harmed if those third parties
fail to provide us with sufficient quantities of the drug product or fail to do so at acceptable
quality levels or prices.”

In addition, the quality of our drugs manufactured by us for commercial use in the future,
depends significantly on the effectiveness of our quality control and quality assurance, which
in turn depends on factors such as the production processes used in manufacturing facility, the
quality and reliability of equipment used, the quality of the operating staff and related training
programs and our ability to ensure that our staff adhere to our quality control and quality
assurance procedures. We cannot assure you that our quality control and quality assurance
procedures will be effective in consistently preventing and resolving deviations from our
quality standards or that our standard operating procedures will be complete or updated at all
times. Any significant failure or deterioration of our quality control and quality assurance
procedures could render our products unsuitable for use, or not in compliance with the relevant
requirements of the cGMP and/or harm our market reputation and relationships with business
partners. Any such developments may have a material adverse effect on our business, financial
condition and results of operations.

Failure to obtain and maintain regulatory approvals for our manufacturing facility, and
any disruption or suspension of manufacturing activities may affect our business and
results of operations.

As of the Latest Practicable Date, we did not have any in-house manufacturing facility
that was operational. Anticipating future commercialization, we are in the process of
establishing our in-house cGMP-compliant manufacturing facility in Huzhou, Zhejiang
Province, which is expected to commence operations in 2025. If we fail to obtain and maintain
regulatory approvals for our manufacturing facility, we may not be able to manufacture
sufficient quantities of our drug candidates, once approved, which would limit our
development and commercialization activities and our opportunities for growth. Cost overruns
associated with maintaining our manufacturing facility could require us to raise additional
funds from other sources.
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Our manufacturing facility is required to obtain and maintain regulatory approvals,
including being subject to ongoing, periodic inspection by the NMPA, the FDA or other
comparable regulatory authorities to ensure compliance with c¢cGMP regulations. Our
manufacturing facility is designed in compliance with the regulatory requirements and cGMP
standards. We cannot guarantee, however, that we will be able to adequately follow and
document our adherence to such ¢cGMP regulations or other regulatory requirements. For
example, to obtain the FDA approval for our drug candidates in the U.S., we would need to
undergo strict pre-approval inspections of our manufacturing facility. When inspecting our
manufacturing facility, the FDA may cite cGMP deficiencies. Remediating deficiencies, if any,
can be laborious, time consuming and costly. We are also subject to some contractual
obligations in relation to our compliance with cGMP regulations. For example, pursuant to the
Cooperation Agreements (as defined in “Financial Information — Discussion of Certain
Selected Items From The Consolidated Statements of Financial Position — Other Long-term
Payables”), we shall aim to pass the cGMP-compliance inspection and obtain the drug
manufacturing license by December 31, 2025, and Changxing Development Zone
Administrative Committee is entitled to request us to return the total Investment Amount we
received if we fail to do so. For more information, see “Financial Information — Discussion
of Certain Selected Items From The Consolidated Statements of Financial Position — Other
Long-term Payables.” Failure to obtain and maintain such regulatory approvals may materially
affect our R&D activities, and seriously delay the clinical trials and commercialization of our
drug candidates, once approved. We may also encounter problems with achieving adequate or
clinical-grade products that meet the NMPA, FDA, or other comparable regulatory authority
standards or specifications, or maintaining consistent and acceptable production costs. We may
also experience shortages of qualified personnel, raw materials or key contractors, or
experience unexpected damage to our facility or equipment. In these cases, we may be required
to delay or suspend manufacturing activities. We may be unable to secure temporary,
alternative manufacturers for our drugs with the terms, quality and costs acceptable to us, or
at all. Such an event could delay our clinical trials and/or the availability of our products for
commercial sale. Moreover, we may spend significant time and costs to remedy these
deficiencies before we can continue production at our manufacturing facility. We may also be
subject to sanctions for failure to comply with applicable regulations, including fines,
injunctions, penalties, suspension of clinical trials, failure of regulatory authorities to grant
marketing approval of our drug candidates, suspension or withdrawal of approvals, supply
disruptions, seizures or recalls of our drug candidates, operating restrictions and criminal
prosecutions, any of which could materially and adversely affect our business.

If our manufacturing facility or equipment is damaged or destroyed, we may not be able
to quickly or inexpensively replace our manufacturing capacity or replace it at all. In the event
of a temporary or protracted loss of the facility or equipment, we might not be able to transfer
manufacturing to a third party. Even if we could transfer manufacturing to a third party, the
shift would likely be expensive and time-consuming, particularly since the new facility would
need to comply with the necessary regulatory requirements and we would need regulatory
agency approval before selling any drugs manufactured at that facility. Such an event could
delay our clinical trials or reduce our product sales if and when we are able to successfully
commercialize one or more of our drug candidates. Any interruption in manufacturing
operations at our manufacturing facility could result in our inability to satisfy the demands of
our clinical trials or commercialization. Any disruption that impedes our ability to manufacture
our drug candidates or drugs in a timely manner could materially and adversely affect our
business, financial condition and operating results.
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We procure certain raw materials from third-party suppliers for our manufacturing
needs. Such supplies may not be available to us on acceptable terms or at all, and an
increase in the market prices of such supplies may adversely affect our results of
operations.

We procure certain raw materials from third-party suppliers for our manufacturing needs.
We expect to continue to procure raw materials from third-party suppliers for the research,
development and commercialization of our drug candidates. As we continue to develop and
scale our manufacturing process and capacity, there is no assurance that we will be able to, at
all times, procure the materials we need in adequate amount or on commercially reasonable
terms, in a timely manner or at all. We might in the future encounter temporary difficulties in
sourcing key raw materials as a result of health epidemics or outbreaks of contagious diseases
as well as natural disasters, which could have a material impact on our business operations. For
the risks associated with health epidemics or outbreaks of contagious diseases as well as
natural disasters, see “— Risks Relating to Our Operations — We may be subject to natural
disasters, acts of war or terrorism or other factors beyond our control.” Moreover, we may not
be able to continue to procure from any of our current suppliers due to other reasons, such as
regulatory actions or requirements affecting certain supplier(s), adverse financial or other
strategic developments experienced by certain supplier(s), labor disputes or shortages,
unexpected demands, or quality issues. Failure to obtain sufficient supply of these materials
could adversely affect our ability to satisfy demand for our drug candidates, which could
adversely and materially affect our development process, future commercialization efforts and
operating results.

Furthermore, as our manufacturing processes require substantial amounts of supplies,
fluctuations in price of such supplies may directly and adversely impact on our profitability.
During the Track Record Period, we had not experienced significant fluctuations in prices of
supplies, and they are generally available and in sufficient quantity to meet our demands.
However, we cannot assure you that this will continue to be the case in the future. The prices
of supplies we use in manufacturing our drug candidates may be affected by a number of
factors, including market supply and demand, the PRC or international environmental and
regulatory requirements, natural disasters such as fires, outbreak of epidemics or diseases, and
the PRC and global economic conditions. A significant increase in the costs of supplies may
directly and negatively affect our profit margins and, ultimately, our business, financial

conditions, results of operation and prospects.
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RISKS RELATING TO COMMERCIALIZATION OF OUR DRUG CANDIDATES

We have no experience in the commercialization of drugs. If we are unable to build,
manage, expand and optimize an effective sales and distribution network for our drug
candidates, either by ourselves or through third parties, we may not be able to
successfully create or increase market awareness of our products or sell our products,
which will materially affect our ability to generate product sales revenue.

Our operations to date have been largely focused on developing our drug candidates,
primarily undertaking preclinical studies and conducting clinical trials. We have not yet
demonstrated that we have the ability to launch and commercialize any of our drug candidates.
Our ability to successfully commercialize our drug candidates may involve more inherent risk,
take longer, and cost more than it would if we were a company with experience in launching
and marketing drug candidates. We will have to compete with many companies that currently
have commercialization teams and extensive sales and marketing operations. With limited
experience in sales and marketing, we may be unable to compete successfully against these
more established companies. In the long term, if we intend to distribute our products
worldwide, we would need to develop and expand our in-house marketing organization and
sales force, which will require significant expenditures, management resources and time. We
will have to compete with other pharmaceutical companies to recruit, hire, train and retain
marketing and sales personnel. We may also consider working with external partners to
leverage their sales and marketing expertise and well-established networks and resources.
However, there can be no assurance that we will be able to establish or maintain such
collaborative arrangements, or if we are able to do so, that they will have effective sales forces.
Any revenue we receive will depend upon the efforts of such third parties. We would have little
or no control over the marketing and sales efforts of such third parties, and our revenue from
product sales may be lower than if we had commercialized our drug candidates ourselves. We
will also face competition in our search for third parties to assist us with the sales and
marketing efforts for our drug candidates.

There can be no assurance that we will be able to successfully develop and maintain
in-house sales and commercial distribution capabilities or establish or maintain relationships
with third-party collaboration partners to successfully commercialize any product, and as a
result, our ability to generate product sales revenue may be negatively affected.

The size of the potential market for our current or future drug candidates is difficult to
estimate and, if any of our assumptions are inaccurate, the actual markets for our current
or future drug candidates may be smaller than our estimates.

Our projections of the number of patients who have the potential to benefit from treatment
with our drug candidates are based on our beliefs and estimates. These estimates have been
derived from a variety of sources, including scientific literature, surveys of clinics, patient
foundations, or market research and may prove to be incorrect. Further, new studies may
change the estimated incidence or prevalence of these diseases. The number of patients may
turn out to be fewer than expected. As a result, the potentially addressable patient population
and market size for our drug candidates may be smaller than our estimates.
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Furthermore, there is no guarantee that any of our drug candidates, even if approved,
would be approved for the line of therapy we are aiming for. For example, cancer therapies may
be characterized as first-line, second-line or later-line therapy depending on options for
treatment and prior treatments received. For indications with well-established standard of care
therapies, the NMPA, the FDA and other comparable regulatory authorities may approve new
therapies initially only for later-lines of therapy. While we may seek approval for our drug
candidates as an early-line therapy for certain indications, there is no guarantee that they will
be approved as such. As a result, even if we obtain market approval for our drug candidates,
we may not achieve the anticipated market size and revenue unless such market approval is for
the intended lines of therapy or for additional indications.

Our drug candidates, once approved, may fail to achieve the degree of market acceptance
by physicians, patients, third-party payers and others in the medical community that
would be necessary for our drug candidates’ commercial success.

Our future approved drug candidates may fail to gain sufficient market acceptance by
physicians, patients, third-party payers and others in the medical community. For example,
current treatments for cancers are well established in the medical community, and doctors may
continue to rely on these treatments to the exclusion of our drug candidates that are in clinical
trials for the same or similar indications. In addition, physicians, patients and third-party
payers may prefer other novel products to ours. The degree of market acceptance of our drug
candidates, if approved for commercial sale, will depend on a number of factors, including:

. the clinical indications for which our drug candidates are approved;

. physicians, hospitals and patients’ perception of our drug candidates as a safe and
effective treatment;

. the potential and perceived advantages of our drug candidates over alternative
treatments;

. the prevalence and severity of any side effects;

. product labeling or product insert requirements of applicable regulatory authorities;

. limitations or warnings contained in the labeling approved by applicable regulatory
authorities;

. the timing of market introduction of our drug candidates as well as competitive

drugs;
. the cost of treatment in relation to alternative treatments;
. the availability of adequate coverage, reimbursement and pricing by third-party

payers and government authorities;
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. the willingness of patients to pay out-of-pocket in the absence of coverage and
reimbursement by third-party payers and government authorities; and

. the effectiveness of our sales and marketing efforts.

If any approved drug candidates that we commercialize fail to achieve market acceptance
in the medical community, we will not be able to generate significant revenue. Even if our
future approved drug candidates achieve market acceptance, we may not be able to maintain
that market acceptance over time if new products or technologies introduced that are more
favorably received or more cost-effective. Our failure to achieve or maintain market
acceptance for our future approved drug candidates would materially adversely affect our
business, financial condition, results of operations and prospects.

The illegal and/or counterfeit pharmaceutical products may reduce demand for our drug
candidates, which could have a negative impact on our reputation and business.

The illegal import of similar or competing products from countries where government
price controls or other market dynamics result in lower prices may adversely affect the demand
for our future approved drug candidates and, in turn, may adversely affect our sales and
profitability in China and other countries where we plan to commercialize our drug candidates.
Unapproved foreign imports of prescription drugs are illegal under current laws of China.
However, illegal imports may continue to occur or even increase as the ability of patients and
other customers to obtain these lower priced imports continues to grow. Furthermore,
cross-border imports from lower-priced markets (parallel imports) into higher-priced markets
could harm sales of our drugs and exert commercial pressure on pricing within one or more
markets. In addition, competent government authorities may expand consumers’ ability to
import lower priced versions of our future approved products or competing products from
outside China or other countries where we operate. Any future legislation or regulations that
increase consumer access to lower priced medicines from outside China or other countries
where we operate could have a material adverse effect on our business.

Certain pharmaceutical products distributed or sold in our target markets may be
manufactured without proper licenses or approvals, or are fraudulently mislabeled with respect
to their usage or manufacturers. These products are generally referred to as counterfeit
pharmaceutical products. The regulatory control and law enforcement system in relation to the
counterfeit pharmaceutical products, may be inadequate to discourage or eliminate the
manufacturing and sale of counterfeit pharmaceutical products imitating our products in a
timely manner, or at all. Since counterfeit pharmaceutical products in many cases have very
similar appearances compared with the authentic pharmaceutical products but are generally
sold at lower prices, counterfeits of our products can quickly erode the demand for our future
approved drug candidates. A patient who receives a counterfeit pharmaceutical product may be
at risk for a number of dangerous health consequences, which potentially exposes us to product
liability claims, government investigations, and other disputes and negative consequences. Our
reputation and business could suffer harm as a result of counterfeit pharmaceutical products

sold under our or our collaboration partner’ brand name(s).

—72 —



RISK FACTORS

Guidelines, recommendations and studies published by various organizations could
disfavor our drug candidates.

Government agencies, professional societies, practice management groups, private health
and science foundations and organizations focused on various diseases may publish guidelines,
recommendations or studies that affect our or our competitors’ drugs and drug candidates. Any
such guidelines, recommendations or studies that reflect negatively on our drug candidates,
either directly or relative to our competitive drug candidates, could result in current or
potential decreased use, sales of, and revenues from one or more of our drug candidates.
Furthermore, our success depends in part on our and our partners’ ability to educate healthcare
providers and patients about our drug candidates, and these education efforts could be rendered
ineffective by, among other things, third-parties’ guidelines, recommendations or studies.

Our drug candidates may not be covered by insurance or reimbursement programs or
may become subject to unfavorable insurance policies or reimbursement practices, either
of which could harm our business, and we may be subject to unfavorable pricing
regulations, which could make it difficult for us to sell our drugs profitably.

The regulations that govern regulatory approvals, pricing and reimbursement for new
therapeutic products vary widely from jurisdiction to jurisdiction. We intend to seek approval
to market our drug candidates in China, the U.S. and in other jurisdictions. In China and some
markets outside China, the pricing of drugs is subject to governmental oversight and
regulation, which can take considerable time even after obtaining regulatory approval. Thus,
our ability to commercialize any approved drug candidates successfully will depend in part on
the extent to which reimbursement for these drugs and related treatments will be available from
government health administration authorities, private health insurers and other organizations.

A primary trend in the global healthcare industry is cost containment. Government
authorities and these third-party payers have attempted to control costs by limiting coverage
and the amount of reimbursement for particular medications. In China, the National Healthcare
Security Administration and the Ministry of Human Resources and Social Security, together
with other government authorities, regularly review the inclusion or removal of drugs from
them NRDL. The NRDL determines a pharmaceutical product’s reimbursement standards for
program participants under the National Medical Insurance Program, (the “NMIP”). Under the
NMIP, patients are entitled to full or partial reimbursement of costs for pharmaceutical
products listed in the NRDL. A pharmaceutical product’s inclusion in or exclusion from the
NRDL and its tier under the NRDL will significantly affect the demand for such product in
China. There is no assurance that any of our future approved drug candidates will be included
in the NRDL. The inclusion of pharmaceutical products by relevant authorities into the NRDL
is based on a variety of factors, including efficacy, safety and price. If we were to successfully
launch commercial sales of our products but fail in our efforts to have our products included
in the NRDL, our revenue from commercial sales would be highly dependent on patient
self-payment, which can make our products less competitive. Patients may choose other drugs
with similar efficiency but lower price which have been included in the NRDL. Additionally,
even if the Ministry of Human Resources and Social Security of China or any of its local
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counterparts were to accept our application for the inclusion of products in the NRDL, our
potential revenue from the sales of these products could still decrease as a result of the
significantly lowered prices we may be required to charge for our products to be included in
the NRDL.

In the U.S., no uniform policy of coverage and reimbursement for drugs exists among
third-party payers. As a result, obtaining coverage and reimbursement approval of a drug from
a government or other third-party payer is a time-consuming and costly process that could
require us to provide to each payer supporting scientific, clinical and cost-effectiveness data
for the use of our future approved drugs on a payer-by-payer basis, with no assurance that
coverage and adequate reimbursement will be obtained. Even if we obtain coverage for a given
drug, the resulting reimbursement rates might not be adequate for us to achieve or sustain
profitability or may require co-payments that patients find unacceptably high. Additionally,
third-party payers may not cover, or provide adequate reimbursement for, long-term follow-up
evaluations required following the use of our future approved drug candidates. Patients are
unlikely to use any of our future approved drug candidates unless coverage is provided and
reimbursement is adequate to cover a significant portion of the cost of the drugs.

Increasingly, third-party payers are requiring that companies provide them with
predetermined discounts from list prices and are challenging the prices charged for medical
products. We cannot be sure that reimbursement will be available for any approved drug
candidates that we commercialize and, if reimbursement is available, what the level of
reimbursement will be. Reimbursement may impact the demand for, or the price of, any
approved drug candidates that we commercialize. If reimbursement is not available or is
available only to limited levels, we may not be able to successfully commercialize any drug
candidates that we successfully develop.

There may be significant delays in obtaining reimbursement for approved drug
candidates, and reimbursement coverage may be more limited than the approved indications of
the drug candidates by the NMPA, the FDA or other comparable regulatory authorities.
Moreover, eligibility for reimbursement does not imply that any drug will be paid for in all
cases or at a rate that covers our costs, including research, development, manufacture, sale and
distribution. Interim payments for new drugs, if applicable, may also not be sufficient to cover
our costs and may not be made permanent. Payment rates may vary according to the use of the
drug and the clinical setting in which it is used, may be based on payments allowed for lower
cost drugs that are already reimbursed, and may be incorporated into existing payments for
other services. Net prices for drugs may be reduced by mandatory discounts or rebates required
by government healthcare programs or private payers. Our inability to promptly obtain
reimbursement coverage at profitable payment rates from both government-funded and private
payers for any future approved drug candidates and any new drugs that we develop could have
a material adverse effect on our business, our operating results, and our overall financial
condition.
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RISKS RELATING TO OUR INTELLECTUAL PROPERTY RIGHTS

If we and our collaboration partner are unable to obtain and maintain adequate patent
and other intellectual property protection for our drug candidates throughout the selected
markets in the world, or if the scope of such intellectual property rights obtained is not
sufficiently broad or a compulsory license is issued, third parties could develop and
commercialize drug candidates and technologies similar or identical to ours and compete
directly against us, and our ability to successfully develop and commercialize any of our
drug candidates or technologies would be materially and adversely affected.

We seek to protect the drug candidates and technologies that we consider commercially
important by filing patent applications in China and other jurisdictions, relying on trade secrets
or pharmaceutical regulatory protection or employing a combination of these methods. For
further information on our patent portfolio, see “Business — Intellectual Property.” If we or
our collaboration partner are unable to obtain and maintain patent and other intellectual
property protection with respect to our drug candidates and technologies, our business,
financial condition, results of operations and prospects could be materially harmed.

The patent prosecution process is expensive, time-consuming and complex, and we and
our collaboration partner may not be able to file, prosecute, maintain, defend, enforce or
license all necessary or desirable patents and patent applications at a reasonable cost or in a
timely manner in all desirable jurisdictions. As a result, we and our collaboration partner may
not be able to prevent competitors or other third parties from developing and commercializing
competitive drugs in all such fields and jurisdictions. Our pending and future patent
applications may not result in patents being issued which protect our technology or drug
candidates or which effectively prevent others from commercializing competitive technologies
and drug candidates. As of the Latest Practicable Date, we have not obtained patent protections
for certain of our early-stage drug candidates. Although we plan to initiate patent applications
in due course, currently there is no patent protection available for such drug candidates until
the relevant patent applications are successful.

The requirements for patentability differ in certain jurisdictions. For example, methods of
treatment of diseases are not patentable subject matters in China. Many jurisdictions have
compulsory licensing laws under which a patent owner may be compelled to grant licenses to
third parties. For example, according to the Patent Law of the People’s Republic of China
( (e N RILFEIEAFNZ) ) (the “PRC Patent Law”), for public health purposes, the China
National Intellectual Property Administration (CNIPA) may grant a compulsory license for
manufacturing patented drugs and exporting them to countries or regions covered under
relevant international treaties to which PRC has acceded. The U.S. does not have any
provisions for a compulsory license. In addition, many jurisdictions limit the enforceability of
patents against government agencies or government contractors. In these jurisdictions, the
patent owner may have limited remedies, which could materially diminish the value of such
patents. If we are forced to grant a license to third parties with respect to any patent or patent
application relevant to our business, our competitive position may be materially impaired and
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our business, financial condition, results of operations and prospects may be adversely
affected. To our best knowledge, as of the Latest Practicable Date, drug products belonging to
the same class of our product candidates had not been subjects of compulsory licensing in
China.

It is also possible that we will fail to identify patentable aspects of our research and
development output in time to obtain patent protection. Although we enter into non-disclosure
and confidentiality agreements or clauses with parties who have access to confidential or
patentable aspects of our research and development output, such as our employees and
third-party contractors, any of these parties may breach such agreements or clauses and
disclose such output before a patent application is filed, thereby jeopardizing our ability to
obtain patent protection. In addition, publications of discoveries in the scientific literature
often lag behind the actual discoveries, and patent applications in the U.S. and other
jurisdictions are typically not published until 18 months after filing, or in some cases, not at
all. Therefore, we cannot be certain that we were the first to make the inventions claimed in
our patents or pending patent applications, or that we were the first to file for patent protection
of such inventions. Furthermore, China and the U.S., have adopted the “first-to-file” system,
under which the first inventor to file a patent application will be awarded the patent if all other
patentability requirements are met. Under the first-to-file system, third parties may be granted
a patent relating to a technology which we invented.

In addition, under the PRC Patent Law, any organization or individual that applies for a
patent in a foreign country for an invention or utility model accomplished in China is required
to file in advance to CNIPA, for confidentiality examination. Otherwise, if an application is
later filed in China, the patent right will not be granted.

The coverage claimed in a patent application can be significantly reduced before the
patent is issued, and its scope can be reinterpreted after issuance. Even if patent applications
we own currently or in the future are issued as patents, they may not be issued in a form that
will provide us with any meaningful protection, prevent competitors or other third parties from
competing with us, or otherwise provide us with any competitive advantage. Any patents that
we hold, acquire or in-license may be challenged, narrowed, circumvented, or invalidated by
third parties. In addition, the patent position of pharmaceutical companies generally is highly
uncertain, involves complex legal and factual questions, and has been the subject of much
litigation in recent years. As a result, the issuance, scope, validity, enforceability and
commercial value of our patent rights are highly uncertain. Consequently, we do not know
whether any of our platform advances and drug candidates will be protectable or remain
protected by valid and enforceable patents. Our competitors or other third parties may be able
to circumvent our patents by developing similar or alternative technologies or products in a
non-infringing manner.
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Our patent rights may be challenged and invalidated.

The issuance of a patent is not conclusive as to its inventorship, scope, validity or
enforceability, and our patent rights may be challenged in the courts or patent offices in China,
the U.S. and other jurisdictions. We may be subject to claims that former employees,
collaborators or other third parties have an interest in our patents or other intellectual property
or become involved in opposition, derivation, revocation, reexamination, post-grant and inter
partes review, or interference proceedings challenging our patent rights or the patent rights of
others. If we are unsuccessful in any interference proceedings or other priority or validity
disputes (including any patent oppositions) to which our intellectual properties are subject, we
may lose valuable intellectual property rights through the loss of one or more patents or our
patent claims may be narrowed, invalidated, or held unenforceable. In addition, if we are
unsuccessful in any inventorship disputes to which we are subject, we may lose valuable
intellectual property rights, such as exclusive ownership. If we are unsuccessful in any
interference proceeding or other priority or inventorship dispute, we may be required to obtain
and maintain licenses from third parties, including parties involved in any such interference
proceedings or other priority or inventorship disputes. Such licenses may not be available on
commercially reasonable terms or at all, or may be non-exclusive. If we are unable to obtain
and maintain such licenses, we may need to cease the development, manufacture and
commercialization of one or more of our drug candidates. The loss of exclusivity or the
narrowing of our patent claims could limit our ability to stop others from using or
commercializing similar or identical drug products. Any of the foregoing could result in a
material adverse effect on our business, financial condition, results of operations or prospects.
Even if we are successful in an interference proceeding or other similar priority or inventorship
disputes, it could result in substantial costs and be a distraction to our management and other
employees.

Specifically, despite measures we take to obtain patent protection with respect to our
major drug candidates and technologies, any of such issued patents could be narrowed,
challenged or invalidated due to any interference proceedings or other priority or validity
disputes. For example, if we were to initiate legal proceedings against a third party to enforce
a patent covering one of our drug candidates, the defendant could counterclaim that our patent
is invalid or unenforceable. In patent litigations in the U.S., for example, defendant
counterclaims alleging invalidity or unenforceability are commonplace, and there are
numerous grounds upon which a third party can assert invalidity or unenforceability of a
patent. Grounds for a validity challenge could be an alleged failure to meet any of several
statutory requirements, including lack of novelty, obviousness, lack of written description or
non-enablement. Grounds for an unenforceability assertion could be an allegation that someone
connected with prosecution of the patent withheld material information from the relevant
patent office, or made a misleading statement, during prosecution. Third parties may also raise
similar patent invalidity claims before administrative bodies in China, the U.S. or in other
jurisdictions, even outside the context of litigation. Such mechanisms include ex parte
re-examination, inter partes review, post-grant review, interference proceedings, derivation,
invalidation, revocation and equivalent proceedings in non-U.S. jurisdictions, such as
opposition proceedings. The outcome following legal assertions of invalidity and
unenforceability is unpredictable. Such proceedings could result in revocation of or
amendment to our patents in such a way that they no longer adequately cover and protect our
drug candidates. Even if a third party does not prevail on a legal assertion of invalidity or
unenforceability, our patent claims may be construed in a manner that would limit our ability
to enforce such claims against such third party and others.
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Even if we obtain patent protection for our drug candidates, the term of such protection,
if any, is limited, and third parties could develop and commercialize products and
technologies similar or identical to ours and compete directly against us after the
expiration of our patent rights, if any, and our ability to successfully commercialize any
product or technology would be materially and adversely affected.

Although various adjustments and extensions may be available, the term of a patent, and
the protection it affords, is limited. For example, the expiration of a patent is generally 20 years
for invention in the PRC and generally 20 years from the earliest date of filing of the first
non-provisional patent application to which the patent claims priority in the U.S. Generic or
biosimilar medications may obtain marketing approval following our patent expiration. The
patents and pending patent applications, if issued, for our drug candidates are expected to
expire on various dates. For the expiration dates of our issued patents for our drug candidates,
please see “Business — Intellectual Property.” Upon the expiration of our issued patents or
patents that may issue from our pending patent applications, we will not be able to assert such
patent rights against potential competitors and our business and results of operations may be
adversely affected.

Given the amount of time required for the development, testing and regulatory review of
new drug candidates, patents protecting such drug candidates might expire before or shortly
after such drug candidates are commercialized. As a result, our patents and patent applications
may not provide us with sufficient rights to exclude others from commercializing products
similar or identical to ours, which could have a material adverse effect on our competitive

position, business, financial conditions, results of operations and prospects.

We may become involved in lawsuits to protect or enforce our intellectual property, which
could be expensive, time-consuming and unsuccessful.

Competitors or other third parties may infringe our patent rights or misappropriate or
otherwise violate our intellectual property rights. To counter infringement, misappropriation or
any other unauthorized use, litigation may be necessary in the future to enforce or defend our
intellectual property rights, to protect our trade secrets or to determine the validity and scope
of our own intellectual property rights. Litigation and other proceedings in connection with any
of the foregoing claims can be expensive and time-consuming and, even if resolved in our
favor, may cause us to incur significant expenses and could distract management and our
scientific and technical personnel from their normal responsibilities. We may not prevail in any
lawsuits that we initiate, and the damages or other remedies awarded, if any, may not be
commercially meaningful. Any claims that we assert against perceived infringers and other
violators could also provoke these parties to assert counterclaims against us alleging that we
infringe, misappropriate or otherwise violate their intellectual property rights. Many of our
current and potential competitors have the ability to dedicate more resources to enforce and
defend their intellectual property rights than we can. Accordingly, despite our efforts, we may
not be able to prevent third parties from infringing, misappropriating or otherwise violating our
intellectual property rights. An adverse result in any litigation proceeding could put our patent,
as well as any patents that may issue in the future from our pending patent applications, at risk
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of being invalidated, held unenforceable or interpreted narrowly. Furthermore, because of the
substantial amount of discovery required in connection with intellectual property litigation,
there is a risk that some of our confidential information could be compromised by disclosure
during this type of litigation. Therefore, even if we were to ultimately prevail, or to settle at
an early stage, such litigation could burden us with substantial unanticipated costs.

Moreover, we may not be able to detect infringement against our patents. Even if we
detect infringement by a third party of any of our patents, we may choose not to pursue
litigation against or settlement with such third party. If we later sue such third party for patent
infringement, the third party may have certain legal defenses available to it, such as the delay
between when the infringement was first detected and when the suit was brought. Such legal
defenses may make it impossible for us to enforce our patents against such third party.

Although we believe that we have conducted our patent prosecution in accordance with
the duty of candor and in good faith, the outcome following legal assertions of invalidity and
unenforceability is unpredictable. With respect to the validity of our patents, for example, we
cannot be certain that there is no invalidating prior art of which we, our collaboration partner,
our or their patent counsel and the patent examiner were unaware during prosecution. If a
defendant were to prevail on a legal assertion of invalidity or unenforceability, we would lose
at least part, and perhaps all, of the patent protection on our drug candidates, leave our
technology or drug candidates without patent protection, allow third parties to commercialize
our technology or drug candidates and compete directly with us, without payment to us, or
could require us to obtain license rights from the prevailing party in order to be able to
manufacture or commercialize our drug candidates without infringing third party patent rights.
Even if a defendant does not prevail on a legal assertion of invalidity or unenforceability, our
patent claims may be construed in a manner that would limit our ability to enforce such claims
against the defendant and others.

If we are sued for infringing, misappropriating or otherwise violating intellectual
property rights of third parties or engaging in unfair competition, such litigation could be
costly and time-consuming and could prevent or delay us from developing or
commercializing our drug candidates.

Our commercial success depends in part on our ability to avoid infringing,
misappropriating, or otherwise violating intellectual property rights of third parties. However,
our efforts to identify and avoid infringing on third parties’ intellectual property rights may not
always be successful.

Besides, defending ourselves against third parties’ intellectual right infringement
allegations, meritorious or not, would be expensive and time consuming, and would be a
substantial diversion of our resources and our management team’s attention. Furthermore,
because of the substantial amount of discovery required in connection with intellectual
property litigation, some of our confidential information could be compromised by disclosure
during this type of litigation.
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In the event that third parties assert infringement claims against us, there is no assurance
that the outcome would be in our favor, as whether a drug candidate or technology infringes
on third parties’ intellectual property rights involves an analysis of complex legal and factual
issues, the determination of which is often uncertain, and the burden of proof required to
successfully challenge a third-party intellectual property right may be high. If we were found
by courts or other competent authorities to have infringed on the patent or other intellectual
property rights of third parties, we may be subject to injunctive or other equitable relief, which
could prevent us from developing and commercializing our drug candidates, or at least delay
the development or commercialization process. Even if the litigations or other proceedings are
resolved in our favor, our involvement in such proceedings may attract publicity, thereby
having a substantial adverse effect on our reputation and brand name.

We may not be able to enjoy additional protection over drug-related patents in the U.S.

In the U.S., the Federal Food Drug and Cosmetic Act, as amended by the law generally
referred to as “Hatch-Waxman”, provides the opportunity for limited patent term extension,
which can compensate for patent term lost due to FDA’s regulatory review. However, a patent
term extension cannot extend the remaining term of a patent beyond a total of 14 years from
the date of drug approval; only one patent may be extended and only those claims covering the
approved drug, a method for using it, or a method for manufacturing it may be extended. The
application for the extension must be submitted prior to the expiration of the patent for which
extension is sought. A patent that covers multiple products for which approval is sought can
only be extended in connection with one of the approvals. Even then, we may not be granted
an extension because of, for example, failing to exercise due diligence during the testing phase
or regulatory review process, failing to apply within applicable deadlines, failing to apply prior
to expiration of relevant patents, or otherwise failing to satisfy applicable requirements.
Moreover, the applicable period or the scope of patent protection afforded could be less than
we request.

Hatch-Waxman also has a process for patent linkage, pursuant to which the FDA will stay
approval of certain follow-on applications during the pendency of litigation between the
follow-on applicant and the patent holder or licensee, generally for a period of 30 months.
Moreover, Hatch-Waxman provides for statutory exclusivities that can prevent submission or
approval of certain follow-on marketing applications. For example, federal law provides a
five-year period of exclusivity within the U.S. to the first applicant to obtain approval of a new
chemical entity and three years of exclusivity protecting certain innovations to previously
approved active ingredients where the applicant was required to conduct new clinical
investigations to obtain approval for the modification. Similarly, the U.S. Orphan Drug Act
provides seven years of market exclusivity for certain drugs to treat rare diseases, where the
FDA designates the drug candidate as an orphan drug and the drug is approved for the
designated orphan indication. However, if we fail to apply for them in accordance with the
applicable FDA requirements, we may not be able to benefit from those benefits.
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Failure to obtain the patent term adjustment or extension for NMPA-approved
pharmaceutical products could increase the risk of early generic competition for our
products in China.

In China, the PRC Patent Law provides a drug-patent linkage system. According to the
drug-patent linkage system, “during the review and approval of marketing authorization of a
drug, when the applicant of drug marketing authorization and the patentee or interested party
have dispute regarding patent rights of the drug under application, relevant parties may file a
lawsuit with the people’s court and pursue judgement for whether the relevant technical
solution of the drug under application falls within the scope of protection of the relevant patent
rights. The Drug Regulatory Authority under the State Council may make a decision on
whether to suspend the drug marketing authorization according to effective judgment of the
people’s court within specified period. The applicant of drug marketing authorization and the
patentee or interested party may also apply for an administrative ruling to the patent
administration department of the State Council regarding patent right dispute related to the
drug under application of marketing authorization.”

In addition, the PRC Patent Law introduces patent extensions to patents of new drugs that
launched in the PRC, and stipulates that the patent administration department under the State
Council shall, upon request of the patentee, extend the patent term of relevant invention patents
of the new drug that is approved to be listed on the market in China, to compensate for the time
spent for the review and examination and approval of the listing of a new drug on the market.
The compensated extension shall not exceed five years, and the total valid patent term after the
new drug is approved for the market shall not exceed 14 years.

Also, according to the PRC Patent Law, a patent’s term may be lengthened in some cases
by a patent term adjustment, which extends the term of a patent to account for unreasonable
delays by the CNIPA at the request of the patentee, in excess of a patent applicant’s own delays
during the prosecution process. However, if we fail to apply for them in accordance with the
applicable NMPA requirements, we may not be able to benefit from those benefits.

If our trademarks and trade names are not adequately protected, then we may not be able
to build name recognition in our markets of interest and our business may be adversely
affected.

We currently own a number of registered trademarks, any of which may be the subject of
a governmental or third-party objection, which could prevent the maintenance of the same. We
cannot assure you that any trademark applications we may file in the future will be approved.
During trademark registration proceedings, we may receive rejections and although we are
given an opportunity to respond to those rejections, we may be unable to overcome such
rejections. In addition, in proceedings before the CNIPA and in proceedings before comparable
agencies in many foreign jurisdictions, third parties are given an opportunity to oppose pending
trademark applications and to seek to cancel registered trademarks. Opposition or cancellation
proceeding may be filed against our trademarks and our trademarks may not survive such
proceedings. If we are unsuccessful in obtaining trademark protection for our primary brands,
we may be required to change our brand names, which could materially adversely affect our
business. Moreover, as our products mature in the future, upon regulatory approval, our
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reliance on our trademarks to differentiate us from our competitors will increase, and as a
result, if we are unable to prevent third parties from adopting, registering or using trademarks
and trade dress that infringe, dilute or otherwise violate our trademark rights, or engaging in
conduct that constitutes unfair competition, defamation or other violation of our rights, our
business could be materially adversely affected.

Our trademarks or trade names may be challenged, infringed, circumvented or declared
generic or determined to be infringing on other marks. We may be unsuccessful to protect our
rights to these trademarks and trade names, which we need to build name recognition among
potential partners or customers in our markets of interest. At times, competitors or other third
parties may adopt trade names or trademarks similar to ours, thereby impeding our ability to
build brand identity and possibly leading to market confusion. In addition, there could be
potential trade name or trademark infringement claims brought by owners of other registered
trademarks or trademarks that incorporate variations of our registered or unregistered
trademarks or trade names. Over the long term, if we are unable to establish name recognition
based on our trademarks and trade names, then we may not be able to compete effectively and
our business may be adversely affected. Our efforts to enforce or protect our proprietary rights
related to trademarks, trade secrets, domain names, copyrights or other intellectual property
may be ineffective and could result in substantial costs and diversion of resources. Any of the
foregoing could have a material adverse effect on our competitive position, business, financial
condition, results of operations and prospects.

If we are unable to protect the confidentiality of our trade secrets, our business and
competitive position would be harmed.

In addition to our issued patents and pending patent applications, we rely on trade secrets
and confidential information, including unpatented know-how, technology and other
proprietary information, to maintain our competitive position and to protect our drug
candidates. We seek to protect our trade secrets and confidential information, in part, by
entering into non-disclosure and confidentiality agreements or clauses with parties that have
access to trade secrets or confidential information, such as our employees, collaboration
partners, outside scientific collaborators, sponsored researchers, contract manufacturers, and
other third parties that have access to them. However, we may not be able to prevent the
unauthorized disclosure or use of our trade secrets and confidential information by the parties
to these agreements or clauses. Monitoring unauthorized uses and disclosures is difficult and
we do not know whether the steps we have taken to protect our proprietary technologies will
be effective. Any of the parties with whom we enter into confidentiality agreements or clauses
may breach or violate the terms of any such agreements or clauses and may disclose our
proprietary information, and we may not be able to obtain adequate remedies for any such
breach or violation. As a result, we could lose our trade secrets and third parties could use our
trade secrets to compete with our drug candidates and technology. Additionally, we cannot
guarantee that we have entered into such agreements or clauses with each party that may have
or has had access to our trade secrets or proprietary technology and processes. Enforcing a
claim that a party illegally disclosed or misappropriated a trade secret can be difficult,
expensive and time-consuming, and the outcome is unpredictable. If any of our trade secrets
were to be lawfully obtained or independently developed by a competitor or other third party,
we would have no right to prevent them from using that technology or information to compete
with us and our competitive position would be harmed.
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We may be subject to claims that our employees have wrongfully used or disclosed alleged
trade secrets of their former employers, or claims asserting ownership of what we regard
as our own intellectual property.

Many of our employees, including our senior management, may currently be, or were
previously employed at other pharmaceutical companies, including our competitors or
potential competitors. Some of these employees executed proprietary rights, non-disclosure
and non-competition agreements in connection with such previous employment. Although we
try to ensure that our employees do not use the proprietary information or know-how of others
in their work for us, we may be subject to claims that we or these employees have used or
disclosed intellectual property, including trade secrets or other proprietary information, of any
such individual’s current or former employer. We are not aware of any threatened or pending
claims related to these matters or concerning the agreements with our senior management, but
in the future litigation may be necessary to defend against such claims. If we fail in defending
any such claims, in addition to paying monetary damages, we may lose valuable intellectual
property rights or be required to obtain licenses to such intellectual property rights, which may
not be available on commercially reasonable terms or at all. An inability to incorporate such
intellectual property rights would harm our business and may prevent us from successfully
commercializing our drug candidates. In addition, we may lose personnel as a result of such
claims and any such litigation or the threat thereof may adversely affect our ability to hire
employees or contract with independent contractors. A loss of key personnel or their work
product could hamper or prevent our ability to commercialize our drug candidates and
technology, which would have a material adverse effect on our business, results of operations,
financial condition and prospects. Even if we are successful in defending against such claims,
litigation could result in substantial costs and be a distraction to our employees and
management.

In addition, while we typically require our employees and contractors who may be
involved in the conception or development of intellectual property to enter into agreements or
clauses assigning such intellectual property to us, we may be unsuccessful in executing such
an agreement or clause with each party who in fact develops intellectual property that we
regard as our own. Furthermore, even when we obtain agreements or clauses assigning
intellectual property to us, the assignment of intellectual property rights may not be
self-executing, or the assignment agreements or clauses may be breached, each of which may
result in claims by or against us related to the ownership of such intellectual property to
determine the ownership of what we regard as our intellectual property. Furthermore,
individuals executing agreements or clauses with us may have pre-existing or competing
obligations to a third party, such as an academic institution, and thus an agreement or clause
with us may be ineffective in perfecting ownership of inventions developed by that individual.
If we fail in prosecuting or defending any such claims, in addition to paying monetary
damages, we may lose valuable intellectual property rights. Even if we are successful in
prosecuting or defending any of the foregoing claims, litigation could result in substantial costs

and be a distraction to our management and scientific personnel.
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Intellectual property and other laws and regulations are subject to development, which
could diminish the value of our intellectual property and impair the intellectual property
protection of our drug candidates.

Our success is heavily dependent on obtaining, maintaining, enforcing and defending
intellectual property, particularly patents. Obtaining and enforcing patents in the
pharmaceutical and biopharmaceutical industry involves technological and legal complexity
and is costly, time-consuming and inherently uncertain. Changes in either the patent laws or
their interpretation in different jurisdictions may increase the uncertainties and costs
surrounding the prosecution of our patents, diminish our ability to protect our inventions, and,
more generally, affect the value of our intellectual property or narrow the scope of our patent
rights.

Under the America Invents Act, the AIA, enacted in 2011, the U.S. moved to first-to-file
system in early 2013 from the previous system under which the first to make the claimed
invention was entitled to the patent. Assuming the other requirements for patentability are met,
the first to file a patent application is entitled to the patent. Publications of discoveries in the
scientific literatures often lag behind the actual discoveries, and patent applications in the U.S.
and other jurisdictions are typically not published until 18 months after filing, or in some cases
not at all. Therefore, we cannot be certain that we were the first to make the inventions claimed
in our patents or pending patent applications, or that we were the first to file for patent
protection of such inventions.

There could be similar changes in the laws of China, such as the amendment to the PRC
Patent Law which was promulgated in October 2020. See “— Risks Relating to Our Intellectual
Property Rights — Failure to obtain the patent term adjustment or extension for NMPA-
approved pharmaceutical products could increase the risk of early generic competition for our
products in China.” Such changes in laws either of China or foreign jurisdictions may impact
the value of our patent rights or our other intellectual property rights, all of which could have
a material adverse effect on our patent rights and our ability to protect, defend and enforce our
patent rights in the future, as well as on our competitive position, business, financial

conditions, results of operations and prospects.

Patent protection depends on compliance with various procedural, regulatory and other
requirements, and our patent protection could be reduced or eliminated due to
non-compliance with those requirements.

Periodic maintenance fees, renewal fees, annuity fees and various other governmental
fees on patents and patent applications are due to be paid to the CNIPA, the United States
Patent and Trademark Office (the “USPTQO”) and other patent agencies in several stages over
the lifetime of a patent. The CNIPA, USPTO and other similar governmental patent agencies
require compliance with a number of procedural, documentary, fee payment and other similar
provisions during the patent application and maintenance process. Although an inadvertent
lapse can in many cases be cured by payment of a late fee or by other means in accordance with
the applicable rules, there are situations in which non-compliance can result in abandonment
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or lapse of the patent or patent application, resulting in partial or complete loss of patent rights
in the relevant jurisdiction. Non-compliance events that could result in abandonment or lapse
of a patent or patent application include failure to respond to official actions within prescribed
time limits, non-payment of fees and failure to properly legalize and submit formal documents.
In any such event, our competitors might be able to enter the market, which would have a
material adverse effect on our business.

We may not be successful in obtaining or maintaining necessary rights for our
development pipeline through in-licenses and acquisitions.

Because our programs may involve additional drug candidates that may require the use
of proprietary rights held by third parties, the growth of our business may depend in part on
our ability to acquire and maintain licenses or other rights to use these proprietary rights. We
may be unable to acquire or in-license any compositions, methods of use, or other intellectual
property rights from third parties that we identify. The licensing and acquisition of third-party
intellectual property rights is a competitive area, and a number of more established companies
are also pursuing strategies to license or acquire third-party intellectual property rights that we
may consider attractive or necessary. These established companies may have a competitive
advantage over us due to their size, cash resources and greater clinical development and
commercialization capabilities. In addition, companies that perceive us to be a competitor may
be unwilling to assign or license rights to us. We also may be unable to license or acquire
third-party intellectual property rights on terms that would allow us to make an appropriate
return on our investment or at all. If we are unable to successfully obtain rights to required
third-party intellectual property rights or maintain the existing intellectual property rights we
have, we may have to abandon development of the relevant program or drug candidate, which
could have a material adverse effect on our business, financial condition, results of operations
and prospects for growth.

Intellectual property rights do not necessarily protect us from all potential threats.

The degree of protection afforded by our intellectual property rights is essentially
uncertain because intellectual property rights have limitations and may not adequately protect
our business or permit us to maintain our competitive advantage. The limitations of currently
available intellectual property protection regimes include that:

. others may be able to make products that are similar to any of our drug candidates
or utilize similar or alternative technology that are not covered by the claims of the
patents that we own or have exclusively licensed now or in the future;

. we or our current or future collaboration partners might not have been the first to

make the inventions covered by the issued patent or pending patent application that

we own or may license in the future;
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. we or our current or future collaboration partners might not have been the first to file
patent applications covering certain of our or their inventions, which could result in
the patent applications not issuing or being invalidated after issuing;

. others may independently develop similar or alternative technologies or duplicate
any of our technologies without infringing, misappropriating or otherwise violating
our intellectual property rights;

. it is possible that our pending patent applications or those that we may own in the

future will not lead to issued patents;

. patents that may be issued from our pending patent applications may not provide us
with any competitive advantages, or may be held invalid or unenforceable, including
as a result of legal challenges by our competitors;

. our competitors might conduct research and development activities in countries
where we do not have patent rights and then use the information learned from such
activities to develop competitive products for sale in our major commercial markets;

. we may obtain patents for certain compounds many years before we obtain
marketing approval for products containing such compounds, and because patents
have a limited life, which may begin to run prior to the commercial sales of the
related product, the commercial value of our patents may be limited;

. the proprietary technologies on which we rely may not be patentable;

. the patents of others may materially and adversely affect our business; and

. we may choose not to file a patent for certain trade secrets or know-how, yet a third
party may subsequently file a patent covering such intellectual property.

Should any of these events occur, they could have a material adverse effect on our
business, financial condition, results of operations and prospects.
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RISKS RELATING TO GOVERNMENT REGULATIONS

All material aspects of the research, development and commercialization of
pharmaceutical products are heavily regulated. Any failure to comply with existing or
future regulations and industry standards or any adverse actions by drug approval
authorities against us could negatively impact our reputation and our business, financial
condition, results of operations and prospects.

All jurisdictions in which we intend to develop and commercialize our drug candidates
regulate these activities in great depth and detail. We adopt a global development strategy and
intend to focus our activities in the major markets including China and the U.S. These
jurisdictions all strictly regulate the pharmaceutical industry, and in doing so they employ
broadly similar regulatory strategies, including regulation of the development and approval,
manufacturing, marketing, sales and distribution of pharmaceutical products. However, there
are differences in the regulatory regimes that make for a more complex and costly regulatory
compliance burden for a company like us that plans to operate in these regions.

The process of obtaining regulatory approvals and maintaining compliance with
appropriate laws and regulations requires the expenditure of substantial time and financial
resources. Failure to comply with the applicable regulatory requirements in the jurisdictions we
operate or target to operate in the future at any time during the drug development process or
approval process, or after approval, may subject an applicant to administrative or judicial
sanctions. These sanctions could include but are not limited to a regulator’s refusal to approve
pending applications, withdrawal of an approval, license revocation, a clinical hold, voluntary
or mandatory product recalls, product seizures, total or partial suspension of production or
distribution, injunctions, fines, refusals of government contracts, restitution, disgorgement or
civil or criminal penalties. Any occurrence of the foregoing could therefore materially and
adversely affect our business, financial condition, results of operations and prospects.

Any failure to comply with existing laws, regulations and industry standards could result
in fines or other punitive actions against us, the termination of ongoing research and the
disqualification of data for submission to regulatory authorities, or a ban on the future sales of
our drugs, each of which could have a material adverse impact on our reputation, business,
financial condition, results of operations and prospects. In addition, any action against us for
violation of the relevant laws, regulations or industry standards, even if we successfully defend
against it, could cause us to incur significant legal expenses, divert our management’s attention
from the operation of our business, and adversely affect our reputation and financial results.
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The regulatory approval processes of the NMPA, the FDA and other comparable
regulatory authorities are time-consuming and inherently uncertain. If we are unable to
obtain without undue delay any regulatory approval for our drug candidates in our
targeted markets, our business may be substantially harmed.

We are subject to risks associated with obtaining regulatory approvals. Difficulties and
failures in doing so may expose us to various harms. The time required to obtain approvals
from the relevant regulatory authorities in different jurisdictions is unpredictable but typically
takes years following the commencement of preclinical studies and clinical trials and depends
on numerous factors, including the substantial discretion of the regulatory authorities. We
cannot assure you that we will be able to meet regulatory requirements of different jurisdictions
or that our drug candidates will be approved for sale in those jurisdictions. Additional time,
effort and expense may be required to bring our drug candidates, upon regulatory approval, to
different markets in compliance with different regulatory processes.

We may fail to receive the regulatory approvals from the NMPA, the FDA or other
comparable regulatory authorities for our drug candidates due to a number of reasons,

including:
. disagreement in the design or implementation of our clinical trials;
. failure to demonstrate that a drug candidate is safe and effective for its proposed
indication;

. insufficient or suboptimal data collected from the clinical trials, or failure of our
clinical trial results to meet the level of statistical and medical significance required

for approvals;

. failure of our clinical trial process to pass GCP inspections;

. unexpected changes in regulations, testing requirements, or approval policies that

render our preclinical and clinical data insufficient for approval;

. failure of our clinical sites to pass audits carried out by the NMPA, the FDA or other
comparable regulatory authorities, resulting in a potential invalidation of our
research data; and

. findings of deficiencies related to our manufacturing processes or the manufacturing

facilities of third-party manufacturers from whom we procure clinical and
commercial supplies, such as failure to pass cGMP inspections.
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The NMPA, the FDA or other comparable regulatory authorities may require more
information to support approval, including additional preclinical or clinical data, which may
result in delay in regulatory approval and commercialization plans or denial of regulatory
approval. In the case where an approval is issued, regulatory authorities may approve fewer
indications, including undesired indications, of our drug candidates than the indications we
applied for. In addition, we expect to apply for conditional marketing approval for TY-9591.
See “Business — Our Drug Candidates — Core Product: TY-9591 — A Third-Generation
EGFR-TKI — Clinical Development Plan.” Pursuant to the PRC Drug Administration Law, the
Administration Measures for Drug Registration, and the Working Procedures for the Review
and Approval of Conditionally Approved Drugs (Trial), if (i) we fail to prove the benefits of
a conditionally approved drug outweigh its risks through the post-approval research, or (ii) we
fail to complete the required post-approval research within the prescribed time limit and submit
the supplementary applications in order to obtain a full marketing approval, the NMPA will
take actions in accordance with the relevant laws and regulations, including, in the worst case,
the revocation of the drug registration certificate.

Failure to obtain regulatory approvals in a timely manner, or at all, or failure to obtain
regulatory approvals with an intended scope of indications could have a negative impact on the
commercial prospects of our drug candidates, and may cause reputational damage. If any of our
drug candidates fails to demonstrate safety and efficacy to the satisfaction of regulatory
authorities or does not otherwise produce positive results in future clinical trials, we would not
be able to realize any revenue on such drug candidate despite the significant amount of
resources we would have spent on its development, which could materially adversely affect our

business, financial condition, results of operations and prospects.

We are subject to registration, review and other requirements of the PRC and the
overseas regulatory authorities for cross-border sales or licensing of technology as well as
operations related to genetics and data safety.

China oversights and regulates the import and export of technology and software
products. Under the Regulations on Administration of Imports and Exports of Technologies
( (Bt D 2% H1) ) promulgated by the State Council, which were amended in
November 2020, technology import and export is defined to include, among others, the transfer
or licensing of patents and know-how, and the provision of services related to technology.
Depending on the nature of the relevant technology, the import and export of technology
require either approvals by or registration with the relevant PRC governmental authorities. The
Measures for the Administration of Registration of Technology Import and Export Contracts
( (HEflaEd 0 A FRPERLEHIHE) ), issued by the MOFCOM in February 2009, specify
registration requirements related to the import and export of technology. We may in the future
transfer or out-license our patents or technology to overseas partners, or acquire or in-license
patents or technology from overseas partners, or enter into agreements with overseas CROs for
their technical support to assist us with the development of individual drug candidates, which
may be deemed to constitute the import or export of technology under the regulations. As a
result, such transfers are may be required to be registered with applicable governmental
authorities. We are also subject to regulatory supervision over genetics and data-related
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operations. To carry out clinical trials, as a foreign-invested enterprise, we are required to
obtain approval from or complete relevant filing with the Office of Human Genetic Resources
Management under the Ministry of Science and Technology who will conduct genetics and data
safety review. There is no assurance that we will be able to obtain such approval in a timely
manner, or at all. In addition, we may also be subject to similar requirements of overseas
regulatory authorities.

On March 17, 2018, the General Office of the State Council promulgated the Measures
for the Management of Scientific Data ( (FHEEHREIHFIL) ), or the Scientific Data
Measures, which provide a broad definition of scientific data and relevant rules for the
management of scientific data. According to the Scientific Data Measures, enterprises in China
must seek governmental approval before any scientific data involving a state secret or
individual privacy may be transferred abroad or to foreign parties. Further, any researcher
conducting research funded at least in part by the Chinese government is required to submit
relevant scientific data for management by the entity to which such researcher is affiliated
before such data may be published in any foreign academic journal. If and to the extent our
research and development of drug candidates will be subject to the Scientific Data Measures
and any relevant laws as required by the relevant government authorities, we cannot assure you
that we can always obtain relevant approvals for sending scientific data (such as the results of
our preclinical studies or clinical trials conducted within China) abroad. If we are unable to
obtain necessary approvals in a timely manner, or at all, our research and development of drug
candidates may be hindered, which may materially and adversely affect our business, results
of operations, financial condition and prospects. If the relevant government authorities
consider the transmission of our scientific data to be in violation of the requirements under the
Scientific Data Measures, we may be subject to fines and other administrative penalties
imposed by those government authorities.

We primarily conduct clinical trials for our drug candidates in China, and FDA or
comparable foreign regulatory authorities may not accept data from such trials.

We primarily conduct clinical trials for our drug candidates in China, and may in the
future conduct clinical trials for our drug candidates in other jurisdictions. The acceptance of
trial data from clinical trials conducted outside the U.S. by the FDA may be subject to certain
conditions. In cases where data from clinical trials conducted outside the U.S. are intended to
serve as the sole basis for marketing approval in the U.S., the FDA will generally not approve
the application on the basis of foreign data alone unless (i) the data are applicable to the U.S.
population and U.S. medical practice; (ii) the trials were performed by clinical investigators of
recognized competence; and (iii) the data may be considered valid without the need for an
on-site inspection by the FDA or, if the FDA considers such an inspection to be necessary, the
FDA is able to validate the data through an on-site inspection or other appropriate means.
Otherwise, for studies that are conducted at sites outside of the U.S. and not subject to an IND
and which are intended to support a marketing application (but which are not intended to serve
as the sole basis for marketing approval), the FDA requires the clinical trial to have been
conducted in accordance with GCP requirements and the FDA must be able to validate the data
from the clinical trial through an onsite inspection if it deems such inspection necessary.
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Additionally, the FDA’s clinical trial requirements, including sufficient size of patient
populations and statistical powering, must be met. Many regulatory bodies, such as the NMPA,
have similar approval requirements. In addition, such foreign trials would be subject to the
applicable local laws of the foreign jurisdictions where the trials are conducted. There can be
no assurance that the FDA, or any similar foreign regulatory authority will accept data from
trials conducted outside of the U.S. or the applicable jurisdiction. If the FDA or any similar
foreign regulatory authority does not accept such data, it would result in the need for additional
trials, which would be costly and time-consuming and delay aspects of our business plan, and
which may result in our drug candidates not receiving approval or clearance for
commercialization in the applicable jurisdiction.

We are subject to stringent privacy laws, information security policies and contractual
obligations related to data privacy and security, and we may be exposed to risks related
to our management of the medical data of subjects enrolled in our clinical trials and other
personal or sensitive information.

We routinely receive, collect, generate, store, process, transmit and maintain medical
data, treatment records and other personal details of the subjects enrolled in our clinical trials,
along with other personal or sensitive information. As such, we are subject to the relevant local,
state, national and international data protection and privacy laws, directives, regulations and
standards that apply to the collection, use, retention, protection, disclosure, transfer and other
processing of personal data in the various jurisdictions in which we operate and conduct our
clinical trials, as well as contractual obligations. These data protection and privacy law regimes
continue to evolve and may result in ever-increasing public scrutiny and escalating levels of
enforcement and sanctions and increased costs of compliance. Failure to comply with any of
these laws and regulations could result in enforcement action against us, including fines,
imprisonment of company officers and public censure, claims for damages by customers and
other affected individuals, damage to our reputation and loss of goodwill, any of which could
have a material adverse effect on our business, financial condition, results of operations or
prospects.

Data protection and privacy laws and regulations generally require clinical trial sponsors
and operators and their personnel to protect the privacy of their enrolled subjects and prohibit
unauthorized disclosure of personal information. If such institutions or personnel divulge the
subjects’ private or medical records without their consent, they will be held liable for damage
caused thereby. The personal information of patients or subjects for our clinical trials is highly
sensitive and we are subject to strict requirements under the applicable privacy protect
regulations in the relevant jurisdictions. Whilst we have adopted security policies and measures
to protect our proprietary data and patients’ privacy, they may not be always effective. For
example, our information technology systems could be breached through hacking activities,
and personal information could be leaked due to theft or misuse of personal information arising
from misconduct or negligence.
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In addition, our clinical trials also frequently involve professionals from third-party
institutions working on-site with our staff and enrolled subjects. We cannot ensure that such
persons will always comply with the applicable laws and regulations or our data privacy
measures. We also cooperate with third parties including principal investigators, hospitals,
CROs, CDMOs and other third-party contractors for our clinical trials and operations. Any
leakage or abuse of patient data by our third-party partners may be perceived by the patients
as our fault, negligence or a result of our failure.

Furthermore, any change in such laws and regulations could affect our ability to use
medical data and subject us to liability for the use of such data for previously permitted
purposes. Complying with all applicable laws, regulations, standards and obligations relating
to privacy and data security may cause us to incur substantial operational costs or require us
to modify our data processing practices and processes. Noncompliance could result in
proceedings against us by data protection authorities, governmental entities or others,
including class action privacy litigation in certain jurisdictions, which would subject us to
significant fines, penalties, judgments and negative publicity. Any failure or perceived failure
by us to prevent information security breaches or to comply with privacy policies or
privacy-related legal obligations, or any compromise of information security that results in the
unauthorized release or transfer of personally identifiable information or other patient data,
could have a material adverse effect on our business, financial condition and results of
operations.

Even if we receive regulatory approval for our drug candidates, we will be subject to
ongoing or additional regulatory obligations and continued regulatory review, which may
result in significant additional expenses and we may be subject to penalties and other
negative consequences if we fail to comply with these regulatory requirements or
experience unanticipated problems with our drug candidates.

If the NMPA, the FDA or a comparable regulatory authority approves any of our drug
candidates, the manufacturing processes, labeling, packaging, storage, distribution, adverse
event reporting, advertising, promotion, sampling, recordkeeping and post-marketing studies
for the drug will be subject to extensive and ongoing or additional regulatory requirements on
pharmacovigilance. These requirements include submissions of safety and other post-
marketing information and reports, registration, random quality control testing, adherence to
any CMC, variations, continued compliance with cGMPs, GCPs, good storage practices
(“GSPs”) and good vigilance practices (“GVPs”) and potential post-approval studies for the
purposes of license renewal.

Any regulatory approvals that we receive for our drug candidates may also be subject to
limitations on the approved indicated uses for which the drug may be marketed or to the
conditions of approval, or contain requirements for potentially costly post-marketing studies,
including, if applicable, phase 4 trials for the surveillance and monitoring of the safety and
efficacy of the drug.
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In addition, once a drug is approved by the NMPA, the FDA or a comparable regulatory
authority for marketing, it is possible that there could be a subsequent discovery of previously
unknown problems with the drug, including problems with third-party manufacturers or
manufacturing processes, or failure to comply with regulatory requirements. If any of the
foregoing occurs with respect to our drug candidates, it may result in, among other things:

. restrictions on the marketing or manufacturing of the drug, withdrawal of the drug
from the market, or voluntary or mandatory drug recalls;

. fines, warning letters or holds on our clinical trials;

. refusal by the NMPA, the FDA or comparable regulatory authorities to approve
pending applications or supplements to approved applications filed by us, or
suspension or revocation of drug license approvals;

. drug seizure or detention, or refusal to permit the import or export of drugs; and

. injunctions or the imposition of civil, administrative or criminal penalties.

The NMPA, the FDA and comparable regulatory authorities strictly regulate the
marketing, labeling, advertising and promotion of drugs that are placed on the market. Drugs
may be promoted only for their approved indications and for use in accordance with the
provisions of the approved label.

The NMPA, the FDA and other comparable regulatory authorities actively enforce the
laws and regulations prohibiting the promotion of off-label uses, and a company that is found
to have improperly promoted off-label uses may be subject to significant liability. Any
government investigation of alleged violations of law could require us to expend significant
time and resources and could generate negative publicity. Moreover, regulatory policies may
change or additional government regulations may be enacted that could prevent, limit or delay
regulatory approval of our drug candidates. If we are not able to maintain regulatory
compliance, we may lose the regulatory approvals that we have already obtained and may not
achieve or sustain profitability, which in turn could have a material adverse effect on our
business, financial condition, results of operations and prospects.

Changes in laws and regulations relating to the pharmaceutical industry may result in
additional compliance risks and costs.

In China, the U.S. and other jurisdictions, there have been, and we expect there will
continue to be, a number of legislative and regulatory changes relating to the pharmaceutical
industry and the healthcare system, including cost-containment measures that may reduce or
limit coverage and reimbursement for newly approved drugs and affect our ability to profitably
sell any drug candidates for which we obtain marketing approval. See also “— Risks Relating
to Commercialization of Our Drug Candidates — Our drug candidates may not be covered by
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insurance or reimbursement programs or may become subject to unfavorable insurance policies
or reimbursement practices, either of which could harm our business, and we may be subject
to unfavorable pricing regulations, which could make it difficult for us to sell our drugs
profitably.”

In particular, the PRC government has enacted a series of new laws and regulations in
recent years aimed at improving the affordability and deterring potential over-use of oncology
drugs. In December 2020, for instance, the National Health Commission (“NHC”) released the
Notice on the Temporary Measures Regulating the Clinical Use of Oncology Drugs ( {B#JAEN
BT R 4 il PR R A R GRAT) A EN) ),  followed by more detailed guidance
announced in its Measurement Criteria for the Reasonable Clinical Use of Oncology Drugs
(2021 Version) ( </l SEY) K & BEME A S48 HE) (20214Fh)) in June 2021 (“Oncology
Drug Guidance”), according to which several factors will be considered to evaluate whether
the oncology drugs, especially “restricted class drugs,” are under reasonable use by the medical
institutions, in terms of usage rate and amount, among other criteria. The Oncology Drug
Guidance sets out to designate anti-tumor drugs as “restricted class drugs” if they, among other
characteristics, exhibit a poor safety profile, require sophisticated clinical administration, new
to the market or prohibitively priced. If our oncology drug candidates are categorized as
“restricted class drugs” after commercialization, we may face a decreased demand from the
medical institutions and patients, which may adversely affect the commercialization and
marketing of such drug candidates. These new laws, regulations and healthcare reform
measures and others which may be adopted in the future may result in more rigorous
prescription and coverage criteria, new reimbursement methods and additional downward
pressure on drug prices.

Although none of our drug candidates had been commercialized as of the Latest
Practicable Date, these legislative trends and regulatory measures can potentially affect the
sales, profitability and prospects of our drug candidates in the future. Moreover, because these
laws and regulations are subject to varying interpretations, their application in practice may
evolve over time as new guidance becomes available. This evolution may result in continuing
uncertainty regarding compliance matters and additional costs necessitated by ongoing
revisions to our disclosure and governance practices. If we fail to address and comply with
these laws and regulations and any subsequent changes, we may be subject to penalty and our
business may be harmed.

We may be directly or indirectly subject to applicable anti-kickback, anti-bribery, false
claims laws, physician payment transparency laws, fraud and abuse laws or similar
healthcare and security laws and regulations in China and other jurisdictions, which
could expose us to criminal sanctions, civil penalties, contractual damages, reputational
harm and diminished profits and future earnings.

If we obtain the NMPA’s approval for any of our drug candidates and begin
commercializing our drugs in China in the future, our operations may become subject to
various PRC fraud and abuse laws, including the PRC Anti-Unfair Competition Law ( {3
NBRIEFNE A E# B F%) ) and PRC Criminal Law ( (fP#EARIEFEM]L) ). These

laws may impact, among others, our proposed sales, marketing and education programs.
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Law enforcement authorities are increasingly focused on enforcing these laws, and some
of our practices may be challenged under these laws. Efforts to ensure that our business
arrangements with third parties comply with applicable healthcare laws and regulations will
involve substantial costs. Governmental authorities could conclude that our business practices
may not comply with current or future fraud, abuse or other healthcare laws or regulations. If
any such actions are instituted against us, and if we are not successful in defending ourselves
or asserting our rights, those actions could result in the imposition of civil, criminal and
administrative penalties, damages, disgorgement, monetary fines, possible exclusion from
participation in governmental healthcare programs, contractual damages, reputational harm,
diminished profits and future earnings, and curtailment of our operations, any of which could
adversely affect our ability to operate our business and have a significant impact on our
businesses and results of operations.

In addition, we are subject to anti-bribery laws in China that generally prohibit companies
and their intermediaries from making payments to government officials for the purpose of
obtaining or retaining business or securing any other improper advantage. The PRC
government has taken increasingly stringent measures to correct corruptive practices in the
pharmaceutical industry since 2023. For example, in May 2023, 14 governmental departments
including the National Health Commission jointly issued the Key Points for the Correction of
Malpractice in the Purchase and Sales of Medical Products and Medical Services in 2023 (2023
E%qﬂzgﬁﬁﬁﬁﬁﬁiﬁ*ﬂ%%@ﬂﬁ%':F'ZQIEZELIVEg%ﬁ), emphasizing the need to address
prominent corruption issues in the healthcare industry, particularly to rectify the malpractice
that may occur involving the medical industrial associations and during the process of the
purchases and sales of medical products. Moreover, although currently our business operations
are primarily in China, we are subject to the Foreign Corrupt Practices Act (the “FCPA”). The
FCPA generally prohibits us from making improper payment to non-U.S. officials for the
purpose of obtaining or retaining business. Failure to comply with anti-bribery laws could
disrupt our business and lead to severe criminal and civil penalties, including imprisonment,
criminal and civil fines, loss of our export licenses, suspension of our ability to do business
with the government, denial of government reimbursement for our products and/or exclusion
from participation in government healthcare programs. See also “— Risks Relating to Our
Operations — Our Directors, employees, principal investigators, CDMOs, CROs and other
commercial partners may engage in misconduct or other improper activities, including
noncompliance with regulatory standards and requirements, which could harm our reputation
and subject us to penalties and significant expenses that have a material and adverse effect on
our business, financial condition and results of operations.”
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We face certain risks relating to laws and regulations on social insurance and housing
provident fund.

Pursuant to the relevant PRC laws and regulations, employers are obligated to contribute
to the social insurance and housing provident fund for their employees. During the Track
Record Period, we did not make adequate social insurance and housing provident fund
contributions for certain employees. Pursuant to the relevant PRC laws and regulations, if any
of the relevant social insurance authorities is of the view that the social insurance contributions
we made for our employees do not comply with the requirements under the relevant PRC laws
and regulations, it may order us to pay the outstanding balance within a prescribed time period
plus a late fee of 0.05% of the total outstanding balance per day. If we fail to do so within the
prescribed period as requested by the relevant social insurance authorities, we may be subject
to a fine ranging between one to three times of the total outstanding balance. In addition, if any
of the relevant housing provident fund authorities is of the view that our contributions to the
housing provident fund do not satisfy the requirements under the relevant PRC laws and
regulations, it may order us to pay the outstanding balance within a prescribed period. If we
fail to do so within the prescribed period, we may be subject to an order from the relevant PRC
courts for compulsory enforcement. In 2022, 2023 and the three months ended March 31, 2024,
our aggregate shortfall of social insurance and housing provident fund contributions were
approximately RMB2.1 million, RMB2.0 million and RMBO0.8 million, respectively. We
believe that the total amount of shortfall for social insurance and housing provident fund
contributions during the Track Record Period would not have a material adverse effect on our
business. Moreover, considering that (1) based on (i) the credit reports issued by the People’s
Government of Shanghai and Zhejiang Province; (ii) the confirmations issued by Huzhou
Housing Provident Fund Management Center Changxing County Branch and Zhengzhou
Housing Provident Fund Management Center Airport Economy Zone Branch; and (iii) the
confirmation issued by Human Resources and Social Security Bureau of Zhengzhou Airport
Economy Zone, all of which are competent authorities as advised by our PRC Legal Adviser,
we had not been subject to any administrative penalties in relation to social insurance and
housing provident fund contributions during the Track Record Period; (2) during the Track
Record Period and up to the Latest Practicable Date, we had not received any administrative
penalty in relation to social insurance and housing provident fund contributions, and we had
not received any notice from the competent government authorities regarding any claim for
inadequate contributions of our current and former employees, nor any notifications from the
competent government authorities requiring us to pay the shortfall; (3) we were not aware of
any material employee complaints or claims with respect to inadequate social insurance and/or
housing provident fund contributions; and (4) we undertake that, in the event that competent
government authorities require us to make contributions within a stipulated time period or
make supplementary contributions and late fees, we will duly comply in a timely manner, our
PRC Legal Adviser is of the view that the likelihood that the competent government authorities
would impose fines on us due to our failure to make full payment of the social insurance and
housing provident funds during the Track Record Period is low, as long as we make the
outstanding contributions and late fees, if any, within a prescribed time period upon request
from the competent government authorities. However, we cannot assure that the relevant local
government authorities will not require us to pay the outstanding amount within a specific time
limit or impose late or additional fees or fines on us, which may adversely affect our results
of operations and financial condition.
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In addition, during the Track Record Period, we engaged third-party human resource
agencies to make social insurance and housing provident fund contributions for certain
employees, primarily due to the preference of such employees to participate in local social
insurance and housing fund schemes in their place of residency in which we did not establish
any entity. Under the contracts entered into between such third-party human resources agencies
and us, such agencies have the obligations to pay social insurance and housing provident fund
contributions for our relevant employees. Based on the reports issued by the People’s
Government of Zhejiang Province and the confirmations issued by Huzhou Housing Provident
Fund Management Center Changxing County Branch which are competent authorities as
advised by our PRC Legal Adviser, we had not been subject to any administrative penalties in
relation to social insurance and housing provident fund contributions during the Track Record
Period. During the Track Record Period and up to the Latest Practicable Date, we had not
received any administrative penalty regarding our arrangement with third-party human
resources agencies, nor any notice from the competent government authorities which required
us to rectify such practice. We had not been subject to any labor dispute relating to such
arrangements as of the Latest Practicable Date. As such, our PRC Legal Adviser is of the view
that the likelihood that the competent government authorities would impose fines on us due to
our arrangements with the third-party human resource agencies is low, as long as we make the
outstanding contributions and late fees, if any, within a prescribed time period upon request
from the competent government authorities. Also, if the third-party human resource agencies
fail to make timely and full payment of social insurance and housing provident fund
contributions for our relevant employees in accordance with their contracts with us, we have
the right to pursue corresponding liability for breach of contract against such agencies in
accordance with the relevant contracts. However, we cannot assure you that the relevant
government authorities will not require us to adjust or rectify our arrangements with the
third-party human resource agencies, which may subject us to labor disputes or government
investigations. If the agencies fail to fulfill their obligations to make the social insurance and
housing provident fund contributions for our relevant employees, we may be subject to
additional contribution obligations, late payment fees and/or penalties imposed by relevant
regulatory authorities, or be ordered to rectify. The occurrence of any of the foregoing could
have a material adverse effect on our business, results of operations and financial condition.

We are subject to environmental protection, health and safety laws and regulations, and
If we fail to comply with these laws and regulations, we could be subject to fines or
penalties or incur costs that could have a material adverse effect on the success of our
business.

We are subject to numerous environmental, health and safety laws and regulations,
including but not limited to the treatment and discharge of pollutants into the environment and
the use of toxic and hazardous chemicals in the process of our business operations. In addition,
our new manufacturing facility construction project can only be put into operation after the
relevant administrative authorities in charge of environmental protection and health and safety
have examined and approved the facility. We cannot assure you that we will be able to obtain
all the regulatory approvals for our construction projects in a timely manner, or at all. Delays
or failures in obtaining all the requisite regulatory approvals for our construction projects may
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affect our abilities to develop, manufacture and commercialize our drug candidates as we plan.
As requirements imposed by such laws and regulations may change and more stringent laws or
regulations may be adopted, we may not be able to comply with, or accurately predict any
potential substantial cost of complying with, these laws and regulations. If we fail to comply
with environmental protection, and health and safety laws and regulations, we may be subject
to rectification orders, substantial fines, potentially significant monetary damages, or
production suspensions in our business operations. As a result, any failure by us to control the
use or discharge of hazardous substances could have a material and adverse impact on our
business, financial condition, results of operations and prospects.

In addition, we cannot fully eliminate the risk of accidental contamination, biological or
chemical hazards or personal injury at our facility during the process of discovery, testing,
development and manufacturing of our drug candidates. In the event of such accident, we could
be held liable for damages and clean-up costs which, to the extent not covered by existing
insurance or indemnification, could harm our business. Other adverse effects could result from
such liability, including reputational damage. We may also be forced to close or suspend
operations at certain of our affected facility temporarily, or permanently. As a result, any
accidental contamination, biological or chemical hazards or personal injury could have a
material and adverse impact on our business, financial condition, results of operations and
prospects.

We do not maintain insurance for environmental liability or toxic tort claims that may be
asserted against us. In addition, we may be required to incur substantial costs to comply with
current or future environmental, health and safety laws and regulations. These current or future
laws and regulations may impair our research, development or production efforts. Failure to
comply with these laws and regulations also may result in substantial fines, penalties or other
sanctions. Any of the foregoing could materially adversely affect our business, financial

condition, results of operations and prospects.

Gains on the sales of H Shares and dividends on the H Shares may be subject to PRC

income taxes.

Holders of H Shares, being non-PRC resident individuals or non-PRC resident
enterprises, whose names appear on the register of members of H Shares of our Company, are
subject to PRC income tax in accordance with the applicable tax laws and regulations, on
dividends received from us and gains realized through the sale or transfer by other means of
shares by such shareholders.

According to the Individual Income Tax Law of the PRC and the Implementation
Regulations for the Individual Income Tax Law of the PRC, both came into effect on January
1, 2019, the tax applicable to non-PRC resident individuals is proportionate at a rate of 20%
for any dividends obtained from within China or gains on transfer of shares and shall be
withheld and paid by the withholding agent. Pursuant to the Arrangement between the
Mainland and the Hong Kong Special Administrative Region for the Avoidance of Double
Taxation and the Prevention of Fiscal Evasion with respect to Taxes on Income (the
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“Arrangements”) executed on August 21, 2006, the PRC Government may levy taxes on the
dividends paid by PRC companies to Hong Kong residents in accordance with the PRC laws,
but the levied tax (in the case the beneficial owner of the dividends are not companies directly
holding at least 25% of the equity interest in the company paying the dividends) shall not
exceed 10% of the total dividends.

According to the Enterprise Income Tax Law of the PRC, which was newly revised and
implemented on December 29, 2018, and the Implementation Regulations for the Enterprise
Income Tax Law of the PRC, which was newly revised and implemented on April 23, 2019, if
a non-resident enterprise has no presence or establishment within China, or if it has established
a presence or establishment but the income obtained has no actual connection with such
presence or establishment, it shall pay an enterprise income tax on its income derived from
within China with a reduced rate of 10%. Pursuant to the Arrangements, dividends paid by PRC
resident enterprises to Hong Kong residents can be taxed either in Hong Kong or in accordance
with the PRC laws. However, if the beneficial owner of the dividends is a Hong Kong resident,
the tax charged shall not exceed: (i) 5% of the total amount of dividends if the Hong Kong
resident is a company that directly owns at least 25% of the capital of the PRC resident
enterprise paying dividends; (ii) otherwise, 10% of the total amount of dividends.

The interpretation and enforcement of applicable tax laws and regulations in the PRC by
the PRC tax authorities, including whether and how income tax will be levied on non-PRC
resident shareholders, will be determined according to the laws and regulations then in effect.
Non-PRC resident holders of our H Shares should be aware that they may be obligated to pay
PRC income tax on the dividends and gains realized through sales or transfers by other means
of the H Shares.

We may be affected by currency exchange regimes.

Our revenue and expenses are substantially denominated in Renminbi, and the net
proceeds from the Global Offering and dividends we pay on our H Shares, if any, will be in
Hong Kong dollars. Under China’s existing foreign exchange regulations, following the
completion of the Global Offering, we will be able to make current account foreign exchange
transactions, including paying dividends in foreign currencies without prior approval from
SAFE, by complying with certain procedural requirements.

However, the foreign exchange policies regarding payment of dividends in foreign
currencies may change from time to time in the future. In addition, any insufficiency of foreign
exchange may restrict our ability to obtain sufficient foreign exchange for dividend payments
to shareholders, our ability to obtain foreign exchange through offshore financing and other
foreign exchange related matters may also be affected.
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There exist uncertainties in effecting service of legal process, enforcing foreign judgments
or bringing original actions in China against us or our management based on Hong Kong
or other foreign laws.

A majority of our operational subsidiaries are incorporated under the laws of China, and
substantially all of our assets are located in China. A majority of our Directors, Supervisors and
senior management personnel also reside in China, and substantially all of their assets are
located in China. As a result, it may not be possible for investors to effect service of process
upon us or our Directors, Supervisors and senior management personnel in China.

On July 14, 2006, the Supreme People’s Court of PRC and the government of Hong Kong
Special Administrative Region entered into the Arrangement on Reciprocal Recognition and
Enforcement of Judgments in Civil and Commercial Matters by the Courts of the Mainland and
of the Hong Kong Special Administrative Region Pursuant to Choice of Court Agreements
between Parties Concerned (< [BHiA A) - B 5 457 Il 4 7 IR s 125 e A B 58 P RN SA 778 5 i ki
EER P B HE) ) (the “2006 Arrangement”). Under the 2006 Arrangement,
where any designated PRC court or any designated Hong Kong court has made an enforceable
final judgment requiring payment of money in a civil or commercial case under a choice of
court agreement in writing, any party concerned may apply to the relevant PRC court or Hong
Kong court for recognition and enforcement of the judgment. A choice of court agreement in
writing is defined as any agreement in writing entered into between parties after the effective
date of the 2006 Arrangement in which a Hong Kong court or a PRC court is expressly
designated as the court having sole jurisdiction for the dispute. Therefore, it is not possible to
enforce a judgment rendered by a Hong Kong court in PRC if the parties in dispute have not
agreed to enter into a choice of court agreement in writing. Although the 2006 Arrangement
became effective on August 1, 2008, the outcome and effectiveness of any action brought under
the 2006 Arrangement remain uncertain.

On January 18, 2019, the Supreme People’s Court of PRC and the government of Hong
Kong Special Administrative Region entered into the Arrangement on Reciprocal Recognition
and Enforcement of Judgments in Civil and Commercial Matters by the Courts of the Mainland
and of the Hong Kong Special Administrative Region (<[ A Hh B 5 45 Bl A7 L 8 7 B AH B
R R T R FE RPN ZEHE) ) (the “New Arrangement”), which seeks to establish a
mechanism with further clarification on and certainty for recognition and enforcement of
judgments in a wider range of civil and commercial matters between Hong Kong Special
Administrative Region and PRC. The New Arrangement discontinued the requirements for a
choice of court agreement for bilateral recognition and enforcement. The New Arrangement
will only take effect after the promulgation of a judicial interpretation by the Supreme People’s
Court of PRC and the completion of the relevant legislative procedures in Hong Kong Special
Administrative Region. The New Arrangement will, upon its effectiveness, supersede the
Arrangement. Therefore, before the New Arrangement becomes effective, there exist
uncertainties in enforcing a judgment rendered by a Hong Kong court in PRC if the parties in

the dispute do not agree to enter into a choice of court agreement in writing.
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Furthermore, China has not entered into treaties or arrangements providing for the
reciprocal recognition and enforcement of judgments awarded by courts of the U.S., the United
Kingdom, or most other western countries, and Hong Kong has no arrangement for the
reciprocal enforcement of judgments with the U.S. As a result, recognition and enforcement in
PRC or Hong Kong of judgment of a court in the U.S. or any other jurisdictions mentioned
above in relation to any matter that is not subject to a binding arbitration provision may be
difficult or impossible.

RISKS RELATING TO OUR FINANCIAL POSITION AND NEED FOR ADDITIONAL
CAPITAL

We have incurred net losses since inception. We expect to continue to incur net losses for
the foreseeable future and may not be able to generate sufficient revenue to achieve or
maintain profitability.

Investment in the development of pharmaceutical products is highly speculative as it
entails substantial upfront expenditures and significant risks that a drug candidate may fail to
demonstrate efficacy and safety to gain regulatory or marketing approvals or become
commercially viable. During the Track Record Period, we financed our operations primarily
through equity financing and borrowings. We had not generated any revenue from the sales of
commercialized products as of the Latest Practicable Date, and we continue to incur significant
research and development costs and other expenses related to our ongoing operations. As a
result, we are not profitable and have incurred significant net losses since our inception. For
the years ended December 31, 2022 and 2023 and the three months ended March 31, 2024, our
net losses were RMB311.8 million, RMB383.2 million and RMB107.8 million, respectively.

Substantially all of our net losses during the Track Record Period resulted from our
research and development costs, administrative expenses and finance costs. See “Financial
Information — Description of Selected Components of Consolidated Statements of Profit or

>

Loss and Other Comprehensive Income.” Our ability to generate revenue and achieve
profitability depends significantly on our success in advancing drug candidates into later stages
of clinical development, and obtaining regulatory approvals for each drug candidate, which we

may not be able to do in a timely manner or at all.

We expect to continue to incur net losses in the foreseeable future and that these net losses
may increase if and as we, among others:

. continue to advance the clinical trials and preclinical studies of our product pipeline;

. seek to discover or develop additional drug candidates and initiate preclinical,
clinical or other studies for these new drug candidates to further expand our product
pipeline;

. seek regulatory approvals for our drug candidates to complete clinical development
and commence commercialization;
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. manufacture our drug candidates for clinical trials and for commercial sale;

. commercialize any drug candidates in our pipeline for which we may obtain
regulatory approval;

. acquire or in-license other drug candidates, intellectual property assets and
technologies;

. develop, maintain, expand and protect our intellectual property portfolio;

. attract and retain skilled personnel;

. create additional infrastructure to support our product development and planned
future commercialization efforts; and

. incur additional legal, accounting, investor relations, insurance and other expenses
associated with operating as a public company following the completion of the
Global Offering.

Even if we manage to achieve profitability in the future, we may not be able to sustain
or increase profitability on an ongoing basis. Our net losses have had, and will continue to
have, an adverse effect on our working capital and shareholders’ equity. Our failure to become
and remain profitable may also impact investors’ perception of the potential value of our
Company and could impair our ability to raise additional capital, expand our business or
continue our operations. Failure to become and remain profitable may also adversely affect the
market price of our H Shares. A decline in the market price of our H Shares could cause
potential investors to lose all or part of their investment in our business.

We had net operating cash outflows, net liabilities, net current liabilities during the Track
Record Period, which may continue into the foreseeable future and expose us to liquidity
risk.

We had net liabilities of RMB500.7 million, RMB880.0 million and RMB934.7 million
as of December 31, 2022 and 2023 and March 31, 2024, respectively. We had net current
liabilities of RMB687.5 million, RMB1,067.3 million and RMB1,111.7 million as of December
31,2022 and 2023 and March 31, 2024, respectively. See “Financial Information — Discussion
of Certain Selected Items from the Consolidated Statements of Financial Position.” Net
liabilities and net current liabilities positions can expose us to liquidity and financial risks. This
in turn could require us to seek financing from external sources such as debt issuance and bank
borrowings, which may not be available on terms favorably or commercially reasonable to us,
or at all. See also “— We may need to obtain substantial additional financing to fund our
operations and expansion, and if we fail to do so, we may be unable to complete the

development and commercialization of our drug candidates.”
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We had cash used in operating activities of RMB220.1 million, RMB200.9 million and
RMB&83.9 million for the years ended December 31, 2022 and 2023 and the three months ended
March 31, 2024, respectively. We may experience net cash outflows from our operating
activities from time to time. See also “Financial Information — Liquidity and Capital
Resources.” Our forecast of the period of time through which our capital resources will be
adequate to support our operations is a forward-looking statement and involves risks and
uncertainties. We have based this estimate on assumptions that may prove to be wrong, and we
could exhaust our available capital resources sooner than we currently expect.

Our future liquidity, the payment of trade and other payables, our capital expenditure
plans and the repayment of our outstanding short-term and long-term debt obligations as and
when they become due will primarily depend on our ability to maintain adequate cash
generated from operating activities and adequate financing. If we are unable to maintain
adequate working capital or obtain sufficient financings to meet our capital needs, we may be
unable to continue our operations according to our plan, default on our payment obligations
and fail to meet our capital expenditure requirements, which may have a material adverse effect
on our business, financial condition, results of operations and prospects.

We have a limited operating history, which may make it difficult to predict our future
performance.

We are a clinical-stage pharmaceutical company with a relatively short operating history
since our establishment in 2017. See “History, Development and Corporate Structure.” Our
operations to date have focused on establishing our intellectual property portfolio, conducting
drug discovery, preclinical studies and clinical trials of our drug candidates, and organizing and
staffing our operations. As of the Latest Practicable Date, we had not yet obtained marketing
approval for or commercialized any drug candidates, nor had we generated any revenue from
product sales.

We also have limited experience in commercial-scale manufacturing and the sales and
marketing of approved drugs. For these reasons, particularly in a rapidly evolving
biopharmaceutical industry, it may be difficult to predict our future performance. We may
encounter unforeseen expenses, challenges, delays and other known and unknown factors. If
we do not address these risks and difficulties successfully, our business may suffer.

We may need to obtain substantial additional financing to fund our operations and
expansion, and if we fail to do so, we may be unable to complete the development and
commercialization of our drug candidates.

During the Track Record Period, we financed our operations primarily through equity
financing and borrowings. We expect to fund our future operations primarily with existing
cash, cash equivalents and net proceeds from the Global Offering. Going forward, in the event
of a successful commercialization of one or more of our drug candidates, we expect to fund our
operations with revenue generated from sales of our commercialized drug products. Changes
in our ability to fund our operations may affect our cash flow and results of operations. We may
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require substantial additional capital to meet our continued operating cash requirements,
especially to fund our research and development activities, commercialization of our drug
candidates and development or expansion of manufacturing capabilities. Our future funding
requirements will depend on many factors, including but not limited to:

. the progress, timing, scope and costs of our clinical trials, including the ability to
timely identify and enroll patients in our planned and potential future clinical trials;

. the outcome, timing and cost of regulatory approvals of our drug candidates;

. the progress, timing, scope and costs related to discovery and early development of
additional drug candidates;

. the preparation required for anticipated commercialization of our drug candidates,
and if regulatory approvals are obtained, to fund the product launch;

. the manufacturing requirements and capabilities related to clinical development and
future commercialization for any approved drug candidates;

. the amount and timing of any milestone and royalty payments we receive from or

pay to our current or future collaborators;

. the cost of filing, prosecuting, defending and enforcing any patent claims or other
intellectual property rights;

. the cash requirements of any future acquisitions; and

. our headcount growth and the associated costs.

As our business continues to expand, we may seek additional funding through equity
offerings, debt financings, license and collaboration arrangements and other sources, which

may not be available on terms favorable or commercially reasonable to us or at all.

Our ability to raise funds will also depend on the prevailing financial, economic and
market conditions and factors from other aspects, such as our relationship with commercial
banks, many of which are beyond our control. See also “— Risks Relating to Our Operations
— We are subject to the risks of doing business globally. Disruptions in the financial markets
and economic conditions could affect our ability to raise capital.” If adequate funds are not
available to us on a timely basis, we may be required to delay, limit, reduce or terminate
preclinical studies, clinical trials or other research and development activities, or the
commercialization of one or more of our drug candidates, which may adversely affect our
business prospects.
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Our results of operations, financial condition, and prospects may be adversely affected by
fair value changes and credit risk associated with our financial assets at fair value
through profit or loss.

As of December 31, 2022 and 2023 and March 31, 2024, we recorded financial assets at
FVTPL of RMB152.7 million, RMB6.0 million and RMB75.3 million, respectively. Our
financial assets at FVTPL during the Track Record Period represented our investments in
wealth management products, namely, short-term and principal guaranteed structured deposits
issued by commercial banks in China. For the years ended December 31, 2022 and 2023 and
the three months ended March 31, 2024, we recorded investment income on financial assets at
FVTPL of RMB5.3 million, RMB3.0 million and RMB12,000, respectively, and recorded gain
on fair value changes of financial assets at FVTPL of RMBO0.3 million, loss on fair value
changes of financial assets at FVTPL of RMBO0.7 million and gain on fair value changes of
financial assets at FVTPL of RMBO0.3 million, respectively.

We cannot assure you that we can recognize comparable fair value gains in the future and
we may on the contrary recognize fair value losses, which would affect our result of operations
for future periods. In addition, the valuation of financial assets at FVTPL is subject to
uncertainties due to the use of unobservable inputs. Such estimated fair values involve the
exercise of professional judgment and the use of certain bases, assumptions and unobservable
inputs, which, by their nature, are subjective and uncertain. As such, the valuation of financial
assets at FVTPL has been, and will continue to be, subject to uncertainties in estimations,
which may not reflect the actual fair value of these financial assets and result in fluctuations

in profit or loss from year to year.

We are entitled to certain preferential tax treatments and government grants, and the
expiration of or changes to which or our failure to satisfy any condition for which would
have an adverse effect on our results of operations.

During the Track Record Period, we enjoyed certain preferential tax treatments. The
Company has been accredited as a “High and New Technology Enterprise” under the relevant
PRC laws and regulations and enjoys a preferential tax rate of 15% for a term of three years
starting from 2022. We cannot assure you that these preferential tax treatments will continue
to be available to us in the future or that these preferential tax treatments will not be changed
as a result of changes in government policy, administrative decisions or otherwise, in which
case our financial condition and results of operations may be adversely affected.

In addition, we recognized government grants related to income of RMB6.6 million,
RMB16.2 million and RMB2.3 million in 2022, 2023 and the three months ended March 31,
2024, respectively. The timing, amount and criteria of government financial incentives are
determined at the sole discretion of the PRC local government authorities and cannot be
predicted with certainty before we actually receive any financial incentive. We do not have the
ability to influence local government authorities in making these decisions. Local government
authorities may decide to reduce or eliminate incentives at any time. In addition, some of the
government financial incentives are granted on a project by project basis and subject to the
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satisfaction of certain conditions, including compliance with the applicable financial incentive
agreements and completion of the specific projects therein. We cannot guarantee that we will
satisfy all relevant conditions, otherwise we may be deprived of all or part of the incentives.
We cannot assure you of the continued availability of the government incentives currently
enjoyed by us. Any reduction or elimination of incentives may have an adverse effect on our
results of operations. In addition, we may not be able to receive government grants in the
future, which may have an adverse effect on our financial condition and results of operations.

We may incur impairment losses for prepayments and other receivables.

During the Track Record Period, our prepayments and other receivables primarily
included value-added tax recoverable, prepayments for long-term assets, rental deposits, and
prepayments for research and development services. Our prepayments and other receivables
amounted to RMB45.1 million, RMB57.2 million and RMB72.3 million as of December 31,
2022 and 2023 and March 31, 2024, respectively. During the Track Record Period, we did not
record impairment loss for prepayments and other receivables. However, we may incur such
impairment losses in the future. The assessment of impairment losses involves a significant
degree of management judgments as well as estimates in determining the key assumptions, and
unpredictable adverse changes in the future may also result in decreases in the value of our
prepayments and other receivables.

Therefore, we cannot assure you that these assumptions and estimates would not result in
outcomes that require a material adjustment to the carrying amounts of our prepayments and
other receivables in the future, which may in turn result in impairment losses. Any significant
impairment losses of prepayments and other receivables in the future could have an adverse
effect on our business, financial condition and results of operations.

We may incur impairment losses for intangible assets which could materially impact our
financial position.

During the Track Record Period, our intangible assets primarily represented our
intellectual property rights. Our intangible assets amounted to RMB73.7 million, RMB68.1
million and RMB66.7 million as of December 31, 2022 and 2023 and March 31, 2024,
respectively. See “Financial Information — Discussion of Certain Selected Items From the

Consolidated Statements of Financial Position — Intangible Assets.”

We assess whether there are any indicators of impairment for intangible assets at the end
of each reporting period. An impairment exists when the carrying value of an asset or a
cash-generating unit exceeds its recoverable amount, which is the higher of its fair value less
costs of disposal and its value in use. The calculation of the fair value less costs of disposal
is based on available data from binding sales transactions in an arm’s length transaction of
similar assets or observable market prices less incremental costs for disposing of the asset.
When value in use calculations are undertaken, management must estimate the expected future
cash flows from the asset or cash-generating unit and choose a suitable discount rate in order
to calculate the present value of those cash flows. Changes in the assumptions made with
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respect to estimated future cash flows or discount rates may lower the estimated recoverable
amount of an asset in comparison to its carrying amount. See Note 2.3 to the Accountants’
Report set out in the Appendix I to this prospectus. We may incur impairment losses for
intangible assets in the future, which may materially and adversely reduce our assets and
impact our profitability that could, in turn, have an adverse effect on our financial position.

Change in Fair Value of Redemption Liabilities on Equity Shares may affect our financial
condition and results of operations.

Redemption liabilities on equity shares represent the redemption liabilities of the equity
shares we issued to our Pre-IPO Investors. We classified such Shares held by Pre-IPO Investors
as financial liabilities measured at FVTPL, which amounted to RMB882.5 million,
RMB1,145.3 million and RMB1,169.1 million as of December 31, 2022 and 2023 and March
31, 2024, respectively. The fair value of a redemption liability on equity shares is calculated
as the higher of (i) P+I; (ii) the net assets of the company held by the investors; and (iii) the
investment principal plus the increase of the shareholders’ equity of the company held by the
investors in proportion to the shareholding period, all of which are unobservable inputs. See
Note 32 to the Accountants’ Report set out in the Appendix I to this prospectus.

During the Track Record Period, our change in fair value of redemption liabilities on
equity shares represented fair value losses on the Shares held by Pre-IPO Investors. The Shares
held by Pre-IPO Investors are initially recognized at fair value and the increases in the fair
value are recognized as fair value losses on the consolidated statements of profit or loss and
comprehensive income. For the years ended December 31, 2022 and 2023 and the three months
ended March 31, 2024, we recorded change in fair value of redemption liabilities on equity
shares of RMB69.1 million, RMB77.8 million and RMB23.7 million, respectively. We expect
to continue to recognize fair value losses on the Shares held by Pre-IPO Investors for the period
from March 31, 2024 to the date when the redemption right granted to our Pre-IPO Investors
was terminated, and we do not expect to recognize any loss or gain on fair value changes of
redemption liabilities on equity shares thereafter.

RISKS RELATING TO OUR OPERATIONS

The loss of any key members of our senior management team or our inability to attract
and retain highly skilled and qualified employees could adversely affect our business.

We are highly dependent on the expertise and insights of our senior management. In
addition, recruiting and retaining qualified scientific, clinical, manufacturing and sales
personnel in the future will also be critical to our success. The loss of services of any of these
individuals could delay or prevent the successful development of our drug candidates and
achievement of our commercialization objectives.
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Although we have not historically experienced unique difficulties in attracting and
retaining qualified employees, we could experience such problems in the future. Competition
for qualified employees in the pharmaceutical industry is intense and the pool of qualified
candidates is limited. The departure of one or more of our senior management or key personnel,
regardless of whether or not they join a competitor or form a competing company, may subject
us to risks relating to replacing them in a timely manner or at all, which may disrupt our
operations and have a material and adverse effect on our business and results of operations. In
addition, we will need to hire additional employees as we build and expand our
commercialization team. We may not be able to attract and retain qualified employees on
acceptable terms.

As we have significantly increased the size and capabilities of our organization since our
inception, we may experience difficulties in managing our growth.

As our development and commercialization plans and strategies evolve, we must add a
significant number of additional managerial, operational, manufacturing, sales, marketing,
financial and other personnel. Our recent and any future growth will impose significant added
responsibilities on members of management, including:

. identifying, recruiting, integrating, maintaining and motivating additional

employees;
. managing our relationships with third parties, including suppliers and partners;

. managing our internal development efforts effectively, including the clinical and
regulatory authority review process for our drug candidates, while complying with
our contractual obligations to contractors and other third parties; and

. improving our operational, financial and management controls, reporting systems
and procedures.

Our future financial performance and our ability to commercialize our drug candidates
will depend, in part, on our ability to effectively manage our growth, and our management may
also have to divert a disproportionate amount of its attention away from day-to-day activities
in order to implement our long-term development strategies.

If we are not able to effectively manage our growth and further expand our organization,
we may not be able to successfully develop and commercialize our drug candidates and,
accordingly, may not achieve our research, development and commercialization goals. Our
failure to do so could materially adversely affect our business, financial condition, results of
operations and prospects.
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We may engage in acquisitions or strategic partnerships in the future, which may increase
our capital requirements, cause dilution for our Shareholders, cause us to incur debt or
assume contingent liabilities or subject us to other risks.

From time to time, to enhance our growth, we may evaluate various acquisition and
strategic partnership opportunities that we believe would benefit us in terms of product
development, technology advancement or distribution network. Any completed, in-process or
potential acquisition or strategic partnership may entail numerous risks, including:

. substantial time and expenses incurred during negotiation, which do not guarantee
the successful consummation of an acquisition or strategic partnership;

. impact on our financial results, such as occurrence of goodwill impairment charges
and amortization expenses for intangible assets;

. increased operating expenses and cash requirements;

. the assumption of additional indebtedness or contingent or unforeseen liabilities;

. the issuance of our equity securities;

. assimilation of operations, intellectual property and products of an acquired
company, including difficulties associated with integrating new personnel, or failure

to otherwise achieve intended synergies in the combined operations;

. the diversion of our management’s attention from our existing product programs and

initiatives in pursuing such a strategic merger or acquisition;

. retention of key employees, the loss of key personnel, and uncertainties in our
ability to maintain key business relationships;

. risks and uncertainties associated with the other party to such a transaction,
including the prospects of that party and their existing drugs or drug candidates and

regulatory approvals;

. our inability to generate revenue from acquired technology and/or products
sufficient to meet our objectives in undertaking the acquisition or even to offset the

associated acquisition and maintenance costs; and

. deficiencies in internal controls, data adequacy and integrity, product quality and
regulatory compliance, and product liabilities in the acquired business we discover
after such acquisition, which may subject us to penalties, lawsuits or other
liabilities.
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We may not be able to identify attractive targets, and we have limited experience in
acquisitions. In addition, we may not be able to successfully acquire the targets identified
despite spending a significant amount of time and resources on pursuing such acquisition.
Furthermore, integration of an acquired company, its intellectual property or technology into
our own operations is a complex, time-consuming and expensive process. The successful
integration of an acquisition may require, among other things, that we integrate and retain key
management, sales and other personnel, integrate the acquired technologies or services from
both an engineering and a sales and marketing perspective, integrate and support preexisting
supplier, distribution and customer relationships, coordinate research and development efforts,
and consolidate duplicate facilities and functions. The geographic distance between companies,
the complexity of the technologies and operations being integrated, and the disparate corporate
cultures being combined may increase the difficulties of integrating an acquired company or
technology. In addition, if we undertake acquisitions, we may issue dilutive securities, assume
or incur debt obligations, incur large one-time expenses, and acquire intangible assets that
could result in significant future amortization expense.

We are subject to the risks of doing business globally. Disruptions in the financial markets
and economic conditions could affect our ability to raise capital.

We are mainly operating in China at present, and we may in the future operate in other
jurisdictions, and therefore our business could be subject to risks associated with doing
business globally. Accordingly, our business and financial results in the future could be

adversely affected due to a variety of factors, including:

. changes in a specific country’s or region’s political and cultural climate or economic
condition;

. unexpected changes in laws and regulatory requirements in local jurisdictions;

. efforts to develop an international sales, marketing and distribution organization
may increase our expenses, divert our management’s attention from the acquisition
or development of drug candidates or cause us to forgo profitable licensing
opportunities in these geographies;

. the occurrence of economic weakness, including inflation or political instability;

. the burden of complying with a variety of foreign laws including difficulties in
effective enforcement of contractual provisions in local jurisdictions;

. inadequate intellectual property protection in certain jurisdictions;

. enforcement of anti-corruption and anti-bribery laws;

. trade-protection measures, import or export licensing requirements and fines,

penalties or suspension or revocation of export privileges;
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. delays resulting from difficulty in obtaining export licenses, tariffs and other
barriers and restrictions, potentially longer payment cycles, greater difficulty in
accounts receivable collection and potentially adverse tax treatment;

. the effects of applicable local tax regimes and potentially adverse tax consequences;
and
. significant adverse changes in local currency exchange rates.

In addition, we are subject to general geopolitical risks in foreign countries where we
operate, such as political and economic instability and changes in diplomatic and trade
relationships, which could cause our results to fluctuate and our revenue to decline. The
occurrence of any one or more of these risks of doing business internationally, individually or
in the aggregate, could materially adversely affect our business and results of operations.

Our Directors, employees, principal investigators, CDMOs, CROs and other commercial
partners may engage in misconduct or other improper activities, including non-
compliance with regulatory standards and requirements, which could harm our
reputation and subject us to penalties and significant expenses that have a material and
adverse effect on our business, financial condition and results of operations.

We are subject to the anti-bribery laws of various jurisdictions, particularly in China and
the U.S. As our business expands, the applicability of the anti-bribery laws to our operations
will increase. We may be exposed to fraud, bribery or other misconduct committed by our
employees, principal investigators, CDMOs, CROs and other commercial partners that could
subject us to financial losses and sanctions imposed by government authorities, which may
adversely affect our reputation. Our procedures and controls to monitor compliance with
anti-bribery law may fail to protect us from reckless or criminal acts committed by our
employees or other commercial partners. We could be liable for actions taken by them that
violate anti-bribery, anti-corruption and other related laws and regulations in China, the U.S.
or other jurisdictions. The government authorities may limit the sales of the products involved
in any illegal or improper conduct engaged in by our employees or commercial partners. We
may be subject to claims, fines or suspension of our operations. Our reputation, our sales
activities or the price of our H Shares could be adversely affected if we are associated with any
negative publicity as a result of illegal or improper actions, or allegations of illegal or improper
actions, taken by our employees or commercial partners.

During the Track Record Period and up to the Latest Practicable Date, we were not aware
of any instances of fraud, bribery, or other misconduct involving employees and other third
parties that had any material and adverse impact on our business and results of operations.
However, we cannot assure you that there will not be any such instances in future. Any such
misconduct committed against our interests, including past acts that have gone undetected or

future acts, may have a material adverse effect on our business and results of operations.

- 111 -



RISK FACTORS

We may be involved in claims, disputes, litigation, arbitration or other legal proceedings
in the ordinary course of business.

From time to time, we may be involved in claims, disputes and legal proceedings in our
ordinary course of business. In addition to the intellectual properties related litigations we may

13

face as mentioned in “— We may become involved in lawsuits to protect or enforce our
intellectual property, which could be expensive, time-consuming and unsuccessful” and “— If
we are sued for infringing, misappropriating or otherwise violating intellectual property rights
of third parties or engaging in unfair competition, such litigation could be costly and
time-consuming and could prevent or delay us from developing or commercializing our drug
candidates”, we may also be involved in disputes or litigations relating to other issues, among
others, breach of contract, environmental matters, and labor disputes. Any claims, disputes or
legal proceedings initiated by us or brought against us, with or without merit, may result in
substantial costs and diversion of resources, and if we are unsuccessful, could materially harm
our reputation. In addition, if any verdict or award is rendered against us, we could be required
to pay significant monetary damages and assume other liabilities. Consequently, our business,
financial condition and results of operations may be materially and adversely affected.
Furthermore, claims, disputes or legal proceedings against us may be due to actions taken by
our counterparties, such as our suppliers, CROs and other service providers. Even if we are
able to seek indemnity from them, they may not be able to indemnify us in a timely manner,
or at all, for any costs that we incur as a result of such claims, disputes and legal proceedings.

We have limited insurance coverage, and any claims beyond our insurance coverage may
result in our incurring substantial costs and a diversion of resources.

We maintain insurance policies that are required under the PRC laws and regulations as
well as based on our assessment of our operational needs and industry practice. In line with
industry practice in China, we have elected not to maintain certain types of insurance, such as
insurance for environmental liability. Our insurance coverage may be insufficient to cover any
claims that we may have. Any liability or damage to, or caused by, our facility or our personnel
beyond our insurance coverage may result in our incurring substantial costs and a diversion of
resources and may negatively impact our drug development and overall operations.

Increased labor costs may slow our growth and affect our operations.

Since our operations are labor-intensive and our operations, to a certain extent, require the
use of technical skills and know-how of our employees, our success depends in part on our
ability to attract, retain and motivate a sufficient number of qualified employees. We have
implemented a number of initiatives in an effort to attract, retain and motivate our qualified and
competent staff. There is no assurance that these measures will be effective or that supply of
skilled labor in local markets will be sufficient to fulfil our needs. Competition for competent
and skilled labor is intensive in the industry. Our failure to hire and retain enough skilled
employees could delay the anticipated preclinical studies or clinical trials timeframe or receipt
of regulatory approvals to commercialize our drug candidates, or result in our expenses
exceeding our initial budget. Any of the foregoing changes could have a material adverse effect
on our business, profitability and prospects.
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Further, substantially our entire workforce is employed in China. The average labor cost
in China has been steadily increasing over the past years as a result of government-mandated
wage increases and other changes in the PRC labor laws. Further changes in the labor laws,
rules and regulations may be promulgated by the Chinese government in the future and our
operations may be materially adversely affected if such laws, rules or regulations impose
additional burden on the employers. The labor cost will continue to increase in the future which
is in line with the economic growth in China. Competition for employees would require us to
pay higher wages, which would result in higher labor costs.

We may be subject to natural disasters, acts of war or terrorism or other factors beyond
our control.

Our operations may be under the threat of floods, earthquakes, sandstorms, snowstorms,
fire or drought, power, water or fuel shortages, failures, malfunction and breakdown of
information management systems, unexpected maintenance or technical problems, or may be
susceptible to potential wars or terrorist attacks. Serious natural disasters may result in loss of
lives, injury, destruction of assets and disruption of our business and operations. Acts of war
or terrorism may also injure our employees, cause loss of lives, disrupt our business network
and destroy our markets. Any of these factors and other factors beyond our control could have
an adverse effect on the overall business sentiment and environment, cause uncertainties in the
regions where we conduct business, cause our business to suffer in ways that we cannot predict
and materially and adversely impact our business, financial conditions and results of

operations.

Our business could be adversely affected by the effects of epidemics, including
COVID-19, avian influenza, severe acute respiratory syndrome (SARS), influenza A (HIN1),
Ebola or another epidemic. Any such occurrences could cause severe disruption to our daily
operations and may even require a temporary closure of our offices and laboratories. For
example, the COVID-19 pandemic and its recurrence have in the past caused temporary
disruption to our certain aspects of our operations, including clinical development, which had

a negative impact on our operations during the Track Record Period.

Our property valuation is based on certain assumptions which, by their nature, are
subjective and uncertain and may materially differ from actual results.

The Property Valuation Report prepared by AVISTA Valuation Advisory Limited, an
independent property valuer, set out as Appendix III to this prospectus with respect to the
appraised values of our properties is based on various assumptions, which are subjective and
uncertain in nature. The assumptions that AVISTA Valuation Advisory Limited used in the
property valuation report include but are not limited to that (i) an estimated price inflated or
deflated by special terms or circumstances such as atypical financing, sale and leaseback
arrangement, special considerations or concessions granted by anyone associated with the sale,
or any element of special value or costs of sale and purchase or offset for any associated taxes
is excluded; and (ii) no allowance has been made in the Property Valuation Report for any

charges, mortgages or amounts owing on any of the Properties valued nor for any expenses or
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taxation which may be incurred in effecting a sale. Certain of the assumptions used by AVISTA
Valuation Advisory Limited in reaching the appraised value of our properties may be inaccurate
or unreasonable. In addition, unforeseeable changes in general and local economic conditions
or other factors beyond our control may affect the value of our properties. As a result, the
appraised value of our properties may differ materially from the price we could receive in an
actual sale of the properties in the market and should not be taken as their actual realizable
value or an estimation of their realizable value. You should not place undue reliance on such
values attributable to these properties as appraised by AVISTA Valuation Advisory Limited.

Our internal information technology systems, or those used by our CROs, CDMOs or
other contractors, may fail or suffer security breaches.

Despite the implementation of security measures, our information technology systems
and those of our current or future CROs, CDMOs and other service providers are vulnerable
to damage from cyber-attacks, computer viruses, malicious codes, unauthorized access,
employee theft or misuse, natural disasters, fire, power loss, terrorism, war, and
telecommunication and electrical failures, among other things. If such an event were to occur
and cause interruptions in our operations, it could result in a material disruption of our research
and development programs. For example, our data may not be backed up in a timely manner
and the loss of clinical trial data from ongoing or future clinical trials for any of our drug
candidates could result in delays in regulatory approval efforts and significantly increase costs
to recover or reproduce the data. To the extent that any disruption or security breach may result
in a loss of or damage to data or applications, or inappropriate disclosure of confidential or
proprietary information, we could incur liability and the further development of our drug
candidates could be delayed. In addition, a security breach may result in the loss of, damage
to, or public disclosure of personally identifiable information, and such an event could have
serious negative consequences, including disputes, regulatory action, investigation, litigation,
fines, penalties and damages, and time-consuming and expensive litigation, any of which could
have a material adverse effect on our business, financial conditions, results of operations, and
prospects.

Our reputation is important to our business success, and damage to our reputation may
adversely affect our business.

We, our Shareholders, Directors, officers, employees, collaboration partners, suppliers, or
other third parties we cooperate with or rely on may be subject to negative media coverage and
publicity from time to time. Such negative coverage in the media and publicity could threaten
the perception of our reputation. In addition, to the extent our Shareholders, Directors, officers,
employees, collaboration partners, suppliers or other third parties we work with or rely on were
non-compliant with any laws or regulations, we may also suffer negative publicity or harm to
our reputation. Any negative publicity regarding our industry could also affect our reputation
and commercialization. As a result, we may be required to spend significant time and incur
substantial costs to respond and protect our reputation, and we cannot assure you that we will
be able to do so within a reasonable period of time, or at all, in which case our business, results
of operations, financial condition and prospects may be materially and adversely affected.
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We are subject to risks associated with leased properties.

As of the Latest Practicable Date, we leased four properties in China with an aggregate
GFA of approximately 10,120.9 sq.m. Upon expiration of the leases, we will need to negotiate
for renewal of the leases and may have to pay increased rent. We cannot assure you that we will
be able to renew our leases on terms which are favorable or otherwise acceptable to us, or at
all. If we fail to renew any of our leases or if any of our leases are terminated or if we cannot
continue to use any of our leased property, we may need to seek an alternative location and
incur expenses related to such relocation, and our operation and businesses may also be
disrupted or even suspended if we are not able to complete the relocation, including the
reconstruction of relevant facilities in the new location, in a timely manner. In addition, the
property owner of one of our leased properties has not obtained property ownership certificate.
Please see “Business — Properties — Leased Properties.” There is no assurance that we will

not be required to vacate from this property.

Our risk management and internal control systems may not fully protect us against

various risks inherent in our business.

We have established risk management and internal control systems consisting of the
relevant organizational framework policies, risk management policies and risk control
procedures to manage our risk exposures, primarily our operational risks, legal risks and
financial risks. However, we may not be successful in implementing our risk management and
internal control systems. While we seek to continue to enhance such systems from time to time
with future expansion of our business, we cannot assure you that our risk management and
internal control systems are adequate or effective notwithstanding our efforts, and any failure
to address any potential risks and internal control deficiencies could materially and adversely
affect our business, financial condition and results of operations.

Since our risk management and internal control systems depend on the implementation by
our employees, we cannot assure you that all of our employees will adhere to such policies and
procedures, and the implementation of such policies and procedures may involve human errors
or mistakes. Moreover, our growth and expansion may affect our ability to implement stringent
risk management and internal control policies and procedures as our business evolves. If we
fail to timely adopt, implement and modify, as applicable, our risk management and internal
control policies and procedures, our business, financial condition and results of operations
could be materially and adversely affected.
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Changes in the economic, political or social conditions in our major operation location
may materially and adversely affect our business, financial condition, results of
operations and prospects.

We generate a substantial portion of our revenue from our operations in China.
Accordingly, our business, results of operations, financial condition and prospects are subject
to and influenced by the economic, political and social conditions in China. The PRC economy
has experienced significant growth over the past decades since the implementation of China’s
reform and opening-up policy. In recent years, the PRC government has implemented measures
emphasizing the utilization of market forces in economic reform and the establishment of
sound corporate governance practices in business enterprises. These economic reform
measures may be adaptively adjusted from industry to industry or across different regions of
the country. The overall economic growth is influenced by the governmental regulations and
policies in relation to capital investments, monetary policies, regulations of financial services
and institutions, preferential treatment to particular industries or companies and others. If the
business environment in China changes, our business and its growth prospects may be affected.

We cannot predict future changes in China’s economic, political and social conditions and
the effect that new government policies would have on our business and prospects.

Changes in the international trade policies may affect our business operations.

Governments around the world may make significant changes in their trade policies
and/or take certain actions that may materially impact international trade, such as imposing
several rounds of tariffs. While we have not started commercialization of any of our drug
candidates, any unfavorable government policies on international trade, such as capital
controls or tariffs, may affect the demand for our future drug products, the competitive position
of our future drug products, the hiring of scientists and other research and development
personnel, and import or export of raw materials in relation to drug development, or may
prevent us from selling our future drug products in certain countries. If any new tariffs,
legislation and regulations are implemented, or if existing trade agreements are renegotiated,
such changes could have an adverse effect on our business, financial condition and results of
operations.

The evolving trade disputes may escalate going forward and may result in certain types
of goods, such as advanced research and development equipment and materials, becoming
significantly more expensive to procure from overseas suppliers or even becoming illegal to
export. Furthermore, there can be no assurance that our existing or potential service providers
or collaboration partners will not alter their perception of us or their preferences as a result of
adverse changes to the state of political relationships among the relevant countries or regions.
Trade disputes, tensions and political concerns among the relevant countries or regions may
therefore adversely affect our business, financial condition, results of operations, cash flows
and prospects.
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RISKS RELATING TO OUR RELIANCE ON THIRD PARTIES

We work with various third parties to develop our drug candidates, such as those who
help us conduct our preclinical studies and clinical trials. If these third parties do not
successfully carry out their contractual duties or meet expected timelines, we may not be
able to obtain regulatory approval for, or commercialize, our drug candidates, and our
business could be materially harmed.

We have worked with and plan to continue to work with third-party collaborators, such
as CROs, to monitor and manage data for our ongoing preclinical and clinical programs. We
work with these parties to execute our preclinical studies and clinical trials, and control only
certain aspects of their activities. Nevertheless, we are responsible for ensuring that each of our
studies is conducted in accordance with the applicable protocol, legal and regulatory
requirements and scientific standards, and our collaboration with the CROs and other third
parties does not relieve us of our regulatory responsibilities.

We, our CROs for our clinical programs and our clinical investigators are required to
comply with GCP, which are regulations and guidelines enforced by the NMPA, FDA, PMDA
and other comparable regulatory authorities for all of our drug candidates in clinical
development. If we or any of our CROs or clinical investigators fail to comply with applicable
GCBP, the clinical data generated in our clinical trials may be deemed unreliable and the NMPA,
FDA, PMDA or comparable regulatory authorities may require us to perform additional clinical
trials before approving our marketing applications. Our failure to comply with these
regulations may require us to repeat clinical trials, which would delay the regulatory approval

process.

If any of our relationships with these third-party CROs terminate, we may not be able to
enter into arrangements with alternative CROs or to do so on commercially reasonable terms.
In addition, our CROs are not our employees, and except for remedies available to us under our
agreements with such CROs, we cannot control whether or not they devote sufficient time and
resources to our ongoing preclinical studies, and clinical and non-clinical programs. If CROs
do not successfully carry out their contractual duties or obligations or meet expected deadlines,
if they need to be replaced or if the quality or accuracy of the clinical data they obtain is
compromised due to failure to adhere to our clinical protocols, regulatory requirements or for
other reasons, our clinical trials may be extended, delayed or terminated and we may not be
able to obtain regulatory approval for or successfully commercialize our drug candidates. As
a result, our results of operations and the commercial prospects for our drug candidates would
be harmed, our costs could increase and our ability to generate revenues could be delayed.

Switching or adding additional CROs involves additional cost and delays, which can
materially influence our ability to meet our desired clinical development timelines. There can
be no assurance that we will not encounter similar challenges or delays in the future or that
these delays or challenges will not have a material adverse effect on our business, financial
condition and prospects.
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Our future revenues are dependent on our ability to work effectively with collaborators,
such as CROs, to develop our drug candidates, including to obtain regulatory approval. Our
arrangements with such collaborators will be critical to successfully bringing our drug
candidates to market and commercializing them. We rely on third-party collaborators in various
respects, including but not limited to undertaking research and development programs,
conducting clinical trials, managing or assisting with the regulatory filings and approval
process, and assisting with our commercialization efforts. We do not control our collaborators;
therefore, we cannot ensure that these third parties will adequately and timely perform all of
their obligations to us. If they fail to complete the remaining studies successfully, or at all, it
could delay, adversely affect or prevent regulatory approval. We cannot guarantee the
satisfactory performance of any of our collaborators and if any of our collaborators breach or
terminate their agreements with us, we may not be able to successfully commercialize the
licensed product, which could materially and adversely affect our business, financial condition,
cash flows and results of operations.

We rely on third parties to manufacture our clinical drug candidates and expect to rely
on third parties to manufacture our drugs when approved, and our business could be
harmed if those third parties fail to provide us with sufficient quantities of the drug
product or fail to do so at acceptable quality levels or prices.

We currently worked with third-party manufacturers, such as CDMOs, to manufacture and
test drug candidates for preclinical and clinical supply. We expect to continue to rely on
third-parties to manufacture drug candidates or manufacture a portion of the approved drugs in

the future. Reliance on third-party manufacturers would expose us to the following risks:

. we may be unable to identify manufacturers on acceptable terms or at all because the
number of potential manufacturers is limited and the NMPA, FDA, or other
comparable regulatory authorities must evaluate and/or approve any manufacturers
as part of their regulatory oversight of our drug candidates. This evaluation would
require new testing and cGMP-compliance inspections by the NMPA, FDA, or other
comparable regulatory authorities;

. our third-party manufacturers might be unable to timely manufacture our drug
candidates or produce the quantity and quality required to meet our clinical and

commercial needs, if any;

. manufacturers are subject to ongoing periodic unannounced inspection by the
regulatory authorities to ensure strict compliance with cGMP and other government
regulations. We do not have control over third-party manufacturers’ compliance with
these regulations and requirements;

. we may not own, or may have to share, the intellectual property rights to any

improvements made by our third-party manufacturers in the manufacturing process
for our drug candidates;
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o manufacturers may not properly obtain, protect, maintain, defend or enforce our
intellectual property rights or may use our intellectual property or proprietary
information in a way that gives rise to actual or threatened litigation that could
jeopardize or invalidate our intellectual property or proprietary information or
expose us to potential liability;

. manufacturers may infringe, misappropriate or otherwise violate the patent, trade
secret or other intellectual property rights of third parties; and

. our contract manufacturers and critical reagent suppliers may be subject to
inclement weather, as well as natural or human-made disasters.

Each of these risks could delay or prevent R&D activities, result in higher costs, or
adversely impact commercialization of our future approved drug candidates. In addition, we
will rely on third parties to perform certain specification tests on our drug candidates prior to
delivery to patients. If these tests are not appropriately done and test data are not reliable,
patients could be put at risk of serious harm, and regulatory authorities could place significant
restrictions on our Company until deficiencies are remedied.

We cannot assure you that any stability failures or other issues relating to the manufacture
of our drug candidates will not occur in the future, either relating to our third-party CDMOs
or on our manufacturing facility. Additionally, our manufacturers may experience
manufacturing difficulties due to resource constraints or as a result of labor disputes or
unstable political environments. If our manufacturers were to encounter any of these
difficulties, or otherwise fail to comply with their contractual obligations, our ability to provide
any future approved drug candidates for commercial sale and our drug candidates to patients
in clinical trials would be jeopardized. Any delay or interruption in the provision of clinical
trial supplies could delay the completion of clinical trials, increase the costs associated with
maintaining clinical trial programs, and, depending upon the period of delay, require us to
begin new clinical trials at additional expense or terminate clinical trials completely.

We have entered into an out-licensing arrangement with Livzon and may seek additional
collaboration opportunities and strategic alliances or enter into licensing arrangements in
the future, but we may not realize the benefits of such collaboration, alliances or licensing
arrangements as expected.

We have in the past formed, and may in the future seek and form additional collaborations
or strategic alliances, or enter into additional co-development and licensing arrangements with
third parties that we believe will complement or augment our development and
commercialization efforts with respect to our drug candidates and any future drug candidates
that we may develop. In August 2020, we entered into a patent transfer and technology
exclusive licensing agreement with Livzon. For more details, see “Business — Collaboration

Arrangement.”
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For the year ended December 31, 2022, all of our revenue was derived from our
out-licensing arrangement with Livzon. While we recorded nil revenue for the year ended
December 31, 2023 and the three months ended March 31, 2024, our results of operations may
continue to be affected by such arrangement. The out-licensing arrangement involving
TY-2136b is subject to various risks, which may include the followings:

. the out-licensing arrangement may be terminated upon a 3-month notice, or if we
breach our representations and warranties as set out in the agreement. Under the
latter circumstance, we will be obligated to pay damages to Livzon. In addition,
termination of the out-licensing arrangement may result in a need for additional
capital to pursue further development or commercialization of the relevant drug
candidate;

. the milestone payments and sales commissions under the out-licensing arrangement
are conditioned upon the achievements of certain regulatory, development and
commercialization targets. We cannot guarantee that we will be able to receive the
aggregate amount as set out in the out-licensing arrangement;

. Livzon may have sole discretion in determining the efforts and resources that they
will apply to the development of TY-2136b in the Greater China under the
out-licensing arrangement;

. Livzon could independently develop, or develop with third parties, drugs that
compete directly or indirectly with our drug candidates or future drugs;

. Livzon may not properly maintain or defend our intellectual property rights or may
use our intellectual property or proprietary information in a way that gives rise to
actual or threatened litigations that could jeopardize or invalidate our intellectual
property or proprietary information or expose us to potential liability;

. Livzon may own intellectual property covering our drug candidates or future drugs
that arise from the out-licensing arrangement with them, in such cases we will not
have exclusive right over such intellectual property; and

. disputes may arise between us and Livzon that cause the delay or termination of the
research, development or commercialization of TY-2136b, or that result in costly
litigation or arbitration that diverts management attention and resources.

For these and other reasons, we may not achieve the outcomes and synergies expected
from the out-licensing arrangement. The out-licensing arrangement is inherently uncertain, and
is subject to significant business, economic and competitive uncertainties and contingencies,
many of which are difficult to predict and are beyond our control. We may face operational and
financial risks including increase in near- and long-term expenditures, exposure to unknown
liabilities, disruption of our business and diversion of our management’s time and attention.
Even if we achieve the expected benefits, we may not be able to do so within the anticipated
time frame.
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We face significant competition in seeking appropriate strategic partners and the
negotiation process can be time-consuming and complex. We may not be successful in our
efforts to establish a strategic partnership or other alternative arrangements for our drug
candidates because they may be deemed to be at too early of a stage of development for
collaborative effort, and third parties may not view our drug candidates as having the requisite
potential to demonstrate safety and efficacy or commercial viability. If and when we
collaborate with a third party for development and commercialization of a drug candidate, we
may be required to relinquish some or all of the control over the future success of that drug
candidate to the third party. The collaborators may also consider alternative drug candidates or
technologies that may be available. For any drug candidates that we may seek to in-license
from third parties, we may face significant competition from other biopharmaceutical
companies with greater resources or capabilities than us, and any agreement that we do enter
into may not result in the anticipated benefits. See also “— Risks Relating to Our Operations
— We may engage in acquisitions or strategic partnerships in the future, which may increase
our capital requirements, cause dilution for our Shareholders, cause us to incur debt or assume
contingent liabilities or subject us to other risks.”

If we are unable to reach agreements with suitable collaborators on a timely basis, on
acceptable terms, or at all, we may have to curtail the development of a drug candidate, reduce
or delay its development program or one or more of our other development programs, delay its
potential commercialization or reduce the scope of any sales or marketing activities, or
increase our expenditures and undertake development or commercialization activities at our
own expense. If we elect to fund and undertake development or commercialization activities
on our own, we may need to obtain additional expertise and additional capital, which may not
be available to us on acceptable terms or at all. If we fail to enter into license and collaboration
arrangements or do not have sufficient funds or expertise to undertake the necessary
development and commercialization activities, we may not be able to further develop our drug
candidates or bring them to market and generate product sales revenue, which would harm our
business, financial condition, results of operations and prospects.

As a result, we cannot be certain that, following a license and collaboration arrangement,
we will achieve the revenue or net income that justifies such transaction or such other benefits
that caused us to enter into the arrangement. Any of the foregoing could materially adversely
affect our business, financial condition, results of operations and prospects.

RISKS RELATING TO THE GLOBAL OFFERING

There has been no prior public market for our H Shares and there can be no assurance
that an active market would develop, and the price and trading volume of our H Shares
may be volatile.

No public market currently exists for our H Shares. The Offer Price may differ
significantly from the market price of the H Shares following the Global Offering. We have
applied to the Stock Exchange for the listing of, and permission to deal in, the H Shares. A
listing on the Stock Exchange, however, does not guarantee that an active and liquid trading
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market for our H Shares will develop, especially during the period when a certain portion of
our H Shares may be subject to lock-up, or if it does develop, that it will be sustained following
the Global Offering, or that the market price or trading volume of the H Shares will not decline
following the Global Offering.

Normally, a stabilizing manager acting on behalf of the underwriters may over-allocate or
effect short sales or any other stabilizing transactions with a view to stabilizing or maintaining
the market price of the offer shares at a level higher than that which might otherwise prevail
in the open market. However, given that we will not grant any over-allotment option to the
underwriters, no stabilizing manager has been appointed by us in connection to the Global
Offering and it is anticipated that no price stabilization activities will be conducted by any
underwriters, which may result in substantial losses for investors during the period when price

stabilization activities would normally have been conducted.

In addition, the trading price and trading volume of the H Shares may be subject to
significant volatility in responses to various factors beyond our control, including the general
market conditions of the securities in Hong Kong and elsewhere in the world. In particular, the
business and performance and the market price of the H Shares of other companies engaging
in similar business may affect the price and trading volume of our H Shares. In addition to
market and industry factors, the price and trading volume of our H Shares may be highly
volatile for specific business reasons, such as the results of clinical trials of our product
candidates, the results of our applications for approval of our product candidates, regulatory
developments affecting the pharmaceutical markets, healthcare, health insurance and other
related matters, fluctuations in our revenue, earnings, cash flows, investments and
expenditures, relationships with our suppliers, movements or activities of key personnel, or
actions taken by competitors. Moreover, shares of other companies listed on the Stock
Exchange have experienced price volatility in the past, and it is possible that our H Shares may
be subject to changes in price not directly related to our performance.

You will incur immediate and substantial dilution and may experience further dilution in
the future.

The Offer Price of our H Shares is higher than the net tangible asset value per H Share
immediately prior to the Global Offering. Therefore, purchasers of the our H Shares in the

Global Offering will experience an immediate dilution in pro forma net tangible asset value.

In order to expand our business, we may consider offering and issuing additional Shares
in the future. Purchasers of the our H Shares may experience dilution in the net tangible asset
value per share of their H Shares if we issue additional Shares in the future at a price which
is lower than the net tangible asset value per H Share at that time. Furthermore, we may issue
Shares pursuant to the Share Schemes, which would further dilute Shareholders’ interests in

our Company.
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Future sales or perceived sales of our H Shares in the public market by major
Shareholders following the Global Offering could materially and adversely affect the
price of our H Shares.

Future sales or perceived sales by our existing Shareholders of our H Shares after the
Global Offering could result in a significant decrease in the prevailing market price of our H
Shares. Only a limited number of the H Shares currently outstanding will be available for sale
or issuance immediately after the Global Offering due to contractual and regulatory restrictions
on disposal and new issuance. Nevertheless, after these restrictions lapse or if they are waived,
future sales of significant amounts of our H Shares in the public market or the perception that
these sales may occur could significantly decrease the prevailing market price of our H Shares
and our ability to raise equity capital in the future.

Our Controlling Shareholders have substantial control over our Company and their
interests may not be aligned with the interests of the other Shareholders.

Immediately upon completion of the Global Offering, our Controlling Shareholders will
be entitled to exercise approximately 35.39% voting rights in our Company. As a result, our
Controlling Shareholders, will have significant influence over our business, including
decisions regarding mergers, consolidations, liquidations and the sale of all or substantially all
of our assets, election of directors and other significant corporate actions.

Our Controlling Shareholders may take actions that are not in the best interest of us or
our other Shareholders. This concentration of ownership may discourage, delay or prevent a
change in control of our Company, which could have the effect of depriving our other
Shareholders of the opportunity to receive a premium for their shares as part of a sale of our
Company and may reduce the price of the H Shares. This concentrated control will limit your
ability to influence corporate matters and could discourage others from pursuing any potential
merger, takeover or other change of control transactions that other holders of our shares may
view as beneficial.

We cannot assure you that we will make any dividend payments in the future.

We currently intend to retain most, if not all, of our available funds and any future
earnings after the Global Offering to fund the research and development, regulatory filings and
commercialization of our drug candidates.

Any future determination to pay dividends will be made at the discretion of our Directors
and may be based on a number of factors, including our future operations and earnings, capital
requirements and surplus, general financial condition, contractual restrictions and other factors
that our Directors may deem relevant. In addition, regulations in the PRC currently permit
payment of dividends of us only out of our accumulated distributable after-tax profits less any
recovery of accumulated losses and appropriations to statutory and other reserves that we are
required to make, as determined in accordance with our Articles of Association and the
accounting standards and regulations in China. As a result, we cannot assure you that we will
make any dividend payments on our H Shares in the future. For more details on our dividend
policy, see “Financial Information — Dividends.” Therefore, you should not rely on an
investment in our H Shares as a source for any future dividend income.
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Facts, forecasts and statistics in this prospectus relating to pharmaceutical markets may
not be fully reliable.

Facts, forecasts and statistics in this prospectus relating to the pharmaceutical industry in
and outside China are obtained from various sources, including information provided or
published by government agencies, third-party reports and other publicly available sources. We
believe that the information originated from appropriate sources and was extracted and
reproduced after taking reasonable care. We have no reason to believe that such information is
false or misleading or that any fact has been omitted that would render such information false
or misleading. However, the collection methods of such information may be flawed or
ineffective, or there may be discrepancies between published information and market practice,
which may result in the statistics being inaccurate or not comparable to statistics produced for
other economies.

The information from official government sources has not been independently verified by
us, the Sole Sponsor, the Overall Coordinators, the underwriters, any of their respective
directors, employees, agents or advisers or any other person or party involved in the Global
Offering, and no representation is given as to its accuracy. In addition, we cannot assure you
that such information is stated or compiled on the same basis or with the same degree of
accuracy as similar statistics presented elsewhere. In any event, you should consider carefully
the importance placed on such information or statistics.

Forward-looking statements contained in this prospectus are subject to risks and
uncertainties.

This prospectus contains certain future plans and forward-looking statements about us
that are made based on the information currently available to our management. The
forward-looking information contained in this prospectus is subject to certain risk and
uncertainties. Whether we implement those plans, or whether we can achieve the objectives
described in this prospectus, will depend on various factors including the market conditions,
our business prospects, actions by our competitors and the global financial situations.

You should read the entire prospectus carefully, and we strongly caution you not to place
any reliance on any information contained in press articles or other media regarding us
or the Global Offering.

Subsequent to the date of this prospectus but prior to the completion of the Global
Offering, there may be press and media coverage regarding us and the Global Offering, which
may contain, among other things, certain financial information, projections, valuations and
other forward-looking information about us and the Global Offering. We do not have sufficient
control over the press and media coverage, and analysts might issue negative views or
recommendations on us, which could have an adverse effect on the market price of H Shares.
We have not authorized the disclosure of any such information in the press or media and do not
accept responsibility for the accuracy or completeness of such press articles or other media
coverage. We make no representation as to the appropriateness, accuracy, completeness or
reliability of any of the projections, valuations or other forward-looking information about us.
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To the extent such statements are inconsistent with, or conflict with, the information contained
in this prospectus, we disclaim responsibility for them. Accordingly, prospective investors are
cautioned to make their investment decisions on the basis of the information contained in this
prospectus only and should not rely on any other information.

You should rely solely upon the information contained in this prospectus, the Global
Offering and any formal announcements made by us in making your investment decision
regarding our H Shares. We do not accept any responsibility for the accuracy or completeness
of any information reported by the press or other media, nor the fairness or appropriateness of
any forecasts, views or opinions expressed by the press or other media regarding our H Shares,
the Global Offering or us. We make no representation as to the appropriateness, accuracy,
completeness or reliability of any such data or publication. Accordingly, prospective investors
should not rely on any such information, reports or publications in making their decisions as
to whether to invest in the Global Offering. By applying to purchase our H Shares in the Global
Offering, you will be deemed to have agreed that you will not rely on any information other
than that contained in this prospectus and the Global Offering.
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In preparation for the Global Offering, our Company has sought and has been granted the
following waivers from strict compliance with the relevant provisions of the Listing Rules and
the following exemption from compliance with the Companies (Winding Up and Miscellaneous
Provisions) Ordinance:

WAIVER IN RESPECT OF MANAGEMENT PRESENCE IN HONG KONG

Pursuant to Rules 8.12 and 19A.15 of the Listing Rules, we must have a sufficient
management presence in Hong Kong. This normally means that at least two of our executive

Directors must be ordinarily resident in Hong Kong.

Our headquarters and most of our business operations are based, managed and conducted
in the PRC. As our executive Directors play very important roles in our business operation, it
is in our best interest for them to be based in the places where our Group has significant
operations. We consider it practicably difficult and commercially unreasonable for us to
arrange for two executive Directors to ordinarily reside in Hong Kong, either by means of
relocation of our executive Directors to Hong Kong or appointment of additional executive
Directors. Therefore, we do not have, and in the foreseeable future will not have, sufficient
management presence in Hong Kong for the purpose of satisfying the requirements under Rules
8.12 and 19A.15 of the Listing Rules.

Accordingly, we have applied to the Hong Kong Stock Exchange for, and the Hong Kong
Stock Exchange has granted us, a waiver from strict compliance with the requirements under
Rules 8.12 and 19A.15 of the Listing Rules. In order to maintain effective communication with
the Hong Kong Stock Exchange, we implement, among others, the following measures which
are in line with Chapter 3.10 of the Guide for New Listing Applicants:

(a) we have appointed Dr. JIANG Mingyu (%% 5) and Ms. WONG Wing Yee (#pk{f)
as our authorized representatives pursuant to Rule 3.05 of the Listing Rules. The
authorized representatives will act as our Company’s principal channel of
communication with the Hong Kong Stock Exchange. The authorized
representatives will be readily contactable by phone, facsimile and email to
promptly deal with enquiries from the Hong Kong Stock Exchange, and will also be
available to meet with the Hong Kong Stock Exchange to discuss any matter within
a reasonable period of time upon request of the Hong Kong Stock Exchange;

(b) when the Hong Kong Stock Exchange wishes to contact our Directors on any matter,
each of the authorized representatives will have all necessary means to contact all
of our Directors (including our independent non-executive Directors) promptly as
and when required, including means to communicate with our Directors when they
are travelling. Our Company will also inform the Hong Kong Stock Exchange as
soon as practicable in respect of any change in the authorized representatives in

accordance with the Listing Rules. We have provided the contact details of each
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(©

(d)

(e)

Director (such as mobile phone numbers, office phone numbers (if any), email
addresses and fax numbers (if any)) to each of the authorized representatives and the
Hong Kong Stock Exchange;

we confirm and will ensure that all Directors who do not ordinarily reside in Hong
Kong possess or can apply for valid travel documents to visit Hong Kong and can
meet with the Hong Kong Stock Exchange within a reasonable period upon the
request of the Hong Kong Stock Exchange;

we have appointed Rainbow Capital (HK) Limited as our compliance adviser upon
the Listing pursuant to Rule 3A.19 of the Listing Rules for a period commencing on
the Listing Date and ending on the date on which we comply with Rule 13.46 of the
Listing Rules in respect of our financial results for the first full financial year
commencing after the Listing Date. Our compliance adviser, who will serve as the
additional channel of communication with the Hong Kong Stock Exchange when the
authorized representatives are not available, will have access at all times to our
authorized representatives, our Directors and our senior management as prescribed
by Rule 3A.23 of the Listing Rules; and

meetings between the Hong Kong Stock Exchange and our Directors can be arranged
through our authorized representatives or our compliance adviser, or directly with

our Directors within a reasonable time frame.

WAIVER IN RESPECT OF APPOINTMENT OF JOINT COMPANY SECRETARY

Pursuant to Rules 3.28 and 8.17 of the Listing Rules, we must appoint a company

secretary who, by virtue of his/her academic or professional qualifications or relevant

experience, is, in the opinion of the Hong Kong Stock Exchange, capable of discharging the

functions of the company secretary. Note 1 to Rule 3.28 of the Listing Rules provides that the

Hong Kong Stock Exchange considers the following academic or professional qualifications to

be acceptable:

(a)

(b)

(©

a member of The Hong Kong Chartered Governance Institute;

a solicitor or barrister as defined in the Legal Practitioners Ordinance (Chapter 159
of the Laws of Hong Kong); and

a certified public accountant as defined in the Professional Accountants Ordinance
(Chapter 50 of the Laws of Hong Kong).
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Note 2 to Rule 3.28 of the Listing Rules further provides that the Hong Kong Stock
Exchange considers the following factors in assessing the ‘“relevant experience” of the

individual:

(a) length of employment with the issuer and other issuers and the roles he/she played;

(b) familiarity with the Listing Rules and other relevant laws and regulations including
the SFO, the Companies Ordinance, the Companies (Winding Up and Miscellaneous
Provisions) Ordinance and the Takeovers Code;

(c) relevant training taken and/or to be taken in addition to the minimum requirement
under Rule 3.29 of the Listing Rules; and

(d) professional qualifications in other jurisdictions.

Pursuant to paragraph 13 of Chapter 3.10 of the Guide for New Listing Applicants, the
Stock Exchange will consider a waiver application by an issuer in relation to Rules 3.28 and
8.17 of the Listing Rules based on the specific facts and circumstances. Factors that will be
considered by the Stock Exchange include:

(a) whether the issuer has principal business activities primarily outside Hong Kong;

(b) whether the issuer was able to demonstrate the need to appoint a person who does
not have the Acceptable Qualification (as defined under paragraph 11 of Chapter
3.10 of the Guide for New Listing Applicants) nor Relevant Experience (as defined
under paragraph 11 of Chapter 3.10 of the Guide for New Listing Applicants) as a
company secretary; and

(c) why the directors consider the individual to be suitable to act as the issuer’s

company secretary.

Further, pursuant to paragraph 13 of Chapter 3.10 of the Guide for New Listing
Applicants, such waiver, if granted, will be for a fixed period of time (the “Waiver Period”)
and on the following conditions:

(a) the proposed company secretary must be assisted by a person who possesses the
qualifications or experience as required under Rule 3.28 of the Listing Rules and is

appointed as a joint company secretary throughout the Waiver Period; and

(b) the waiver can be revoked if there are material breaches of the Listing Rules by the

issuer.
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Our Company has appointed Dr. JIANG Mingyu (%5 5) (“Dr. Jiang”), our executive
Director, vice president and Board secretary, as one of our joint company secretaries. He has
considerable experience in board and corporate management matters but presently does not
possess any of the qualifications under Rules 3.28 and 8.17 of the Listing Rules, and may not
be able to solely fulfill the requirements of the Listing Rules. Therefore, we have appointed
Ms. WONG Wing Yee (B #k{#) (“Ms. Wong”), an associate member of each of The Hong Kong
Chartered Governance Institute and The Chartered Governance Institute in the United
Kingdom, who fully meets the requirements stipulated under Rules 3.28 and 8.17 of the Listing
Rules to act as the other joint company secretary and to provide assistance to Dr. Jiang for an
initial period of three years from the Listing Date to enable Dr. Jiang to acquire the “relevant
experience” under Note 2 to Rule 3.28 of the Listing Rules so as to fully comply with the
requirements set forth under Rules 3.28 and 8.17 of the Listing Rules.

Given Ms. Wong’s professional qualification and experience, she will be able to explain
to both Dr. Jiang and us the relevant requirements under the Listing Rules and other applicable
Hong Kong laws and regulations. Ms. Wong will also assist Dr. Jiang in organizing Board
meetings and Shareholders’ meetings of our Company as well as other matters of our Company
which are incidental to the duties of a company secretary. Ms. Wong is expected to work
closely with Dr. Jiang and will maintain regular contact with Dr. Jiang, our Directors and the
senior management of our Company. In addition, Dr. Jiang will comply with the annual
professional training requirement under Rule 3.29 of the Listing Rules to enhance his
knowledge of the Listing Rules during the three-year period from the Listing Date. He will also
be assisted by our compliance adviser and our legal advisers as to the Hong Kong laws on
matters in relation to our ongoing compliance with the Listing Rules and the applicable laws
and regulations.

Since Dr. Jiang does not possess the formal qualifications required of a company
secretary under Rule 3.28 of the Listing Rules, we have applied to the Hong Kong Stock
Exchange for, and the Hong Kong Stock Exchange has granted, a waiver from strict compliance
with the requirements under Rules 3.28 and 8.17 of the Listing Rules such that Dr. Jiang may
be appointed as a joint company secretary of our Company. The waiver is valid for an initial
period of three years from the Listing Date on the conditions that (a) Dr. Jiang must be assisted
by Ms. Wong who possesses the qualifications and experience required under Rule 3.28 of the
Listing Rules and is appointed as a joint company secretary throughout the Waiver Period; and
(b) the waiver shall be valid for a period of three years from the Listing Date and will be
revoked immediately if and when Ms. Wong ceases to provide such assistance to Dr. Jiang as
a joint company secretary or if there are material breaches of the Listing Rules by our
Company.
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Before the expiration of the initial three-year period, the qualifications of Dr. Jiang will
be re-evaluated to determine whether the requirements as stipulated in Rules 3.28 and 8.17 of
the Listing Rules can be satisfied and whether the need for ongoing assistance will continue.
We will liaise with the Hong Kong Stock Exchange to enable it to assess whether Dr. Jiang,
having benefited from the assistance of Ms. Wong for the preceding three years, will have
acquired the skills necessary to carry out the duties of a company secretary and the relevant
experience within the meaning of Note 2 to Rule 3.28 of the Listing Rules so that a further
waiver will not be necessary.

EXEMPTION FROM COMPLIANCE WITH SECTION 342(1)(B) OF THE COMPANIES
(WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE AND
PARAGRAPH 27 OF PART I AND PARAGRAPH 31 OF PART II OF THE THIRD
SCHEDULE TO THE COMPANIES (WINDING UP AND MISCELLANEOUS
PROVISIONS) ORDINANCE

Section 342(1)(b) of the Companies (Winding Up and Miscellaneous Provisions)
Ordinance requires all prospectuses to include matters specified in Part I of the Third Schedule
to the Companies (Winding Up and Miscellaneous Provisions) Ordinance and set out the
reports specified in Part II of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance.

Paragraph 27 of Part I of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance requires a company to include in its prospectus a
statement as to the gross trading income or sales turnover (as the case may be) of the company
during each of the three financial years immediately preceding the issue of the prospectus,
including an explanation of the method used for the computation of such income or turnover
and a reasonable breakdown between the more important trading activities.

Paragraph 31 of Part Il of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance further requires a company to include in its prospectus
a report by the auditors of the company with respect to (i) the profits and losses of the company
for each of three financial years immediately preceding the issue of the prospectus and (ii) the
assets and liabilities of the company of each of the three financial years immediately preceding
the issue of the prospectus.

Section 342A(1) of the Companies (Winding Up and Miscellaneous Provisions)
Ordinance provides that the SFC may issue, subject to such conditions (if any) as the SFC
thinks fit, a certificate of exemption from the compliance with the relevant requirements under
the Companies (Winding Up and Miscellaneous Provisions) Ordinance if, having regard to the
circumstances, the SFC considers that the exemption will not prejudice the interest of the
investing public and compliance with any or all of such requirements would be irrelevant or

unduly burdensome, or would otherwise be unnecessary or inappropriate.
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Rule 4.04(1) of the Listing Rules requires that the consolidated results of the issuer and
its subsidiaries in respect of each of the three financial years immediately preceding the issue
of the listing document or such shorter period as may be acceptable to the Stock Exchange be
included in the accountants’ report to the prospectus.

Rule 18A.03(3) of the Listing Rules requires that a biotech company must have been in
operation in its current line of business for at least two financial years prior to listing under
substantially the same management. Rule 18A.06 of the Listing Rules requires that a biotech
company must comply with Rule 4.04 of the Listing Rules modified so that references to “three
financial years” or “three years” in Rule 4.04 shall instead be references to “two financial
years” or “two years”, as the case may be. Further, pursuant to Rule 8.06 of the Listing Rules,
the latest financial period reported on by the reporting accountants for a new applicant must
not have ended more than six months from the date of the listing document.

In compliance with the abovementioned requirements under the Listing Rules, the
Accountants’ Report is prepared to cover the years ended December 31, 2022 and 2023 and the
three months ended March 31, 2024.

As such, we have applied to the SFC for, and the SFC has granted, a certificate of
exemption from strict compliance with section 342(1)(b) of the Companies (Winding Up and
Miscellaneous Provisions) Ordinance in relation to the requirements of paragraph 27 of Part I
and paragraph 31 of Part II of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance regarding the inclusion of the accountants’ report
covering the full three financial years immediately preceding the issue of this prospectus on the
following grounds:

(a) our Company is primarily engaged in the R&D, application and commercialization
of biotech products, and falls within the scope of biotech company as defined under
Chapter 18A of the Listing Rules. Our Company will fulfill the additional conditions
for listing required under Chapter 18A of the Listing Rules;

(b) the Accountants’ Report for each of the years ended December 31, 2022 and 2023
and the three months ended March 31, 2024 has been prepared and is set out in
Appendix I to this prospectus in accordance with Rule 18A.06 of the Listing Rules;

(c) given that our Company is only required to disclose its financial results for the years
ended December 31, 2022 and 2023 and the three months ended March 31, 2024 in
accordance with Chapter 18A of the Listing Rules and preparation of the financial
results for the year ended December 31, 2021 would require additional work to be
performed by our Company and our reporting accountants, strict compliance with
section 342(1)(b) of the Companies (Winding Up and Miscellaneous Provisions)
Ordinance in relation to the requirements of paragraph 27 of Part I and paragraph 31
of Part II of the Third Schedule to the Companies (Winding Up and Miscellaneous
Provisions) Ordinance would be unduly burdensome for our Company;
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(d) notwithstanding that the financial results set out in this prospectus are only for the
years ended December 31, 2022 and 2023 and the three months ended March 31,
2024 in accordance with Chapter 18A of the Listing Rules, other information
required to be disclosed under the Listing Rules and the Companies (Winding Up
and Miscellaneous Provisions) Ordinance has been adequately disclosed in this
prospectus pursuant to the relevant requirements; and

(e) the Accountants’ Report covering the years ended December 31, 2022 and 2023 and
the three months ended March 31, 2024, together with other disclosures in this
prospectus, has already provided adequate and reasonable up-to-date information for
the potential investors to make an informed assessment of the business, assets and
liabilities, financial position, management and prospects and to form a view on the
track record of our Company. Therefore, the exemption would not prejudice the
interest of the investing public.

The SFC has granted a certificate of exemption under section 342A of the Companies
(Winding Up and Miscellaneous Provisions) Ordinance exempting our Company from strict
compliance with section 342(1)(b) of the Companies (Winding Up and Miscellaneous
Provisions) Ordinance in relation to paragraph 27 of Part I and paragraph 31 of Part II of the
Third Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance on
the conditions that particulars of the exemption are set out in this prospectus and this
prospectus will be issued on or before August 12, 2024.

NON-EXEMPT CONTINUING CONNECTED TRANSACTION

We have entered into and will continue to engage in certain transaction which would
constitute non-exempt continuing connected transaction for our Company under the Listing
Rules upon Listing. We have applied to the Stock Exchange for, and the Stock Exchange has
granted us, a waiver from strict compliance with certain requirements set out in Chapter 14A
of the Listing Rules for such continuing connected transaction. For further details, see the
section headed “Connected Transactions” in this prospectus.

CORNERSTONE SUBSCRIPTION BY CORE CONNECTED PERSON DURING THE
LISTING APPLICATION PROCESS

Rule 9.09(b) of the Listing Rules provides, inter alia, that there must be no dealing in the
securities for which listing is sought by any core connected person of the issuer, in the case of
a new applicant, from four clear business days before the expected hearing date until listing is
granted.
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Rule 10.04 of the Listing Rules provides that a person who is an existing shareholder of
the issuer may only subscribe for or purchase any securities for which listing is sought which
are being marketed by or on behalf of a new applicant either in his or its own name or through
nominees if the conditions for which listing is sought if (i) no securities will be offered to them
on a preferential basis and no preferential treatment will be given to them in the allocation of
the securities; and (ii) the minimum prescribed percentage of public shareholders required by
Rule 8.08(1) of the Listing Rules is achieved.

Paragraph 5(2) of Appendix F1 to the Listing Rules (the “Placing Guidelines”) provides,
inter alia, that without the prior written consent of the Stock Exchange, no allocations will be
permitted to existing shareholders of the applicant or their close associates, whether in their
own names or through nominees unless the conditions set out in Rule 10.04 of the Listing Rules
are fulfilled.

Chapter 2.3 of the Guide provides that (i) an existing shareholder and/or its close
associates may, provided that the applicant complies with Rules 8.08(1) and 18A.07 of the
Listing Rules, participate in the initial public offering (the “IPO”) of a Biotech Company (as
defined under Chapter 18A of the Listing Rules). An existing shareholder must subscribe for
shares in the IPO as a cornerstone investor if it holds 10% more of the shares in the applicant
prior to IPO, but may subscribe either as a cornerstone investor or placee if it holds less than
10% of the shares in the applicant prior to IPO. The applicant and its sponsors must confirm
that no preference in allocation was given to the existing shareholder; and in the case of
subscription as cornerstone investor, that no preference was given other than the preferential
treatment of assured entitlement at the IPO price and the terms are substantially the same as
other cornerstone investors; and (ii) the applicant must apply for, and the Stock Exchange will
ordinarily grant, a related Rule 9.09 of the Listing Rules waiver, if allocations of shares of a
Biotech Company will be made to a core connected person. For the avoidance of doubt, the
Existing Shareholders Conditions set out in paragraph 12 of Chapter 4.15 of the Guide do not
apply to Biotech Companies.

Our Company has applied for a waiver from strict compliance with the requirements
under Rules 9.09(b) and Rule 10.04 of the Listing Rules, and a written consent under paragraph
5(2) of the Placing Guidelines, to allow Changxing Xingchang Industrial Investment
Partnership (Limited Partnership) (REBLEEERESEAEAREY)) (“Changxing
Xingchang”) to participate as a cornerstone investor in the Global Offering to subscribe for the
H Shares to be issued by the Company under the International Offering (the “Proposed
Cornerstone Investment”). As more than 30% of the partnership interest of each of Huzhou
Talent, Changxing Xingyin, Changxing Xinsheng, CICC Qihe, Changxing Guohai, Haibang
Shuhu, Wangying Shanghe and Fuqi Investment (the existing Shareholders, collectively, the
“Zhejiang-related Entities”) are ultimately under the supervision and management of
Zhejiang Provincial People’s Government, and the Zhejiang-related Entities will in aggregate
hold 43,255,361 Shares which represent approximately 11.66% of the total issued share capital
of our Company upon Listing, they are regarded as core connected persons of our Company.
Changxing Xingchang is an entity under the supervision and management of Changxing
County People’s Government which is a county government in Zhejiang province.
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WAIVERS FROM STRICT COMPLIANCE WITH LISTING RULES AND
EXEMPTION FROM STRICT COMPLIANCE WITH THE COMPANIES
(WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

The Stock Exchange has granted the requested waiver and consent subject to the

conditions that:

(a)

(b)

(©

(d)

the Company will comply with the public float requirements of Rules 8.08(1) and
18A.07 of the Listing Rules;

the Offer Shares to be subscribed by and allocated to Changxing Xingchang, as a
cornerstone investor, under the Global Offering will be at the Offer Price and subject
to a lock-up period of six months from the Listing Date and Changxing Xingchang
shall pay and settle in full for the relevant Offer Shares before dealings commence
on the Listing Date;

our Company and the Sole Sponsor confirm that no preferential treatment has been,
nor will be, given to Changxing Xingchang as a cornerstone investor by virtue of its
relationship with our Company in any allocation in the Global Offering, other than
the preferential treatment of assured entitlement under the Proposed Cornerstone
Investment which follows the principles set out in the Chapters 2.3 and 4.15 of the
Guide; and

details of the allocation of the Offer Shares to Changxing Xingchang as a
cornerstone investor in the Global Offering will be disclosed in the final prospectus
and the allotment results announcement of the Company.

For further information about the Proposed Cornerstone Investment, please refer to the

section headed “Cornerstone Placing” in this prospectus.

~ 134 -



INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

DIRECTORS’ RESPONSIBILITY FOR THE CONTENTS OF THIS PROSPECTUS

This prospectus, for which all of our Directors (including proposed Directors named in
this prospectus) collectively and individually accept full responsibility, includes particulars
given in compliance with the Companies (Winding Up and Miscellaneous Provisions)
Ordinance, the Securities and Futures (Stock Market Listing) Rules (Chapter 571V of the Laws
of Hong Kong) and the Listing Rules for the purpose of giving information to the public with
regard to our Group. Our Directors, having made all reasonable enquiries, confirm that, to the
best of their knowledge and belief, the information contained in this prospectus is accurate and
complete in all material respects and not misleading or deceptive, and there is no other matter
the omission of which would make any statement in this prospectus misleading.

CSRC FILING

According to the Overseas Listing Trial Measures, we are required to complete the filing
procedures with the CSRC in connection with the proposed Listing. We have submitted a filing
to the CSRC for application for the Listing on January 31, 2024. The CSRC confirmed
completion of such filing on July 4, 2024. No other approvals from the CSRC are required to
be obtained for the Listing.

THE HONG KONG PUBLIC OFFERING AND THIS PROSPECTUS

This prospectus is published solely in connection with the Hong Kong Public Offering,
which forms part of the Global Offering. The Global Offering comprises the Hong Kong Public
Offering of initially 4,788,000 Offer Shares and the International Offering of initially
43,092,000 Offer Shares (subject to, in each case, reallocation on the basis referred to under
the section headed “Structure of the Global Offering” in this prospectus).

The listing of our H Shares on the Stock Exchange is sponsored by the Sole Sponsor and
the Global Offering is managed by the Overall Coordinators. The Hong Kong Public Offering
is fully underwritten by the Hong Kong Underwriters pursuant to the Hong Kong Underwriting
Agreement. The International Offering is expected to be fully underwritten by the International
Underwriters pursuant to the terms of the International Underwriting Agreement which is
expected to be entered into on or around Friday, August 16, 2024. Further information
regarding the Underwriters and the Underwriting Agreements are set out in the section headed
“Underwriting” in this prospectus.

The Offer Shares are offered solely on the basis of the information contained and
representations made in this prospectus and on the terms and subject to the conditions set out
herein. No person is authorized to give any information in connection with the Global Offering
or to make any representation not contained in this prospectus, and any information or
representation not contained herein must not be relied upon as having been authorized by our
Company, the Sole Sponsor, the Overall Coordinators, the Joint Global Coordinators, the
Capital Market Intermediaries, the Joint Bookrunners, the Joint Lead Managers, the
Underwriters, any of their respective directors, officers, employees, advisers, agents or
representatives, or any other persons or parties involved in the Global Offering.
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INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

Neither the delivery of this prospectus nor any subscription or acquisition made under it
shall, under any circumstances, constitute a representation that there has been no change or
development reasonably likely to involve a change in our affairs since the date of this
prospectus or imply that the information contained in this prospectus is correct as of any date
subsequent to the date of this prospectus.

For further information about the Underwriters and the underwriting arrangements, see
“Underwriting” in this prospectus.

STRUCTURE OF THE GLOBAL OFFERING

Details of the structure of the Global Offering (including its conditions) are set out in the

sections headed “Structure of the Global Offering” and “Underwriting” in this prospectus.

RESTRICTIONS ON OFFER AND SALE OF THE OFFER SHARES

Each person acquiring the Hong Kong Offer Shares under the Hong Kong Public Offering
will be required to, or be deemed by his/her acquisition of Hong Kong Offer Shares to, confirm
that he/she is aware of the restrictions on the offer and sale of the Hong Kong Offer Shares
described in this prospectus.

No action has been taken to permit a public offering of the Offer Shares or the distribution
of this prospectus in any jurisdiction other than Hong Kong. Accordingly, without limitation
to the following, this prospectus may not be used for the purpose of, and does not constitute,
an offer or invitation in any jurisdiction or in any circumstances in which such an offer or
invitation is not authorized or to any person to whom it is unlawful to make such an offer or
invitation for subscription. The distribution of this prospectus and the offering and sale of the
Offer Shares in other jurisdictions are subject to restrictions and may not be made except as
permitted under the applicable securities laws of such jurisdictions pursuant to registration
with or authorization by the relevant securities regulatory authorities or an exemption
therefrom. In particular, the Offer Shares have not been offered and sold, and will not be
offered and sold, directly or indirectly, in the PRC or the United States.

APPLICATION FOR LISTING OF THE H SHARES ON THE HONG KONG STOCK
EXCHANGE

We have applied to the Hong Kong Stock Exchange for the granting of listing of, and
permission to deal in, our H Shares to be issued pursuant to the Global Offering and the H
Shares to be converted from Unlisted Shares.

No part of our Shares or loan capital is listed on or dealt in on any other stock exchange,
and no such listing or permission to list is being or proposed to be sought as of the Latest
Practicable Date. All the Offer Shares will be registered on the register of members of our
Company in Hong Kong in order to enable them to be traded on the Stock Exchange.
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INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

Under section 44B(1) of the Companies (Winding Up and Miscellaneous Provisions)
Ordinance, any allotment made in respect of any application will be invalid if the listing of,
and permission to deal in, the H Shares on the Hong Kong Stock Exchange is refused before
the expiration of three weeks from the date of the closing of the application lists, or such longer
period (not exceeding six weeks) as may, within the said three weeks, be notified to our
Company by or on behalf of the Hong Kong Stock Exchange.

COMMENCEMENT OF DEALINGS IN THE H SHARES

Assuming that the Hong Kong Public Offering becomes unconditional in Hong Kong at
or before 8:00 a.m. in Hong Kong on Tuesday, August 20, 2024, it is expected that dealings in
the H Shares on the Stock Exchange are expected to commence on Tuesday, August 20, 2024.
The H Shares will be traded in board lots of 500 H Shares each. The stock code of the H Shares
will be 2410.

H SHARES WILL BE ELIGIBLE FOR ADMISSION INTO CCASS

Subject to the granting of the listing of, and permission to deal in, the Offer Shares on the
Stock Exchange and our compliance with the stock admission requirements of HKSCC, the H
Shares will be accepted as eligible securities by HKSCC for deposit, clearance and settlement
in CCASS with effect from the date of commencement of dealings in the H Shares on the Stock
Exchange or any other date as determined by HKSCC. Settlement of transactions between
participants of the Stock Exchange is required to take place in CCASS on the second settlement
day after any trading day. All activities under CCASS are subject to the General Rules of
HKSCC and HKSCC Operational Procedures in effect from time to time. All necessary
arrangements have been made for the H Shares to be admitted into CCASS.

Investors should seek the advice of their stockbrokers or other professional advisers for
details of the settlement arrangements and how such arrangements will affect your rights and
interests as such arrangements may affect their rights and interests.

PROCEDURES FOR APPLICATION FOR HONG KONG OFFER SHARES

The procedures for applying for Hong Kong Offer Shares are set out in the section headed
“How to Apply for Hong Kong Offer Shares” in this prospectus.

Persons applying for or purchasing H Shares under the Global Offering are deemed, by
their making an application or purchase, to have represented that they are not close associates
(as defined under the Listing Rules) of any of our Directors, Supervisors or any existing
Shareholders of our Company or a nominee of any of the foregoing.
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INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

H SHARE REGISTER AND STAMP DUTY

All of the Offer Shares will be registered on our register of members of H Share to be
maintained by our H Share Registrar, Computershare Hong Kong Investor Services Limited, in
Hong Kong. Our principal register of members will be maintained by us at our headquarters
in the PRC.

Dealings in the H Shares registered on the H Share register of members of our Company
in Hong Kong will be subject to Hong Kong stamp duty. The stamp duty is charged to each of
the seller and purchaser at the ad valorem rate of 0.1% of the consideration for, or (if greater)
the value of, the Shares transferred. In other words, a total of 0.2% is currently payable on a
typical sale and purchase transaction of the H Shares. In addition, a fixed duty of HKS$5 is

charged on each instrument of transfer (if required).

Unless determined otherwise by our Company, dividends payable in respect of our H
Shares will be paid to the Shareholders listed on the H Share register of our Company in Hong
Kong, by ordinary post, at the Shareholders’ risk, to the registered address of each Shareholder
of our Company.

PROFESSIONAL TAX ADVICE RECOMMENDED

Potential investors in the Global Offering are recommended to consult their professional
advisers as to the taxation implications of subscribing for, purchasing, holding or disposal of,
and/or dealing in the H Shares or exercising rights attached to them. None of us, the Sole
Sponsor, the Overall Coordinators, the Joint Global Coordinators, the Capital Market
Intermediaries, the Joint Bookrunners, the Joint Lead Managers, the Underwriters, any of their
respective directors, officers, employees, partners, agents, advisers or representatives or any
other person or party involved in the Global Offering accepts responsibility for any tax effects
on, or liabilities of, any person resulting from the subscription, purchasing, holding,
disposition of, or dealing in, the H Shares or exercising any rights attached to them.

EXCHANGE RATE CONVERSION

Solely for your convenience, this prospectus contains translations among certain amounts

denominated in Renminbi, Hong Kong dollars and U.S. dollars.

Unless indicated otherwise, (i) the translations between Renminbi and U.S. dollars were
made at the rate of RMB7.1376 to USD1.00, being the PBOC rate prevailing on the Latest
Practicable Date, (ii) the translations between Hong Kong dollars and Renminbi were made at
the rate of RMB0.91343 to HK$1.00, being the PBOC rate prevailing on the Latest Practicable
Date; and (iii) the translations between U.S. dollars and Hong Kong dollars were made at the
rate of HK$7.8141 to USD1.00.
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INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

No representation is made that the amounts denominated in one currency could actually

be converted into the amounts denominated in another currency at the rates indicated or at all.

LANGUAGE

If there is any inconsistency between this prospectus and its Chinese translation, this
prospectus shall prevail. However, for ease of reference, the names of the PRC laws and
regulations, government authorities, institutions, natural persons or other entities (including
certain of our subsidiaries) have been included in this prospectus in both Chinese and English

languages. In the event of any inconsistency, the Chinese versions shall prevail.
ROUNDING
Certain amounts and percentage figures included in this prospectus have been subject to

rounding adjustments. Any discrepancies between totals and sums of amounts listed in any
table, chart or elsewhere in this prospectus are due to rounding.
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DIRECTORS, SUPERVISORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

DIRECTORS
Name
Executive Directors

Dr. WU Yusheng (R754)

Dr. JIANG Mingyu (& 5)

Non-executive Directors

Dr. LI Jun (Z#)

Dr. GU Eric Hong (J#{4L)

Dr. MENG Xiaoying (#ME9%)

Mr. HE Chao (i)

Dr. DING Zhao (T JK)

Address

12A, No. 8, Ji Nan Road
Shanghai
PRC

Room 201, No. 35

Lane 868, Zhonghua Road
Huangpu District
Shanghai

PRC

Room 502, Unit 2

Building 1, Dongsheng Huating
Longshan Subdistrict, Changxing
County

Zhejiang

PRC

Room 511

No. 538, Cailun Road
Pudong New District
Shanghai

PRC

Room 603, Unit 2

Building 8, No. 168 Xianlin Avenue

Qixia District, Nanjing
Jiangsu
PRC

Room 102, Door 1, Floor 1
New Building No. 1

Liupu Kang District 3
Xicheng District,

Beijing

PRC

No. 19-10, Tianjin Street
Shizhong District
Neijiang

Sichuan

PRC
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Chinese

American

American

Chinese

Chinese

Chinese



DIRECTORS, SUPERVISORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

Name

Address

Independent non-executive Directors

Mr. ZHANG Senquan (5RFRR)

Dr. LENG Yuting (¥ Hil)

Dr. XU Wengqing (#F3(H)

Dr. SHEN Xiuhua (I 7 %)

SUPERVISORS
Name

Dr. NIU Chengshan (4-111)

Flat C, Floor 37

Tower 10

South Horizons Phase II
10 South Horizon Drive

Hong Kong

No. 100-1 Kexue Avenue
High-tech Development Zone
Zhengzhou

Henan

PRC

Room 702, No. 14
Lane 199, Huanke Road
Pudong New District
Shanghai

PRC

Room 604, No. 139
Lane 339, Dapu Road
Huangpu District
Shanghai

PRC

Address

No. 702, 7F, Unit 4
Building 5
Zhengshangcheng Fuyuan
No. 8 Changjiang East Road
Er’qi District,

Zhengzhou

Henan

PRC
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Chinese
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DIRECTORS, SUPERVISORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

Name Address Nationality

Dr. LIANG Apeng () No. 177, Building 6 Chinese
No. 15, Gangdu North Street
Jinshui District

Zhengzhou
Henan
PRC
Ms. SHANG Jing (##&H) Room 502, No. 27 Chinese

Lane 306, Sunqgiao Road Zhangjiang,
Pudong New District

Shanghai

PRC

For details with respect to our Directors and Supervisors, see “Directors, Supervisors and
Senior Management” in this prospectus.
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DIRECTORS, SUPERVISORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

PARTIES INVOLVED IN THE GLOBAL OFFERING

Sole Sponsor CITIC Securities (Hong Kong) Limited
18/F, One Pacific Place
88 Queensway
Hong Kong

Sponsor-overall Coordinator CLSA Limited
18/F, One Pacific Place
88 Queensway
Hong Kong

Overall Coordinators CLSA Limited
18/F, One Pacific Place
88 Queensway
Hong Kong

Deutsche Bank AG, Hong Kong Branch
Level 60, International Commerce Centre
1 Austin Road West

Kowloon

Hong Kong

CMB International Capital Limited
45th Floor, Champion Tower

3 Garden Road

Central

Hong Kong

Haitong International Securities Company
Limited

22/F, Li Po Chun Chambers

189 Des Voeux Road Central

Hong Kong

Joint Global Coordinators CLSA Limited
18/F, One Pacific Place
88 Queensway
Hong Kong
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Joint Bookrunners and Joint Lead
Managers

Deutsche Bank AG, Hong Kong Branch
Level 60, International Commerce Centre
1 Austin Road West

Kowloon

Hong Kong

CMB International Capital Limited
45th Floor, Champion Tower

3 Garden Road

Central

Hong Kong

Haitong International Securities Company
Limited

22/F, Li Po Chun Chambers

189 Des Voeux Road Central

Hong Kong

CLSA Limited

18/F, One Pacific Place
88 Queensway

Hong Kong

Deutsche Bank AG, Hong Kong Branch
Level 60, International Commerce Centre
1 Austin Road West

Kowloon

Hong Kong

CMB International Capital Limited
45th Floor, Champion Tower

3 Garden Road

Central

Hong Kong

Haitong International Securities Company
Limited

22/F, Li Po Chun Chambers

189 Des Voeux Road Central

Hong Kong
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BOCI Asia Limited

26/F, Bank of China Tower
1 Garden Road

Central

Hong Kong

Livermore Holdings Limited
Unit 1214A, 12/F

Tower II Cheung Sha Wan Plaza
833 Cheung Sha Wan Road
Kowloon

Hong Kong

Capital Market Intermediaries CLSA Limited
18/F, One Pacific Place
88 Queensway
Hong Kong

Deutsche Bank AG, Hong Kong Branch
Level 60, International Commerce Centre
1 Austin Road West

Kowloon

Hong Kong

CMB International Capital Limited
45th Floor, Champion Tower

3 Garden Road

Central

Hong Kong

Haitong International Securities Company
Limited

22/F, Li Po Chun Chambers

189 Des Voeux Road Central

Hong Kong

BOCI Asia Limited

26/F, Bank of China Tower
1 Garden Road

Central

Hong Kong
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Livermore Holdings Limited
Unit 1214A, 12/F

Tower II Cheung Sha Wan Plaza
833 Cheung Sha Wan Road
Kowloon

Hong Kong

Legal Advisers to our Company As to Hong Kong and U.S. laws:

O’Melveny & Myers
31/F, ATA Central

1 Connaught Road Central
Hong Kong

As to PRC laws:

JunHe LLP

26/F, HKRI Centre One

HKRI Taikoo Hui 288 Shimen Road (No. 1)
Shanghai

PRC

As to PRC and U.S. intellectual

property laws:

JunHe LLP

26/F, HKRI Centre One

HKRI Taikoo Hui 288 Shimen Road (No. 1)
Shanghai

PRC

Legal Advisers to the Sole Sponsor As to Hong Kong and U.S. laws:
and Underwriters
Morrison & Foerster
33rd Floor, Edinburgh Tower
The Landmark
15 Queen’s Road Central
Hong Kong
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As to PRC laws:

Jingtian & Gongcheng
34/F, Tower 3

China Central Place

77 Jianguo Road
Chaoyang District
Beijing, PRC

Auditors and Reporting Accountants Ernst & Young
Certified Public Accountants and Registered
Public Interest Entity Auditor
27/F, One Taikoo Place
979 King’s Road
Quarry Bay
Hong Kong

Industry Consultant Frost & Sullivan (Beijing) Inc.,
Shanghai Branch Co.
Room 2504, Wheelock Square
1717 Nanjing West Road
Shanghai 200040
PRC

Independent Property Valuer AVISTA Valuation Advisory Limited
Suites 2401-06, 24/F
Everbright Centre
No. 108 Gloucester Road
Wan Chai
Hong Kong

Compliance Adviser Rainbow Capital (HK) Limited
Office No. 710, 7/F
Wing on House
71 Des Voeux Road Central
Central
Hong Kong

Receiving Bank China CITIC Bank International Limited
61-65 Des Voeux Road Central
Central
Hong Kong
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CORPORATE INFORMATION

Registered Office and Headquarters

Principal Place of Business in the PRC

Principal Place of Business

in Hong Kong

Company’s Website

Joint Company Secretaries

Room 1403-2, Floor 14, Tower A
Changxing World Trade Building

No. 1278 Mingzhu Road

Changxing Economic Development Zone
Huzhou

Zhejiang Province

PRC

8th Floor, Building T2

China Eastern Binjiang Center
No. 277 Longlan Road

Xuhui District

Shanghai

PRC

Room 1901, 19/F, Lee Garden One
33 Hysan Avenue

Causeway Bay

Hong Kong

www.tykmedicines.com
(Information contained on this website does

not form part of this prospectus)

Dr. JIANG Mingyu (B E)
Room 201, No. 35

Lane 868, Zhonghua Road
Huangpu District

Shanghai

PRC

Ms. WONG Wing Yee (i)
(Associate member of The Hong Kong
Chartered Governance Institute and
The Chartered Governance Institute in
the United Kingdom)

Room 1901, 19/F, Lee Garden One

33 Hysan Avenue

Causeway Bay

Hong Kong
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Authorized Representatives

Audit Committee

Remuneration and Appraisal Committee

Nomination Committee

Scientific Committee

H Share Registrar

Dr. JIANG Mingyu (BB E)
Room 201, No. 35

Lane 868, Zhonghua Road
Huangpu District

Shanghai

PRC

Ms. WONG Wing Yee (Eik{)
(Associate member of The Hong Kong
Chartered Governance Institute and
The Chartered Governance Institute in
the United Kingdom)

Room 1901, 19/F, Lee Garden One

33 Hysan Avenue

Causeway Bay

Hong Kong

Mr. ZHANG Senquan (3RF%%) (Chairperson)
Dr. LI Jun (Z#))
Dr. LENG Yuting (¥ Hi %)

Dr. LENG Yuting (R %il8) (Chairperson)
Dr. WU Yusheng (‘2#/E)
Mr. ZHANG Senquan (JRFFR)

Dr. WU Yusheng (R¥#4) (Chairperson)
Mr. ZHANG Senquan (JRFKR)
Dr. LENG Yuting (%)

Dr. WU Yusheng (2#42) (Chairperson)
Dr. LI Jun (Z#))
Dr. XU Wenging (#F X %)

Computershare Hong Kong Investor
Services Limited

Shops 1712-1716

17th Floor, Hopewell Centre

183 Queen’s Road East

Wan Chai

Hong Kong
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Principal Bankers

China Construction Bank
Changxing Mingzhu Sub-branch
555 Mingzhu Road

Changxing County

Huzhou

Zhejiang Province

PRC

China CITIC Bank

Shanghai Songjiang Sub-branch
Room 101, 1/F

1455 New Songjiang Road
Songjiang District

Shanghai

PRC
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INDUSTRY OVERVIEW

The information and statistics set out in this section and other sections of this
prospectus were extracted from the report prepared by Frost & Sullivan, which was
commissioned by us, and from various official government publications and other
publicly available publications. We engaged Frost & Sullivan to prepare the Frost &
Sullivan Report, an independent industry report, in connection with the Global Offering.
The information from official government sources has not been independently verified by
us, the Sole Sponsor, the Overall Coordinators, the Joint Global Coordinators, the
Capital Market Intermediaries, the Joint Bookrunners, the Joint Lead Managers, the
Underwriters, any of their respective directors, employees, agents or advisers, or any
other persons or parties involved in the Global Offering, and no representation is given
as to its accuracy, fairness and completeness. For a discussion of the risks relating to our
industry, see “Risk Factors.”

SMALL MOLECULE ANTITUMOR DRUGS MARKET

Small molecule drugs usually refer to organic compound molecules with a molecular
weight of less than 900 Daltons. TKIs are one of the most important small molecule antitumor
drugs. They are a group of pharmacologic agents that disrupt the signal transduction pathways
of protein kinases by various modes of inhibition. TKIs do not prevent ligand binding or
dimerization, but prevent ATP from binding to the kinase domain. They block cross-
phosphorylation of receptors and phosphorylation of substrates, consequently disrupting signal
transduction pathways and impeding cancer cell proliferation.

In the field of cancer therapy, both small molecule drugs and biologics have unique
applications. Small molecule drugs are chemically synthesized, while biologics are derived
from living cells or through biological processes. Biologics are relatively complex molecules,
often consisting of proteins, carbohydrates, nucleic acids, cells or tissues for transplantation,
or a complex composite of these substances. Technically, small molecule drugs differ from
biologics in size and manufacturing process. Small molecules are relatively smaller, usually
between 0.1 and 1 kDa, whereas biologics are typically larger, often exceeding 1 kDa in size.
Both types of drugs have distinct advantages. Small molecule drugs are notable for their oral
bioavailability, blood-brain barrier permeability, low immunogenicity, cost-effectiveness due
to lower production expenses, simplified mass production processes, and convenient storage.
Their ability to precisely target intracellular functions makes them indispensable in certain
treatment contexts. Biologics, on the other hand, are able to bind selectively to their targets and
interact effectively with proteins and other molecules, demonstrating good specificity. They
can treat a wide range of medical conditions for which there are no available therapies. Despite
the rise of biologics, small molecule drugs continue to dominate the market, with increasing
demand. In 2023, small molecule drugs accounted for more than 60% of FDA novel drug
approvals.

The global small molecule antitumor drugs market has experienced a rapid growth from
US$36.0 billion in 2017 to US$84.3 billion in 2023, representing a CAGR of 15.2%. It is
expected that the global small molecule antitumor drugs market will reach US$170.7 billion in
2030, representing a CAGR of 10.6% from 2023 to 2030. The small molecule antitumor drugs
market in China has developed at a faster pace than the global market, increasing from RMB9.8
billion in 2017 to RMB73.4 billion in 2023, representing a CAGR of 39.9%. It is expected that
the small molecule antitumor drugs market in China will grow at a CAGR of 16.0% from 2023
to 2030, reaching RMB207.5 billion in 2030.
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Future Trends of Small Molecule Antitumor Drugs Market in China

. Innovative approaches addressing brain metastases. The blood-brain barrier is a tightly
packed layer of endothelial cells that protects the brain from harmful substances in the
bloodstream and allows essential nutrients to pass through. It is a highly selective barrier
that presents challenges in delivering therapeutic drugs to the brain. Innovative drugs
with better blood-brain barrier permeability can improve efficacy while ensuring safety,
and can further prolong the survival of patients with brain metastases, bringing more
benefits to patients. Therefore, innovative drugs with good blood-brain barrier
permeability will be more competitive in the small molecule antitumor drug market in
China.

. Combination therapy to solve drug resistance. Overcoming drug resistance in antitumor
small molecule targeted drugs is a critical challenge. Combining multiple small molecule
inhibitors has been utilized to combat resistance. For instance, in response to third-
generation EGFR-TKIs resistance due to abnormal cell cycle regulation, combining
osimertinib with CDK4/6 inhibitors like palbociclib can sensitize osimertinib-resistant
cells, showing promise in addressing this issue. Combining small molecule targeted drugs
with immunotherapies, such as anti-PD-1 antibody, also enhances efficacy for patients
with drug resistance. Lenvatinib, a multi-receptor TKI, combined with pembrolizumab
earned FDA breakthrough therapy designation in 2018 for advanced or metastatic renal
cell carcinoma.

. Al technologies supporting R&D in the pharmaceutical industry. Al including
CADD/AIDD, can be applied to all stages of pharmaceutical R&D. In the traditional
pharmaceutical model, drug structure design relies on expert experience and the failure
rate of new drug screening is high. New drug R&D usually requires more than US$1.0
billion and a cycle of more than 10 years. Al technologies have supported a new wave of
drug development platforms by utilizing massive data sets to quickly identify patient
response markers and develop viable drug targets in a more cost-effective and efficient
manner.

. Innovative modalities incorporating small molecule drugs. PROTACs are a promising
class of innovative drug modalities that exploit the body’s own protein degradation
mechanisms to selectively eliminate disease-causing proteins, opening up a new avenue
for disease treatment. Oral PROTACs offer possibilities for the treatment of various
diseases, including cancer, neurodegenerative diseases, and autoimmune diseases. This
innovative therapy directly degrades disease-causing proteins and is expected to
overcome the limitations of traditional small molecule inhibitors and monoclonal
antibody therapies. SMDCs are another promising approach to targeted therapies,
enabling small molecules to act as targeted ligands to selectively release potent cytotoxic
agents in the tumor microenvironment, thereby enhancing the therapeutic potential of
antitumor drugs. SMDCs have the advantages of controllable costs, faster research and
development, and a good industrial foundation. SMDCs, consisting of small molecules
only, offer a synthesis process and cost that are easily manageable. In contrast to antibody
drugs, they involve a straightforward industrial operation, paving the way for future
cost-effective mass production. Furthermore, in theory, SMDCs are not immunogenic,
contributing to simplified safety control measures.
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EGFR-TKI DRUGS MARKET

Overview

EGFR is a cell surface receptor tyrosine kinase for EGF. Activation of EGFR can lead to
a series of downstream signaling activities that activate tumor cell growth, survival, invasion,
metastasis and inhibition of apoptosis. Tumor cell division can happen uncontrollably when the
pathway is abnormally activated through EGFR mutations, gene amplification of wild type
EGFR or over expression of wild type EGFR.

EGFR-TKIs inhibit the activation of the EGFR intracellular tyrosine kinase domain by
competing with ligands such as EGF for binding to the EGFR receptor, thereby blocking the

downstream cascade by inhibiting the upstream signaling pathway.

In China, the EGFR-TKI market increased from RMB3.1 billion in 2017 to RMB14.5
billion in 2023, representing a CAGR of 29.3%. Driven by increasing demand for targeted
therapies and new approaches to address drug resistance, the EGFR-TKI market in China is
expected to reach RMB20.1 billion and RMB28.4 billion in 2027 and 2033, respectively,
growing at a CAGR of 8.5% from 2023 to 2027 and a CAGR of 5.9% from 2027 to 2033.
EGFR-TKIs target EGFR exon 19 deletion and EGFR exon 21 L858R mutations dominate the
market with a market share of 94.6% in 2023.

EGFR-TKI Market in China, 2017-2033E

Period CAGR
2017-2023 29.3%
2023-2027E 8.5%
2027E-2033E 5.9% 28 4
o 21.5
Billion RMB 201 149
16.2
14.5 11.8
12.8 138
10.8
7.7 8.1
11.9
8.5
5.3 5.6
0.6 0.6 0.8 809 1.0 1.1 1.2 1.5

2017 2018 2019 2020 2021 2022 2023 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2031E 2032E 2033E
Il Exon 19del [ Exon 21 L858R Other Mutations'
Note:
(1)  The other mutations refer to all EGFR mutation subtypes excluding exon 19 deletion, exon 21 L858R and exon
20 insertion. The EGFR-TKI for EGFR exon 20 insertion cannot be categorized as a product in any of the three
generations of EGFR-TKIs, so the market size of EGFR-TKI excludes the market size of EGFR-TKI for EGFR

exon 20 insertion.

Source: Frost & Sullivan Analysis
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In China, the market size of EGFR-TKIs for advanced or metastatic NSCLC patients with
EGFR mutations increased from RMB3.1 billion in 2017 to RMB12.6 billion in 2023,
representing a CAGR of 26.3%. It is expected to reach RMB16.8 billion in 2028 and RMB21.6
billion in 2033, growing at a CAGR of 5.9% from 2023 to 2028 and a CAGR of 5.2% from
2028 to 2033.

In 2023, the third-generation EGFR-TKIs dominated the EGFR-TKI drug market,
accounting for 83.1% of the China market share. In the future, the market share of the
third-generation EGFR-TKIs will keep increasing, as it will account for 93.6% of the China
EGFR-TKI market in 2033.

Breakdown of EGFR-TKI Market in China, 2023 v.s 2033E

83.1%

First-generation EGFR-TKI [ Second-generation EGFR-TKI [l Third-generation EGFR-TKI

Source: Frost & Sullivan Analysis

The fourth-generation EGFR-TKIs specifically target C797S, a mutation responsible for
resistance to third-generation EGFR-TKIs. Consequently, they are poised to serve as a
later-line treatment for patients who have received third-generation EGFR-TKIs and
experienced disease progression. In the absence of an approved fourth-generation EGFR-TKI,
patients who develop resistance to third-generation EGFR-TKIs are typically transitioned to
chemotherapy or alternative therapies other than EGFR-TKIs. In addition, the cumulative
incidence of the EGFR C797S mutation in NSCLC patients who are likely to experience
disease progression after initial treatment with osimertinib is only 12.5%, indicating a
relatively small subset of patients eligible for fourth-generation EGFR-TKI treatment.
Consequently, the impact of fourth-generation EGFR-TKIs on overall EGFR-TKI market share

dilution is anticipated to be minimal.
As of the Latest Practicable Date, five fourth-generation EGFR-TKIs were undergoing

clinical development, all of which were in Phase I/II stages, with expectation of potential
approval and market availability in China by 2033.
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EGFR-TKI
Exon 19 deletion and Exon 21 L858R-TKI

The activating EGFR gene mutants mainly occur in the 18-21 exon, which encodes the
intracellular tyrosine kinase domain. Among them, exon 19 deletion and exon 21 L858R
mutation account for 85% of EGFR mutations, with exon 19 deletion contributing 44.8% and
exon 21 L858R contributing 39.8% to the overall EGFR mutation profile.

In China, approximately 50.2% of NSCLC patients have EGFR mutations. Among them,
exon 19 deletion and exon 21 L858R mutation account for 44.8% and 39.8%, respectively. In
China, the market size of EGFR-TKIs for advanced or metastatic NSCLC patients with EGFR
L858R mutation increased from RMBI1.4 billion in 2017 to RMBS5.6 billion in 2023,
representing a CAGR of 26.2%. It is expected to reach RMBS.5 billion in 2028 and RMB11.9
billion in 2033, growing at a CAGR of 8.7% from 2023 to 2028 and a CAGR of 7.0% from
2028 to 2033.

There are three generations of EGFR-TKIs that have been approved for marketing. The
first-generation EGFR-TKIs include gefitinib, erlotinib and icotinib, of which gefitinib was the
first approved first-generation EGFR-TKI, approved in Japan in 2002. With the deepening
understanding of the drug mechanism of EGFR targets, there have been more and more drug
researches around EGFR and its resistance targets. The following table lists the key features
of the three generations of EGFR-TKIs.

Development Path of EGFR-TKIs

I Generation EGFR-TKI 2" Generation EGFR-TKI 3" Generation EGFR-TKI

Osimertinib, Almonertinb,

Drugs Gefitinib, Erlotinib, Icotinib Afatinib, Dacomitinib Furmonertinib, Befotertinib

Competitive inhibition of ATP

Mechanism binding to EGFR tyrosine kinase lrrey ersq)lc bmdl,n s tAO EFGR Covalft ntly . bmdmg “? Cys797 .Of
I A tyrosine kinase activation region tyrosine kinase binding domain
activation region sites
Inhibition mode Reversible Irreversible Irreversible

Targeting Exonl19 del, Exon 21 L858R,
mutations Exonl19 del, Exon 21 L858R Exon19 del, Exon 21 L858R Exon 20 T790M
ek Weak Weak Ordinary

permeability

Source: Literature Review, Frost & Sullivan Analysis
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The first-generation EGFR-TKIs, including erlotinib, gefitinib and icotinib, are reversible
inhibitors that can inhibit EGFR activity by reversibly binding to the ATP-binding site in the
tyrosine kinase domain. They were effective for NSCLC patients with EGFR mutations in the
first-line  setting. Unfortunately, despite initial benefit, most patients develop
acquired resistance to them within one year, which is driven in approximately 50% of cases by
a second-site  EGFR point mutation, the T790M mutation occurring within exon 20.
Second-generation EGFR-TKIs, afatinib and dacomitinib, irreversibly inhibit all four ErbB
receptors including EGFR. As such, they were designed to be more potent inhibitors of EGFR,
aiming to improve ORR and PFS, but at the cost of increased toxicity. Second-generation
EGFR-TKIs have more targets and irreversibly inhibit HER2 in addition to EGFR, potentially
leading to cardiac-related toxicity issues that do not occur during treatment with first-
generation EGFR-TKIs. Furthermore, the recommended clinical dosage of second-generation
EGFR-TKIs is higher than that of the first-generation EGFR-TKIs, which approach the dosage
that causes DLTs, resulting in increased toxicity compared to first-generation EGFR-TKIs.
Nevertheless, afatinib failed to extend OS compared to a first-generation EGFR-TKI gefitinib
(according to LUX-Lung 7 study, the OS of afatinib vs. gefitinib was 27.9 months vs 24.5
months), and the T790M mutation remains the major resistance mechanism to first- and
second-generation TKIs in EGFR-mutant NSCLC.

The T790M mutation increases the competition between ATP and the reversible
EGFR-TKIs by exerting effects on both steric hindrance and increased ATP affinity to mutant
EGFR receptor, thereby decreasing the efficacy of first- and second-generation EGFR-TKISs.
The third-generation EGFR-TKIs, including osimertinib, befotertinib, furmonertinib and
almonertinib, have satisfactory efficacy in overcoming acquired resistance to the first- and
second-generation EGFR-TKIs mediated by T790M mutation. These mutant-selective EGFR-
TKIs could represent a promising approach to overcome T790M-mediated resistance in
NSCLC patients. For example, osimertinib has been classed as a breakthrough compound for
fast-track development and received its first global approval by the FDA in November 2015 for
patients with metastatic EGFR T790M-positive NSCLC who had progressed on prior systemic
therapy, including an EGFR-TKI. In addition, the third-generation EGFR-TKIs exhibited
selectivity against EGFR mutations over wild-type EGFR. This favorable property resulted in

improved safety profile.

The three generations of EGFR-TKIs demonstrate distinct PFS outcomes for exon 19
deletion and exon 21 L858R. While the third-generation EGFR-TKIs have enhanced PFS for
exon 19 deletion, there remains a need for improvement in the PFS for exon 21 L858R. The
following table summarizes PFS of the three generations of EGFR-TKIs.
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Indications

Drug Name Brand Name Generation Clinical trial Line

19del 21 L858R Overall

Rilertinib Sanrisso 3r_generation SHCO13-11-01 2M-line 13.8 9.7 12.6

Rezivertinib Undisclosed N/A 2"-line 12.4 10.3 12.2

3rd-generation

Befotertinib Surmana 31_generation IBIO-103 1%-line NE 17.9 22.1
Furmonertinib Ivesa 31_generation FURLONG 1*-line Undisclosed 20.8
Almonertinib Ameile 3"-generation AENEAS 1*-line 20.8 13.4 19.3
Osimertinib Tagrisso 3'-generation FLAURA 1*-line 214 14.4 18.9
Dacomitinib Vizimpro 2"-generation ARI((;?(FR I*line 16.5 12.3 14.7
Afatinib Gilotrif 2M-generation Lux-Lung 7 1*-line 12.7 10.9 11.0
Icotinib Conmana 1*'-generation CONVINCE 1*-line 112 11.1 11.2
Erlotinib Tarceva 1-generation ENSURE 1¥-line 11.1 8.3 11.0
Gefitinib Iressa [*-generation IPASS 1%-line 11.0 9.2 95

Note: Currently, rilertinib and rezivertinib are approved for the second-line treatment of NSCLC only. While other
products are approved for the first-line treatment.

Source: Literature Review, Frost & Sullivan Analysis

In addition to the non-head-to-head comparisons outlined in the above table, osimertinib
stands out as the first third-generation EGFR-TKI to demonstrate improved efficacy compared
to previously approved EGFR-TKIs. None of the subsequently approved third-generation
EGFR-TKIs opted for head-to-head trials with osimertinib, indicating their lack of significant
advantage over osimertinib in terms of efficacy. Furthermore, osimertinib is currently the sole
third-generation EGFR-TKI to have undergone a real-world Phase IV study, the results of
which were largely consistent with its pivotal trial outcomes. Given both the pivotal trial and
the Phase IV study yielded similar results, osimertinib’s sustained effectiveness underscores its
status as the most effective third-generation EGFR-TKI currently available for the first-line
treatment.

AstraZeneca obtained marketing approval for osimertinib in combination with
chemotherapy for the treatment of adults with locally advanced or metastatic NSCLC with
EGFR mutations from the NMPA in June 2024. The marketing approval of osimertinib and
chemotherapy combination is expected to have a limited impact on the future development and
commercialization of TY-9591 as a monotherapy which we are currently conducting pivotal
clinical trials due to two factors. Firstly, the safety profile of osimertinib and chemotherapy
combination is relatively weak and the targeted patients usually have poor physical conditions.
As a result, the number of patients eligible for osimertinib and chemotherapy combination may
be relatively small. Secondly, for the first-line treatment, the Chinese Society of Clinical
Oncology guideline currently recommends osimertinib monotherapy as the first-tier
recommendation and only recommends combination therapy as the second-tier.
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Competitive Landscape of Third-Generation EGFR-TKIs in China

As of the Latest Practicable Date, there were six third-generation EGFR-TKIs approved
for NSCLC with EGFR exon 19 deletion, exon 21 L858R and exon 20 T790M in China, and
only befotertinib, furmonertinib, almonertinib, and osimertinib were approved as first-line
treatment. None of these drugs were indicated for brain metastases from lung cancer. The tables
below illustrate the efficacy and the competitive landscape of marketed third-generation
EGFR-TKIs for NSCLC in China:

Efficacy of EGFR-TKIs Approved by the NMPA

mPFS(month) 2023 Global

Drug Name | Brand Name Target Generation Company Indications Line | Approval Date Sales
Ex19del 858 Overall (million USD)

Rilertinib Sanrisso EGFR 3_generation Stienme NSCLC 13.8 9.7 12.6 2line  2024-06-17 NA
o Pharmaceutical

Rezivertinib ~ Undisclosed EGFR 3r_generation Beta Pharma NSCLC 124 10.3 12.2 2 Jine 2024-05-20 NA
Befotertinib S EGFR F et Betta Pharma NSCLC NE 17.9 22.1 I“line  2023-10-12 Undisclosed
Furmonertinib Ivesa EGFR 3rgeneration Phanﬁla]c‘:nical NSCLC 20.8 13.4 19.3 1 line 2022-06-28 274.0

Almonertinib Ameile EGFR 3v-generation Hansoh Pharma NSCLC Undisclosed 20.8 1% line 2021-12-16 Undisclosed

Osimertinib Tagrisso EGFR 3_generation Astrazeneca NSCLC 21.6 14.2 18.9 1% line 2019-08-30 5,799
Abbreviation: NE = not evaluated.

Source: NMPA, Frost & Sullivan Analysis

Competitive Landscape of EGFR-TKIs Approved by the NMPA

Drug Name Brand Name Target Mutation Subtype C?):::;:::?:I;}l::r:;‘ C(llz;;r[e)(ihy E:‘;ﬁ‘;;]l;:l;e 'I(‘;{e;[t;;/::"ﬁ;:l
Rilertinib Sanrisso EGFR T790M Monotherapy No NA NA
Rezivertinib Undisclosed EGFR T790M Monotherapy No NA NA
Befotertinib Surmana EGFR Ex19del, L858R, T790M Monotherapy Yes 2,862.4 8,587.2
Furmonertinib Ivesa EGFR Ex19del, L858R, T790M Monotherapy Yes 2,494.5 4,989.0
Almonertinib Ameile EGFR Ex19del, L858R, T790M Monotherapy Yes 2,016.0 5,345.4
Osimertinib Tagrisso EGFR Ex19del, L858R, T790M Monotherapy Yes 4,966.2 4,966.2

Source: NMPA, Frost & Sullivan Analysis
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As of the Latest Practicable Date, nine third-generation EGFR-TKI candidates were in
clinical development for NSCLC and two of them were indicated for NSCLC with brain
metastases, among which TY-9591 was the most clinically advanced EGFR-TKI candidate. In
the meantime, TY-9591 is the only EGFR-TKI currently undergoing head-to-head pivotal trials
directly comparing its efficacy with osimertinib, which is by far the most effective
third-generation EGFR-TKI. The table below illustrates the competitive landscape of clinical-
stage third-generation EGFR-TKIs for NSCLC in China:

Drug e v S Rl oo ~ S Clinical TS, First Posted
Name/Code Vutation Subtype
1

L858R NSCLC 2022-05-19
TY-9591 EGFR TYK Medicines, Inc Osimertinib .
Ex19del, L858R, T790M e REIGUG i 2021-11-16
(Pivotal) Brain metastases
Abivertinib  BTK, EGFR Ex19del, L858R, T790M SRR Gefitinib 1 NSCLC 2019-04-09
Pharmaceutical
FHND9041 EGFR Ex19del, L858R, T790M i T e Afatinib I NSCLC 2021-08-31
Pharmaceutical
Limertinib EGFR Ex19del, L858R, T790M faian® Gefitinib il NSCLC 2019-08-29
Pharmaceutical
Kenitinib EGFR Ex19del, L858R Suzhou Teligene NA n  NSCLCwithBrain 0 05 19
metastases
TQB3456 EGFR Ex19del, L858R, T790M Tl TeikiEmi NA I NSCLC 2018-08-31
Pharmaceutical
QLH11811 EGFR Ex19del, L858R, T790M Qilu Pharmaceuticals NA I NSCLC 2022-09-22
YZ3-0318 EGFR Ex19del, L858R, T790M Wiz e NA I NSCLC 2018-01-28
Pharmaceutical
DZD6008 EGFR Ex19del, L858R, T790M Dizal Pharma NA I NSCLC 2024-05-24

Source: CDE, Frost & Sullivan Analysis
Exon 20 Insertion-TKI

EGFR exon 20 insertion results in constitutive activation of proliferative pathways,
including the MAPK and PI3K-AKT-mTOR signaling pathways, and thus driving tumor
development and progression. Although considered “rare”, EGFR exon 20 insertion is the third
common mutation in NSCLC, with approximately 7.7% of NSCLC mutated patients having
EGFR exon 20 insertion in China. From 2017 to 2023, the number of new cases of NSCLC with
EGFR exon 20 insertion worldwide increased from 60.6 thousand to 71.3 thousand,
representing a CAGR of 2.7%. It is estimated that the number of new cases of NSCLC with
EGFR exon 20 insertion worldwide will reach 92.4 thousand in 2033. From 2017 to 2023, the
number of new cases of NSCLC with EGFR exon 20 insertion in China increased from 27.8
thousand to 33.5 thousand, representing a CAGR of 3.1%. It is estimated that the number of
new cases of NSCLC with EGFR exon 20 insertion in China will reach 44.1 thousand in 2033.

Exon 20 insertions are also found in HER2, which is another member of ErbB receptor
tyrosine kinase family. HER2 plays a critical role in NSCLC development and progression by
forming heterodimers with other HER family members (EGFR or HER1, HER2 and HER4)
upon ligand binding, and activates the cytoplasmic kinase domain, which phosphorylates the
receptor tail region of tyrosine. Additionally, HER2 may form homodimers when it is highly
expressed. Exon 20 insertions are the most dominant type of HER2 aberration in NSCLC by
far, representing greater than 90% of all observed HER2 mutations.
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The most common exon 20 mutation site in EGFR is the T790M mutation, which
generates steric hindrance, reducing the binding of the ATP pocket of EGFR to the target drug
and increasing the affinity of L858R for ATP, thus leading to EGFR-TKI resistance. According
to Frost & Sullivan, the proportion of T790M mutations in NSCLC patients treated with
EGFR-TKIs, both globally and in China, is approximately 50%. EGFR exon 20 insertion is the
third most common type of EGFR mutation. EGFR exon 20 insertions are heterogeneous at the
molecular level but can be characterized as in-frame insertions or duplications of between 3
and 21 bp (corresponding to 1 to 7 amino acids) clustered between amino acid positions 762
and 774 of the EGFR protein.

Patients with exon 20 insertions are associated with de novo resistance to targeted
EGFR-TKIs and correlate with a poor patient prognosis. First- and second-generation
EGFR-TKIs are effective treatments for NSCLC harboring the major EGFR mutations of exon
19 deletion and exon 21 L858R, and the third-generation EGFR-TKI is also active against the
EGFR exon 20 T790M resistance mutation that commonly arises in NSCLC with the classic
activating mutations. However, these agents have limited activity against cancers harboring
EGFR exon 20 insertion. EGFR exon 20 insertion-TKI with activity against exon 20 insertions
have therefore been developed to address the unmet medical need.

The global EGFR exon 20 insertion-TKI market is expected to increase from US$4.1
million in 2021 to US$126.9 million and US$218.4 million in 2027 and 2033, respectively,
with a CAGR of 76.8% from 2021 to 2027 and a CAGR of 9.5% from 2027 to 2033. The EGFR
exon 20 insertion-TKI market in China increased from RMB106.6 million in 2023 to
RMB446.0 million in 2027, representing a CAGR of 43.0%, and is estimated to grow further
to RMB735.3 million in 2033, with a CAGR of 8.7% from 2027 to 2033.

Global EGFR Exon 20 Insertion-TKI Market, 2021-2033E

Period CAGR
2021-2027E 76.8%
2027E-2033E 9.5%

218.4
Million USD 203.7
188.3
172.5
156.6
141.6
126.9
106.6
79.3

2021 2022 2023 2024E  2025E  2026E  2027E  2028E  2029E 2030E 2031E  2032E  2033E

Source: Frost & Sullivan Analysis
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EGFR Exon 20 Insertion-TKI Market in China, 2023-2033E

Period CAGR
2023-2027E 43.0%
2027E-2033E 8.7%

735.3
686.5
. 637.8
Million RMB 589.6
539.6
489.2
446.0
401.5
338.6
2717.6
106.6

2023 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2031E 2032E 2033E

Source: Frost & Sullivan Analysis

Competitive Landscape of EGFR Exon 20 Insertion-TKIs

As of the Latest Practicable Date, no EGFR exon 20 insertion-TKIs had gained FDA
approval. One EGFR exon 20 insertion-TKI received approval from the NMPA for treating
NSCLC: sunvozertinib (#{K#) by Dizal Pharmaceutical Co., Ltd. Exkivity was approved for
marketing by the FDA on September 15, 2021 and approved for marketing by the NMPA in
January 2023, but Takeda Pharmaceuticals voluntarily withdrew Exkivity from the U.S. market
and subsequently the China market in October 2023 and April 2024, respectively, due to a
Phase III confirmatory study failing to meet its primary endpoint. According to the public
information released by Dizal Pharma, the sales revenue of Sunvozertinib (£F1k#), approved
by NMPA in August 23, 2023, reached RMB40.1 million by September 30, 2023.

As of the Latest Practicable Date, there were nine EGFR exon 20 insertion-TKI
candidates in clinical development for NSCLC globally, with the most clinically advanced
EGFR exon 20 insertion-TKI candidate in the Phase III stage. As of the Latest Practicable Date,
nine EGFR exon 20 insertion-TKI candidates were under clinical development for NSCLC in
China, with the most clinically advanced EGFR exon 20 insertion-TKI candidate in the Phase
III stage.

Future Trends of EGFR-TKI Market in China

. Fill in treatment vacuum. Although targeted therapies including EGFR-TKI have
significantly improved the treatment of NSCLC patients, due to the influence of the
blood-brain barrier, the concentration of targeted drugs and chemotherapeutic agents in
the cerebrospinal fluid is often lower than that in peripheral blood, making it relatively
difficult to treat NSCLC patients with brain metastases, and the survival period is shorter.
In the future, EFGR-TKI with better blood-brain barrier permeability will be developed
to broaden the therapeutic window of EGFR-TKI, thus increasing the efficacy of
treatment for patients with brain metastases.
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Precise targeted therapy indicated for EGFR mutation subtypes. Exon 19 deletion and
exon 21 L858R mutations are two of the most common subtypes of EGFR mutations.
Several large randomized controlled trials have found that first-, second-, and third-
generation EGFR-TKIs show different efficacy in treating patients with exon 19 deletion
and exon 21 L858R mutations. Overall, patients with exon 19 deletion have significantly
higher PFS and OS benefits than patients with exon 21 L858R mutation. Currently, EGFR
exon 21 L858R patients still lack effective treatment. Continuous research and innovation
may lead to the emergence of targeted drugs exhibiting superior clinical efficacy for
specific mutation subtypes, surpassing the currently available options. Such advancement
will enable doctors to select distinct drugs tailored for various EGFR mutation subtypes,
paving the way for a more precise and effective EGFR-targeted therapy.

Increasing market share of third-generation EGFR-TKIs. EGFR-TKIs have occupied an
absolutely dominant position in the treatment paradigm of NSCLC patients with EGFR
mutation, and targeted therapy has become one of the most important NSCLC therapeutic
methods. The utilization rate and penetration rate of EGFR-TKI are expected to continue
to rise. Since the price of osimertinib has been reduced and osimertinib has entered the
NRDL, the accessibility of third-generation EGFR-TKIs to patients has been greatly
improved. With the successful exploration of combination therapy between third-
generation EGFR-TKIs and other drugs in the future, the scope of application of
third-generation EGFR-TKIs will continue to expand and the market share of third-
generation EGFR-TKIs will continue to increase.

Continue addressing drug resistance. The next generation of EGFR-TKIs-based regimen
is currently in development to combat on-target resistance. New EGFR-TKIs are poised
to directly address emerging mutations like EGFR C797S. Simultaneously, combining
EGFR-TKIs with other therapies presents a strategy to counter off-target resistance. For
instance, the investigation of combining MET inhibitors with EGFR-TKIs addresses MET
amplification-induced resistance to drugs like osimertinib. Moreover, in cases where
resistance mechanisms remain unknown, researchers are exploring the amalgamation of
targeted agents with chemotherapy or immune checkpoint inhibitors. These tailored
development efforts will effectively tackle new challenges in cancer treatment in the
future.

Combination therapy improve clinical outcome. Combination therapy can bring
synergistic antitumor effect and thus significantly improve the clinical outcome. For
example, the FLAURA? study in Asia showed that the combined therapy of osimertinib
and chemotherapy greatly improved the efficacy than osimertinib monotherapy.
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CDK INHIBITOR DRUGS MARKET
Overview

CDKs are a group of serine/threonine kinases whose activity is regulated by both cell
cycle proteins and CDK inhibitors. They play crucial roles in governing cell cycle checkpoints
and DNA transcription, acting as pivotal regulators during cell division and proliferation. By
forming heterodimers with cell cycle proteins in response to diverse internal and external cell
signals, CDKs regulate cell division. In humans, the CDK and cell cycle protein family is
extensive, comprising 29 cell cycle proteins and 20 CDK proteins identified so far. While
CDKs 1, 2, 3, 4, and 6 directly influence cell cycle transitions and division, CDKs 7-11
primarily govern DNA transcription.

Early development efforts focused on the development of nonselective CDK inhibitors,
with activities against multiple CDKs. For example, alvocidib, which inhibits CDK1, 2, 4, 6,
7 and 9, and seliciclib, which inhibits CDKI1, 2, 5, 7 and 9, have entered clinical trials and been
assessed for various types of tumors. However, these drugs showed limited clinical activities.
It is because many CDK proteins are critical for the function of normal tissues, and the
nonselectivity of these compounds likely limits their ability to discern cancer cells from normal
cells, resulting in a narrow therapeutic window and associated toxicities, including fatigue,
diarrhea, nausea and hyperglycemia.

More recent efforts have focused on developing selective CDK inhibitors, including
CDK4/6, CDK2/4/6 and CDK?7 inhibitors. CDK4/6, CDK?2/4/6, and CDK?7 are all selective
CDKs, but they have different roles and functions in the cell cycle. The CDK4/6 inhibitor, the
pioneer approved in 2015, remains the sole CDK inhibitor authorized for marketing in the
world. Nevertheless, patients receiving CDK4/6 inhibitor treatment will eventually develop
progressive disease due to intrinsic or acquired drug resistance. It has been found that when
CDK4/6 activity is inhibited, tumor cells can leverage CDK2-CDK?2 Cyclin E activation as a
complementary compensatory pathway to facilitate the proliferation of tumor cells. To combat
resistance stemming from CDK4/6 inhibitors, one of the ongoing development efforts focuses
on the CDK2/4/6 inhibitor to address this challenge. In addition, efforts are also made to
explore CDKSs’ role in regulating DNA transcription. The recently developed, highly specific
inhibitors of CDK7 have been instrumental in revealing the potential of CDK?7 as a cancer drug
target. Studies in mice showed that CDK?7 inhibitors are well tolerated and effective at reducing
tumor growth in vivo, making CDK?7 inhibitors promising candidates for cancer treatment.

As of the Latest Practicable Date, there were five CDK inhibitors approved and marketed
globally, namely, palbociclib, abemaciclib, dalpiciclib, trilaciclib and ribociclib, all of which
targeted CDK4/6, with the main therapeutic areas focusing on solid tumors such as breast
cancer. The global CDK4/6 inhibitors market has grown from US$3.2 billion in 2017 to
US$10.7 billion in 2023 at a CAGR of 22.2%. With an increasing number of CDK4/6 inhibitors
coming to market, the market size will continue to expand in the future, and the global CDK4/6
inhibitors market is expected to reach approximately US$16.1 billion and US$26.2 billion in
2027 and 2033, respectively, with a CAGR of 10.6% from 2023 to 2027 and a CAGR of 8.5%
from 2027 to 2033.

- 163 -



INDUSTRY OVERVIEW

Competitive Landscape of CDK Inhibitors Globally and in China

As of the Latest Practicable Date, there were four CDK inhibitors approved by the FDA.
All of them are CDK4/6 inhibitors.

CDK Inhibitors Approved by the FDA

FDA Global Sales

Company Indications Approval 2023
Date (billion USD)

HR+/HER2- Locally
Advanced or
Metastatic Breast
Cancer

Palbociclib Ibrance Pfizer CDK4/6 2015/02 4.75

HR+/HER2- Locally
Advanced or
Metastatic Breast
Cancer

Ribociclib Kisqali Novartis CDK4/6 2017/03 2.08

HR+/HER2- Locally
Advanced or
Metastatic Breast
Cancer

Abemaciclib Verzenio ELILILLY CDK4/6 2017/09 3.86

Reduction in the
incidence of
chemotherapy-induced
myelosuppression in
adult patients prior
to the use of
Gl platinum/
Trilaciclib Cosela Therapeutics/ etoposide-containing CDK4/6 2021/02 0.05
Simcere regimens or
topotecan-containing
regimens
Extensive-stage
small cell lung
cancer

Source: FDA, Frost & Sullivan Analysis
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Below are the ongoing clinical trials for these approved drugs.

Clinical

Drug Name/Code Company Indications Stage First Posted Date

HPV-unrelated Head and

Neck Squamous Cell Carcinoma CDK4/6 1t 2021-07-19
Prostate Cancer CDK4/6 I 2016-09-19
Palbociclib Pfizer Oligodendrogli?ma CDK4/6 I 2015-08-18
Metastatic Pancrgallc Ductal CDK4/6 I 2015-07-14

Adenocarcinoma
Hepatocellular Carcinoma CDK4/6 T 2011-05-19
Refractory Multiple Myeloma CDK4/6 I 2007-11-08
Glioma CDK4/6 I 2024-05-14
Metastatic Castration-Resistant CDK4/6 I 2023-08-21

Prostate Cancer
Meningioma CDK4/6 I 2023-07-11
Advancgd Dedifferentiated CDK4/6 I 2021-07-08

Liposarcoma
Ab iclib Eli Lill Endometrial Cancer CDK4/6 11 2020-05-19
emaciclil i Lilly ) N )
Advanced Dlgestlve System CDK4/6 I 2019-03-27
Neuroendocrine Neoplasm

Bladder Cancer CDK4/6 I 2019-02-12
Recurrent Glioblastoma CDK4/6 1T 2016-12-05
Pancreatic Ductal CDK4/6 I 2016-12-05

Adenocarcinoma
Non Small Cell Lung Cancer CDK4/6 111 2014-06-02
Diffuse Intr'msm Pontine CDK4/6 I 2023-05-06

Glioma
Ribociclib Novartis (Castration-Resistant Prostate e
Cancer) CRPC CDK4/6 s 2015-07-10
Neuroendocrine Neoplasm CDK4/6 I 2015-04-15
Triple Negative Breast Cancer CDK4/6 I 2021-11-09
Extenswe—Stage Small Cell CDK4/6 I 2021-05-26
Trilaciclib G1 Therapeutics, Inc. Lung Cancer
Locally Advanced or
Metastatic Urothelial CDK4/6 I 2021-05-14
Carcinoma

Source: clinicaltrials.gov, Frost & Sullivan Analysis
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As of the Latest Practicable Date, there were five innovative CDK4/6 inhibitors approved

for marketing in China.

CDK Inhibitors Approved by the NMPA

End

Drug . ey Approval Covered User L
Name/ Company Indications Date by NRDL  Price Cost
Code Y (RMB/month)
(per box)
HR+/HER2-
Palbociclib  IBRANCE Pfizer Breast Cancer CDK4/6  2018/07 Yes 4,275.6 5,700.8
Abemaciclib  Verzenios ELILILLY HR+/HER2- CDK4/6  2020/12 Yes 977.06 39104
Breast Cancer
Dalpiciclib ~ AiRuiKang Hengrui HRA/HER2- e 202112 Yes 4,305 5,749.0
Pharmaceuticals Breast Cancer
Prevention of
chemotherapy-
Simcere/G1 induced
Trilaciclib Cosela . myelosuppression CDK4/6 ~ 2022/07 No 5,980 8,542.9
Therapeutics . . .
in patients with
small cell
lung cancer
Ribociclib Kisqali Novartis HR+/HER2- CDK4/6  2023/01 Yes 4,466.7 5,955.6

Breast Cancer

Source: NMPA, Frost & Sullivan Analysis

Below are the ongoing clinical trials for these approved drugs.

Drug Clinical First Posted

Company Indications

Name/Code Stage Date

Castration-Resistant

- Eli Lilly and Prostate Cancer (CRPC) CDK4/6 1 2022:07-11
Abemaciclib Company Non Small Cell L
on Small Cell Lung 06
Cancer (NSCLC) CDK4/6 111 2016-06-12
Jiangsu (metastatic hormone-
Dalviciclib Hengrui sensitive prostate CDK4/6 1T 2023-09-18
alpicicll Medicine cancer) mHSPC
Co., Ltd. melanoma CDK4/6 I 2016-02-29
al Triple Negative
Trilaciclib Therapeutics/ [iple Negatv CDK4/6 I 2021-09-28

Breast Cancer
Patheon Inc

Source: NMPA, Frost & Sullivan Analysis
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In addition to these innovative CDK4/6 inhibitors, as of the Latest Practicable Date, there
were 14 generic CDK4/6 inhibitors approved by NMPA, and all of them were palbociclib.

As of the Latest Practicable Date, there were 33 CDK inhibitor candidates under clinical
development globally, among which the most clinically advanced candidates were CDK4/6
inhibitors in the Phase III clinical stage, and all CDK2/4/6 inhibitor candidates were in Phase
I clinical trials. Among the 33 CDK inhibitor candidates, there were seven candidates
selectively targeting CDK7, with the most clinically advanced candidate in the Phase II stage.

As of the Latest Practicable Date, there were 26 CDK inhibitor candidates under
development in China. TY-302 was the only CDK4/6 inhibitor indicated for prostate cancer. In
addition, TY-2699a and TY-0540 were the most clinically advanced CDK?7 inhibitor and
CDK?2/4/6 inhibitor, respectively.

We stand out as the only company developing multiple candidates targeting different
members within the CDK family. The below tables set forth the competitive landscape of
clinical-stage CDK4/6 inhibitors, CDK2/4/6 inhibitors and CDK7 inhibitors:

Competitive Landscape of CDK4/6 Inhibitor Pipeline

Drug ST o oo _— Clinical First Posted s
Name/Code Company Indications Target Stage Date Location
Lerociclib Genor Biopharma HR+/HER2- Breast Cancer CDK4/6 1 2023-05-09 China
TQB3616  Chia Tai Tianging Breast Cancer CDK4/6 m 2023-03-22 China
Pharmaceutical
Betta HR+/HER2- Advanced/
BPI-16350 Pharmaceuticals Metastatic Breast Cancer CDK4/6 I 2022-06-27 China
uheat HR+/HER2-
xzp-3y7 o Xuawhw o RecumenyMetastatic Breast oy 1 2022-02-16 China
Biopharmaceutical Cancer
SPH4336 Shanghai HR+/HER2- Breast Cancer  CDK4/6 I 2023-05-24 China
Pharmaceuticals
GLR2007 Gan & Lee NSCLC, Glioblastoma CDK4/6 7411 2020-06-19 US.
Pharmaceuticals Multiforme
Advanced Solid Tumor, .
BPI-1178 Beta Pharma, Inc. HR+/HER?- Breast Cancer CDK4/6 /1L 2020-02-24 China
Shanghai
SPH6516 Pharmaceuticals Advanced Solid Tumor CDK4/6 I 2024-02-20 China
Holding
BEBT-209 BeBetter Med HR+/HER2- Breast Cancer CDK4/6 1 2023-09-07 China
PRT3645 Prelude Breast Cancer CDK4/6 I 2022-09-14 U.S./Singapore
Therapeutics
UCT-03-008 1200 Pharma Advanced Solid Tumor CDK4/6 I 2021-11-02 u.s.
TY-302 TYK Breast Cancer, Prostate -y 4/ 1 2020-06-09 China

Medicines, Inc

Cancer, Solid Tumor

Source: clinicaltrials.gov, Frost & Sullivan Analysis

- 167 -



INDUSTRY OVERVIEW

Drug
Name/Code

Competitive Landscape of CDK?7 Inhibitor Pipeline

Company

Indications

Samuraciclib

GTAEXS-617

EOC237

TY-2699a

Q901

XL102

SY 5609

Carrick
Therapeutics/Pfizer

GT
Apeiron Therapeutics
Shanghai Yiteng
Jingang Bio-
pharmaceutical
Technology

TYK Medicines, Inc

Qurient /Merck Sharp
& Dohme

Exelixis

Syros
Pharmaceuticals

HR+/HER2-

Breast Cancer

Advanced
Solid Tumor

Advanced
Solid Tumor

Solid Tumor

Solid Tumors

Neoplasm
Malignant,
Epithelial
Ovarian
Cancer, HR+
Breast
Cancer,
TNBC,
Metastatic
Castration-
resistant
Prostate
Cancer

Advanced
Solid Tumor,

Breast Cancer,

SCLC,
Pancreatic
Cancer

CDK7

CDK7

CDK7

CDK7

CDK?7

CDK7

CDK?7

1I

il

I

2023-07- U.S./Spain/Turkey
27
20213‘;08' Belgium/UK
2023-06- .
09 China
2023-05- .
19 China
2022-05- U.S./South Korea
27
2021-01-
7 U.S.
2020-01-
2 U.S.

Source: clinicaltrials.gov, Frost & Sullivan Analysis

Competitive Landscape of CDK2/4/6 Inhibitor Pipeline

s First .
Dr“% Company Indications Target SRS Posted Coux}tr) /
Name/Code Stage region
Date
TY-0540 TYK Advanced solid /46 2024-02-07  China
Medicines, Inc tumors
. Advanced
SYH2043 CSPC Ouyi Malignant CDK2/4/6 2023-01-27  China
Pharmaceutical
Tumors
RGT-419B Regor. HR+/HER2- CDK2/4/6 I 2022-03-31 US.
Therapeutics Breast Cancer

Source: clinicaltrials.gov, Frost & Sullivan Analysis
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Future Trend of CDK Inhibitor Market

. Overcoming drug resistance. The main mechanisms of CDK4/6 inhibitor resistance
include aberrant activation of upstream oncogenic signals and alterations in key cell cycle
regulators. Cell cycle protein El, encoded by the CCNEIl gene, activates CDK?2 and
promotes cell cycle progression. High expression of cell cycle protein E1 not only
predicts poor prognosis in breast cancer patients, but also promotes resistance to
endocrine therapy and CDK4/6 inhibitors. Previous studies have shown that the cell cycle
protein E1 protein may play a key role in CDK4/6 inhibitor resistance, and direct
targeting of the cell cycle protein El protein may be an effective way to overcome drug
resistance. Meanwhile, CDK2 and CDK4 are both involved in initiating DNA replication
and mitosis during the G1 and S phases of the cell cycle. CDK2, in particular, is
considered an attractive target because it plays diverse roles in cell cycle regulation and
may involve different signaling pathways compared to CDK4/6. Studies have indicated
that the activation of MYC and CDK2 may serve as a compensatory resistance
mechanism. This means that when CDK4/6 inhibitors block the proliferative pathways of
cancer cells, these cells might maintain their proliferative capacity by activating CDK2.
Therefore, the development of drugs that can simultaneously inhibit CDK?2 and CDK4/6
may help overcome this resistance. Overall, research and drug development targeting
CDK2 and CDK4 are important strategies for overcoming CDK4/6 drug resistance.

. The development of selective CDK inhibitors is promising. CDK has a wide range of
physiological activities and has broad application prospects in the treatment of breast,
pancreatic, prostate, ovarian, and small cell lung cancers. With the continuous
advancement of technology, CDK inhibitor research has made some progress, but there
are still major technical challenges in terms of subtype selectivity, combination therapy
development, and multi-target inhibitor development. Pan-CDK inhibitors have problems
such as low specificity. Compared with pan-CDK inhibitors, selective CDK inhibitors
have higher safety and specificity, and the future development prospect is more
promising.

. Expansion of Indications. In the future, indications for CDK4/6 inhibitors in cancer
treatment may not be limited to breast cancer. Currently, the state of research and clinical
pipeline shows effects of CDK4/6 inhibitors in the treatment of other cancers, including
recurrent/metastatic ovarian cancer, K-RAS mutated NSCLC, extensive-stage SCLC,
prostate cancer, hematoma and other advanced solid tumors. Although currently most of
these studies have been in early development stage, more progress and breakthroughs can
be achieved in the field of CDK4/6 inhibitor research by companies, benefiting more
cancer patients in the future. Specifically, CDK4 and CDK6 are critical mediators of
cellular transition into S phase and are important for the initiation, growth and survival
of many cancer types. The effects of CDK4/6 inhibition are far more wide-reaching. New
insights into their mechanisms of action have triggered identification of new therapeutic
opportunities, including the development of novel combination regimens, expanded
application to a broader range of cancers and use as supportive care to ameliorate the
toxic effects of other therapies.
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. CDKA4/6 inhibitors combined with endocrine therapy will further optimize antitumor
regimens. Combined endocrine therapies are effective in antitumor treatment and are a
trend for future clinical trials. CDK4/6 inhibitors have made great progress so far,
especially for patients with hormone receptor positive advanced breast cancer. Also
considering that endocrine therapy is an effective treatment with fewer and more
reversible side effects, CDK4/6 in combination with endocrine therapy may yield
improved safety and efficacy profile. Furthermore, it is likely that the direction of future
drug development will broaden even more, combining antitumor therapies to develop
even better oncological solutions. In the meantime, research is also actively seeking to
identify biomarkers other than the estrogen receptor that are suggestive of the efficacy of
CDK4/6 inhibitors to help achieve individualized precision.

. Optimization of prostate cancer regimens. Abiraterone serves as an endocrine therapeutic
agent by blocking androgen synthesis. Despite its intended efficacy, an increasing number
of both preclinical and clinical studies have uncovered frequent dysregulation and
resistance within the signaling pathway in prostate cancer after abiraterone treatment.
Consequently, there is an urgent demand for novel therapeutic alternatives in the clinical
setting to overcome the challenges associated with the development of resistance during
abiraterone treatment. Research findings have shown that CDK4/6 inhibitors effectively
restrain tumor growth and can reverse drug resistance in preclinical models, including
prostate cancer. The combination of CDK inhibitors with abiraterone is believed to hold
significant potential for synergistic antitumor efficacy in the context of prostate cancer.

ROS1/NTRK-TKI MARKET

Overview

The ROS1 protein consists of three parts: the intracellular kinase domain, the
transmembrane domain, and the extracellular domain. The extracellular domain of the ROS1
protein binds to specific ligands, activating the intracellular kinase domain through the
transmembrane domain. Activation of ROS1 leads to autophosphorylation of specific tyrosine
residues within the cell, serving as docking sites for various adapter proteins. If the ROS1 gene
undergoes oncogenic mutations, it activates downstream signaling pathways, causing excessive
cell growth and proliferation, driving tumor development. ROS1 inhibitors can suppress the
activation of the ROSI1 tyrosine kinase domain, thereby inhibiting downstream signaling
pathways and exerting antitumor effects.

TRK protein is a neurotrophic receptor kinase, belonging to the tyrosine kinase family.
The TRK family comprises three highly homologous proteins, which are TRKA, TRKB and
TRKC. They are encoded by the NTRKI1, NTRK2 and NTRK3 genes, respectively. TRK
proteins are associated with cellular processes such as proliferation, differentiation,
metabolism, and apoptosis. Due to gene fusion in NTRK, the extracellular domain of the TRK
protein is lost, making it challenging for monoclonal antibodies to bind to the extracellular
domain of the TRK protein. Therefore, small molecule NTRK-TKIs have a distinct advantage
in clinical applications.
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In China, ROS1 mutation accounts for approximately 1.5% of all NSCLC patients, while
NTRK mutation accounts for approximately 1.0% of all NSCLC patients. From 2017 to 2023,
the number of new cases of NSCLC with ROS1 or NTRK mutation worldwide increased from
36.8 thousand to 43.3 thousand, representing a CAGR of 2.7%. It is estimated that the number
of new patients of NSCLC with ROS1 or NTRK mutation worldwide will reach 56.2 thousand
in 2033. From 2017 to 2023, the number of new cases of NSCLC with ROS1 or NTRK
mutation in China increased from 17.9 thousand to 21.6 thousand, representing a CAGR of
3.2%. It is estimated that the number of new cases of NSCLC with ROS1 or NTRK mutation
in China will reach 28.3 thousand in 2033.

The global ROS1/NTRK-TKI market grew from US$70.7 million in 2017 to US$332.0
million in 2023, reflecting a CAGR of 29.4%. The global ROS1/NTRK-TKI market is
forecasted to reach US$602.0 million in 2027 and ultimately to US$1,052.9 million in 2033,
representing a CAGR of 16.0% from 2023 to 2027 and a CAGR of 9.8% from 2027 to 2033.
The ROS1/NTRK-TKI market in China has developed at a faster pace, increasing from
RMBI15.7 million in 2017 to RMB252.6 million in 2023, demonstrating a CAGR of 58.8%. The
ROSI/NTRK-TKI market in China is projected to further grow to RMB514.2 million in 2027
and RMB860.5 million in 2033, with a CAGR of 19.4% from 2022 to 2027 and a CAGR of
9.0% from 2027 to 2033.

Global ROS1/NTRK-TKI Market, 2017-2033E

Period CAGR
2017-2023 29.4%
2023-2027E 16.0%
2027E-2033E 9.8%
1,052.9
990.5
Million USD

2017 2018 2019 2020 2021 2022 2023 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2031E 2032E 2033E

Source: Frost & Sullivan Analysis
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ROS1/NTRK-TKI Market in China, 2017-2033E

Period CAGR
2017-2023 58.8%
2023-2027E 19.4%
2027E-2033E 9.0%
3195 860.5
Million RMB

190.1
1203 131.1

2017 2018 2019 2020 2021 2022 2023 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2031E 2032E 2033E

Source: Frost & Sullivan Analysis

Competitive Landscape of ROS1/NTRK-TKIs

As of the Latest Practicable Date, four ROS1/NTRK-TKIs had secured approval from the
FDA, including entrectinib by Roche, crizotinib by Pfizer, repotrectinib by BMS, and
larotrectinib by Bayer, and there were five ROS1/NTRK-TKIs that secured approval from the
NMPA. Entrectinib targets NTRK, ROS1 and ALK, indicated for NSCLC and NTRK-positive
solid tumors. Crizotinib targets ALK, MET and ROSI, approved for ALK-positive or
ROSI-positive metastatic NSCLC, ALK-positive systemic anaplastic large cell lymphoma, and
ALK-positive unresectable inflammatory myofibroblast tumor. Repotrectinib targets NTRK,
ROS1, ALK, JAK?2, SRC and FAK, approved for locally advanced or metastatic ROS1-positive
NSCLC. Larotrectinib exclusively targets NTRK, indicated for NTRK-positive solid tumors.
Publicly available data showed that crizotinib recorded global sales of US$374 million in 2023.

-172 -



INDUSTRY OVERVIEW

Drug Name

Entrectinib

Crizotinib

Larotrectinib

Repotrectinib

ROS1/NTRK-TKIs Approved by the FDA

Brand
Name LIS
NTRK,
Rozlytrek ROSI. ALK
. ALK, MET,
Xalkori ROS1
Vitrakvi NTRK
NTRK,
- ROSI, ALK,
UEYTO JAK2, SRC,
FAK

Company

Indications

ROS 1 -positive
NSCLC,
NTRK-positive Solid
Tumors

Roche

ALK-positive locally
advanced or
metastatic NSCLC

ROS1-positive

Pfizer metastatic NSCLC

ALK-positive
systemic ALCL

ALK-positive
unresectable IMT

NTRK-positive solid

Bayer
Y tumor

locally advanced or
BMS metastatic ROS1-
positive NSCLC

Approval

Date

2019-08-
15

2011-08-
26

2016-03-
11

2021-01-
14

2022-07-
14

2018-11-
26

2023-11-
15

Global
Sales 2023

(million
USD)

95.8

374

NA

NA

Abbreviations: ALCL = anaplastic large cell lymphoma; IMT = inflammatory myofibroblastic tumor.

Note: Approval date refers to the first approval date.

Source: FDA, Frost & Sullivan Analysis
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As of the Latest Practicable Date, there were five innovative ROS1/NTRK-TKIs approved
by the NMPA. No generic drugs of entrectinib and larotrectinib have been approved in China.
One generic drug of crizotinib gained approval from NMPA in November 2023.

ROS1/NTRK-TKIs Approved by the NMPA

Brand Approv Covered by End User Treatment
Drug Name N:;me Target Company Approved Indications IDI; te* NRDL Y Price Cost
(RMB/box) |(RMB/month)

NTRK. ROS1-positive NSCLC;

. o el Y s 5 B
Entrectinib ~ Rozlytrek ROS1, ALK Roche NTRK-positive solid 2022-7-26 YES 15,120 15,120
tumor
ALK-positive locally
advanced or metastatic
Crizotinb  Xalkori M MET priger NSCLC; 2013122 YES ~10.296 ~10,296
Advanced ROS1-positive
NSCLC
Larotrectinib ~ Vitrakvi NTRK Bayer NTRK'&";I;VC solid  »002_4-08 NO ~62,600 ~65,000

R OI\;TR/IEILK locally advanced or
Repotrectinib ~ Augtyro ’ ’ BMS metastatic ROS1-positive  2024-5-8 NO NA NA
JAK2, SRC, NSCLC
FAK
Chiatai -
I ROS 1 -positive locally
Unecritinib ~ 2eqg AL MEL  Tianding 0 ced or metastatic  2024-4-24 NO NA NA

ROS1 Pharmaceutical

G NSCLC

Notes:
*: Approval date refers to the first approval date;
**:  Entrectinib was added in NRDL for the first time on January 1, 2024.
Source: NMPA, Frost & Sullivan Analysis
As of the Latest Practicable Date, there were 30 ROS1/NTRK-TKI candidates under

development globally. Among them, there were four candidates that simultaneously target both
ROSI and NTRK with the most clinically advanced candidate in the Phase II clinical stage.

Rrusiame] Target Compan, Indications RUstestes
Code & pany Qtage ‘ Date

Taletrectinib NTRK/ROS1 AnHeart Therapeutics Inc. NSCLC 2021-06-09
Xuanzhu Biopharmaceutical Locally Advanced/Metastatic Solid
XZP-5955 NTRK/ROS1 Co.. Ltd. 1 Tumor/NSCLC 2021-08-09
TY-2136b  NTRK/ROSI  TYK Medicines, Inc 1 Locally AdvancedMetastatic Solid—— 5023.03.15
. . Advanced/Metastatic Solid Tumors
SIMIg03-1A  VIRKROSY Jiangsu Simcere I With NTRK, ROS1 or ALK Gene 2020-12-17
ALK Pharmaceutical Co., Ltd.

Fusion

Source: clinicaltrials.gov, Frost & Sullivan Analysis
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RET INHIBITOR DRUGS MARKET

Overview

RET is a proto-oncogene responsible for encoding RET transmembrane proteins and is a
receptor tyrosine kinase. Transmembrane proteins are divided into three parts: one end of the
protein is located outside the cell, one part is located in the cell membrane, and the other end
is located inside the cell. When RET protein binds to GDNF, it causes phosphorylation of RET
protein receptors and activates RET. The activated RET will phosphorylate its substrate,
causing activation of downstream signaling pathways. The signal pathways involved in RET
protein mainly include the PI3K-AKT-mTOR pathway and the RAS-RAF-MEK-ERK pathway.
The PI3K-AKT-mTOR pathway is involved in cell survival, while the RAS-RAF-MEK-ERK
pathway is involved in cell proliferation. Therefore, RET protein plays a certain role in cell
survival, migration, and proliferation.

If there are fusion, point mutations, and other cancer promoting mutations, the RET
protein will undergo abnormal over activation independent of ligands. For example, when RET
fusion occurs, although the extracellular domain of the RET gene is lost, companion genes such
as KIF5B and CCDC6 often carry a coiled helical domain, which induces homologous
dimerization in new proteins, thereby enabling the RET kinase domain to continuously activate
cancer promotion without relying on ligands. Small molecule RET-TKIs are effective
treatments for cancers harboring RET mutations.

RET fusion can occur in common tumors such as NSCLC and thyroid cancer. In China,
the prevalence of RET fusion in NSCLC is approximately 2%, while in MTC, RET fusion is
significantly more prevalent, accounting for 70% of cases. MTC itself represents 5% to 12%
of all thyroid cancer cases.

From 2017 to 2023, the number of new cases of NSCLC and thyroid cancer with RET
mutation worldwide increased from 63.9 thousand to 72.9 thousand, representing a CAGR of
2.2%. It is estimated that the number of new patients of NSCLC and thyroid cancer with RET
mutation worldwide will reach 89.7 thousand in 2033. From 2017 to 2023, the number of new
cases of NSCLC and thyroid cancer with RET mutation in China increased from 24.4 thousand
to 28.8 thousand, representing a CAGR of 2.8%. It is estimated that the number of new patients
of NSCLC and thyroid cancer with RET mutation in China will reach 36.9 thousand in 2033.

The global RET-TKI market has undergone robust growth, rising from US$37.4 million
in 2020 to US$315.9 million in 2023, representing a CAGR of 103.7%. It is projected to reach
US$672.3 million in 2027, with a CAGR of 20.8% from 2023 to 2027, and further climb to
US$1,136.3 million in 2033 at a CAGR of 9.1% from 2027 to 2033. The RET-TKI market in
China is expected to increase from RMB48.5 million in 2021 to RMB675.4 million in 2027 and
further to RMB1,213.5 million in 2033, with a CAGR of 55.1% from 2021 to 2027 and a
CAGR of 10.3% from 2027 to 2033.
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Global RET-TKI Market, 2020-2033E

Period CAGR

2020-2023 103.7%

2023-2027E 20.8%
2027E-2033E 9.1% 1,054.4 1,136.3

Million USD

2020 2021 2022 2023  2024E 2025E 2026E 2027E 2028E 2029E 2030E 2031E 2032E 2033E

Source: Frost & Sullivan Analysis

RET-TKI Market in China, 2021-2033E

Period CAGR
2021-2027E 55.1% 1,213.5
2027E-2033E 10.3% 1.024.4
L 832.4
Million RMB

2021 2022 2023 2024E  2025E 2026E  2027E 2028E 2029E 2030E 2031E  2032E  2033E

Source: Frost & Sullivan Analysis

Competitive Landscape of RET-TKIs

As of the Latest Practicable Date, there were two RET-TKIs, namely, pralsetinib
(Gavreto) by Blueprint & Roche and selpercatinib (Retevmo) by Eli Lilly, that received
marketing approval from the FDA and the NMPA. According to the public record,
selpercatinib, approved in 2020, targets RET fusion-positive NSCLC and advanced/metastatic
RET mutant medullary thyroid cancer, and advanced/metastatic RET fusion-positive thyroid
cancer patients who require systemic therapy and who are radioactive iodine-refractory,
recording global sales of US$253.6 million in 2023.

As of the Latest Practicable Date, there were 14 RET-TKI candidates under development
globally, and 7 RET-TKI candidates under development in China, mainly used to treat NSCLC.
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Competitive Landscape of Global RET-TKI Pipeline

Drug ) . S il Qtaon SRS First Posted
pame/Cor sl Stae

locally advanced or metastatic RET-

‘ 1t positive NSCLC 2023571
SY-5007 RET Shouyao Holdings (Beijing) Co.,
LTD.
/11 NSCLC, MTC, Solid Tumor 2022/3/14
I Diarrhea-predominant Irritable Bowel 2019/6/6
Syndrome
BOS-589 RET Boston Pharmaceuticals
I Advanced I\{onhaeTnatologlc 2018/12/19
Malignancies
TY-1091 RET TYK Medicines, Inc i} RET-altered NSCLC, MTC, RET-altered ),
Papillary Thyroid Cancer, Neoplasms
HEC169096 RET Sunshine L‘i‘;%arma Co., 7418 Advanced Solid Tumor 2022/7/11
EP0031 RET Ellipses Pharma /11 Advanced Solid Tumor 2022/7/5

KL590586 RET B maceutical 0 Advanced Solid Tumor 2022/3/3
Research Institute Co., Ltd.

Jiangsu Hansoh

HS-10365 RET W sy ) 1l NSCLC 2023/11/27

TASD0953/HM06 RET Helsinn Healthcare SA 17018 RHLaled NS(T:EIi;EET’ahmd Solid 50012124

FHND5071 RET U (Ol T IR I Advanced Solid Tumor 2023/4/19
Pharmaceutical Co., Ltd.

APS03118 RET ATl P I RET.altered Solid Tumors 2022/12/16

Science, Inc.

LOXO0-260 RET Eli Lilly and Company I Carcinoma, NSCLC, Thyroid Neoplasms ~ 2022/12/16

HS269 RET ZES s H‘é"“ Eﬁrm““mcal I Advanced Solid Tumor 2021/9/27

GSK3352589 RET GlaxoSmithKline 1 Irritable Bowel Syndrome 2017/5/15

GSK3179106 RET GlaxoSmithKline I Irritable Bowel Syndrome 2016/6/14

Source: clinicaltrials.gov, Frost & Sullivan Analysis
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Competitive Landscape of RET-TKI Pipeline in China

Drug oo . S TR @ S First Posted
peme/Crde Clinical Stage

ShouYao Holdings (Beijing) Co.,

SY-5007 RET Lo, I NSCLC 2023-07-05
I NSCLC with RET fusion 2023-08-02
HS-10365 RET S LSl I NSCLC, Thyroid Cancer 2023-06-12
- Pharmaceutical Co., Ltd. Sy
I Locally advanced or metastatic solid tumor ~ 2023-09-11
TY-1091 RET TYK Medicines, Inc VI NSCLC 2022-12-23
APS03118 RET Heing A e e I Locally advanced or metastatic solid tumors ~ 2022-09-27
Science Co., Ltd.
FHND5071 RET U Gl T FEplid I Advanced tumor with RET mutations ~ 2022-08-31
Pharmaceutical Co. Ltd.

Sichuan Kelun-Biotech NSCLC with RET fusion,
RSO & Biopharmaceutical Co., Ltd. . Advanced solid tumor 20250207
HS269 RET ZLeiinnslE i smareucs! I A el s 2021-10-13

Co. Ltd.

Source: CDE, Frost & Sullivan Analysis

YAP-TEAD INHIBITOR DRUGS MARKET
Overview

The YAP, also known as YAP1 or YAP6S, is a transcription coregulator protein as a
component in the Hippo signaling pathway. The Hippo pathway is an important organ size
control signaling network and the major regulatory mechanism of cell contact inhibition. YAP
and TAZ are its targets and terminal effectors: inhibition of the pathway promotes YAP/TAZ
translocation to the nucleus, where they interact with TEAD transcription factors and
coactivate the expression of target genes, promoting cell proliferation.

As key effectors on the Hippo pathway, YAP molecules control cell growth and the size
of the organs. The YAP/TAZ-TEAD complex cooperates and participates in the growth and
proliferation of tumor cells in breast cancer, liver cancer, uveal melanoma and mesothelioma.
It was also revealed that the expression of YAP/TAZ is a critical determinant in the early stages

of base cell carcinoma and squamous cell carcinoma.
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Currently, the main mechanisms of YAP-TEAD inhibitors include inhibitors of the
YAP/TAZ-TEAD complex, inhibitors of YAP nuclear localization, and inhibitors of cell
adhesion or cytoskeleton. The YAP/TAZ-TEAD complex, the last step of the Hippo pathway,
emerges as the better candidate target for modulating the Hippo/YAP signaling due to the fewer
possible potential side effects compared with upstream protein inhibitors.

Competitive Landscape of YAP-TEAD Inhibitors

As of the Latest Practicable Date, no YAP-TEAD inhibitor had obtained NDA approval
indicated for cancer treatment. As of the same date, there were four YAP-TEAD inhibitor
candidates under clinical development worldwide, and there was no YAP-TEAD inhibitor
candidate under clinical development in China.

PROTAC DRUGS MARKET

A PROTAC is a novel technology based on the ubiquitin-proteasome system, utilizing
small molecules to induce targeted protein degradation. The PROTAC molecule is a
bifunctional compound consisting of three parts: the protein-of-interest binding moiety, a
linker, and E3 ubiquitin ligase binding moiety. First reported in 2001, PROTAC has achieved
significant breakthroughs since 2015. This technology has demonstrated unique advantages in
diseases such as antitumor applications, making it one of the forefront technologies in the
pharmaceutical industry’s new drug development.

Over the past two decades, alongside the rapid development of traditional chemotherapy,
kinase inhibitors have emerged as effective agents in cancer therapy. However, their utility is
often hindered by the emergence of drug resistance and disease recurrence. Addressing this
challenge, PROTACs have gained prominence by offering advantages in combating drug-
resistant cancers through the degradation of entire target proteins. Unlike traditional small
molecule inhibitors that predominantly affect enzymatic activity, PROTACs exert influence
over both enzymatic and nonenzymatic activities by facilitating complete protein degradation.
For instance, a highly effective FAK PROTAC demonstrated superior activity in cell migration
and invasion compared to clinical candidate drugs.

MAJOR INDICATIONS

Cancer is the leading cause of death worldwide, accounting for nearly 10 million deaths
in 2020. As the population ages, the effectiveness of cellular repair mechanisms decreases,
consequently heightening the overall risk of cancer. The global cancer incidence increased
from 17.2 million in 2016 to 20.7 million in 2023, representing a CAGR of 2.7%. In China, the
number of new cancer cases increased from 4.1 million in 2016 to 4.9 million in 2023,
representing a CAGR of 2.7%. It is estimated that the global cancer incidence will reach 24.5
million in 2030 and the number in China will reach 5.8 million in the same year.

In 2023, lung cancer was the most commonly diagnosed cancer with 2,396.0 thousand
new cases globally, followed by breast cancer and colorectal cancer with 2,394.8 thousand and
2,035.1 thousand new cases, respectively. In 2023, the most commonly diagnosed cancer in
China was lung cancer with 1,015.5 thousand new cases, followed by gastric cancer and
colorectal cancer with 513.5 thousand and 497.0 thousand new cases, respectively.
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The field of cancer treatment has developed significantly in the past century. Currently,
for early stage patients, the primary treatments are surgery, radiotherapy and chemotherapy.
Surgery is often recommended for eligible patients while radiotherapy and chemotherapy are
often used for inoperable patients. For advanced stage patients, surgery is usually not
considered due to spread of the tumor and potential metastasis. In addition to radiotherapy and
chemotherapy, recommended treatments also include targeted therapy or immunotherapy. The
treatments approved for different treatment lines vary depending on the cancer type. For
example, for advanced NSCLC patients with driver genes such as EGFR mutations and ALK
rearrangement, the first-line treatment is targeted therapy, and the second-line treatments
include targeted therapy and chemotherapy, depending on the types of resistance mutations.

Development of targeted therapies, which target specific molecules, generally proteins,
enzymes or a signaling pathway, or genetic changes that play a role in the spread of cancer, has
embarked a new era of cancer treatment with enhanced specificity and efficacy. With a better
understanding of cancer biology and advancement of modern technology, it is expected in the
future, more edge-cutting technologies will be leveraged, bringing new treatment options to
cancer patients.

The role of surgery and cell therapy for the management of different types of cancers

Conventional Cancer Treatments New Era of Cancer Treatments

S D [ L

Targeted Immuno- Emerging
Therapy therapy Technology

Radiotherapy Chemo-therapy

A procedure in High doses of Use single or Act on specific Hamessihe Leverage novel
which a surgeon radiation okl combinations of targets that are patient's own platform or
Description  removes cancer anti-cancer drugs associated with . )
i cancer cells and immune system technology to fight
from a patient’s A to stop or slow cancer . -
shrink tumors to fight cancer against tumor
body tumor growth development
Effective for early Affects Targets all fast Includes both Include cytokines, Provide wider
stage tumors that neighboring growing cells, Smalmolecile mAbs, checkpoint solution to
Features are locoregional healthy cells, causing side driigs And MAbS inhibitors, patients of cancer
but limited for causing side effects such as Iesgs Farfilte ’ adoptive T-cell subtypes that
cancers thathave effects suchas hair loss, easy e e therapy and suffer from unmet
metastasized fatigue, hair loss bruising/bleeding Y cancer vaccine clinical needs

Source: Frost & Sullivan Analysis

NSCLC

Lung cancer is the most common malignant tumor in the world in terms of incidence and
death rate. Based on pathologic and histomorphologic features, lung cancer can be classified
as NSCLC and SCLC. NSCLC is any type of epithelial lung cancer other than SCLC. The most
common types of NSCLC are adenocarcinoma (40%), squamous cell carcinoma (25%) and
large cell carcinoma (10%). All types can occur in unusual histologic variants and develop as
mixed cell type combinations. Symptoms of more advanced NSCLC cases include bone pain,
headache, weakness and vomiting. Advanced NSCLC is stage IIIb to IV NSCLC. In stage IlIb,
the cancer has spread to lymph nodes that are near the other lung or in the neck, and may also
have grown into important structures in the chest. In stage Illc, the cancer has spread to lymph
nodes on the same side of the chest as the tumor or between the lung and the heart. It may have
also grown into nearby large airways or other structures. In stage IV, which is the most
advanced stage of NSCLC, the cancer has metastasized to distant parts of the body, such as the
brain, liver, bones, or other organs. The all seer stage combined five-year survival rates of
NSCLC can be 28%, with an extremely low five-year survival rate of 9% for advanced and
metastatic NSCLC.
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From 2017 to 2023, the number of new NSCLC cases worldwide increased from 1,731.0
thousand to 2,036.6 thousand. It is estimated that the number of new NSCLC patients
worldwide will reach 2,640.4 thousand in 2033. In China, NSCLC has a large patient pool, with
the number of new NSCLC cases increasing from 714.2 thousand in 2017 to 863.2 thousand
in 2023, representing a CAGR of 3.2%. Since a large number of people are following unhealthy
lifestyle including smoking, it is estimated that the number of new NSCLC cases will reach
970.9 thousand and 1,131.4 thousand in 2027 and 2033, respectively.

Among NSCLC patients, EGFR gene alteration represents the most frequent driver, with
prevalence of 55.9% in adenocarcinoma and 5.2% in squamous cell carcinoma. From 2017 to
2023, the number of new NSCLC cases with EGFR mutation worldwide increased from 559.1
thousand to 657.8 thousand. It is estimated that the number will reach 852.8 thousand in 2033.
In China, the number of new NSCLC cases with EGFR mutation in China increased from 358.5
thousand to 433.3 thousand from 2017 to 2023. It is estimated that the number will reach 487.4
thousand and 568.0 thousand in 2027 and 2033, respectively.

From 2017 to 2023, the number of new advanced or metastatic NSCLC patients with
EGFR mutations in China increased from 167.1 thousand to 201.9 thousand, representing a
CAGR of 3.2%. It is estimated that the number will reach 233.5 thousand in 2028 and further
increase to 264.7 thousand in 2033, with a CAGR of 3.0% from 2023 to 2028 and a CAGR of
2.5% from 2028 to 2033. From 2017 to 2023, the number of new advanced or metastatic
NSCLC patients with EGFR L858R mutation in China increased from 66.5 thousand to 80.4
thousand, representing a CAGR of 3.2%. It is estimated that the number will reach 92.9
thousand in 2028 and further increase to 105.3 thousand in 2033, with a CAGR of 3.0% from
2023 to 2028 and a CAGR of 2.5% from 2028 to 2033.

The last three columns of the table below set forth a summary of the targeted patient
population of TY-9591 by indications:

Summary of Targeted Patient Population of TY-9591%

Advanced or Brain Advanced or
Metastatic Metastases Metastatic
NSCLC NSCLC with  from NSCLC  NSCLC with
with EGFR EGFR with EGFR  EGFR L858R
Lung Cancer NSCLC Mutations Mutations Mutations Mutation
Patient 1,015.5 §863.2 4333 201.9 112.9 80.4 thousand
Population thousand thousand thousand thousand thousand
(in 2023 in
China). . . . .
Patient 100% Approximately Approximately Approximately Approximately Approximately
Percentage . . 85% of all 50.2% of all ~ 46.6% of all  47.5% to 39.8% of all
lung cancer ~ NSCLCs NSCLC 06.3% of all  advanced or
patients patients patients advanced or  metastatic
with EGFR  metastatic NSCLC
mutations***  NSCLCs patients
patients** with EGFR
mutations
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Notes:

* For details of addressable market size and targeted patient population of TY-9591, see “ — Major Indications
— NSCLC?” in this section.

*k According to Frost & Sullivan, specific data for brain metastases in NSCLC patients with EGFR mutations is
not available. However, it is believed that percentage of NSCLC patients with brain metastases may also apply
to brain metastases in NSCLC patients with EGFR mutations as there is no reliable evidence of a significant
discrepancy.

##%  According to the Treatment Guidelines for Stage IV Primary Lung Cancer in China (2023), about 46.6% of
patients are diagnosed with stage IIIb to IV at the time of initial diagnosis. However, according to interviews
with industry experts, approximately 50% are stage IV patients, as disclosed below. There is a gap between
literature statistics and empirical data.

Source: Frost & Sullivan Analysis

In NSCLC, except for the most localized cases, standard treatments often yield poor
results. New treatment studies encompass all newly diagnosed NSCLC patients. The mandatory
mutation tests for NSCLC patients in China include EGFR, ALK rearrangement/fusion, ROS1
rearrangement/fusion, and MET exon 14 jump mutation; optional mutation teats include MET
amplification, HER2 exon 20 insertion, BRAF V600E mutation, RET rearrangement/fusion,
KRAS exon 2 and 3 point mutation, NTRK rearrangement/fusion, tumor mutation load, and
PD-L1. All testing costs are self-paid by the patients or otherwise covered by insurance in the
private-pay market. Globally, American Society of Clinical Oncology (“ASCO”), European
Society for Medical Oncology (“ESMO”), Chinese Society of Clinical Oncology (“CSCO”)
and other authorities and international organizations consider EGFR, ALK rearrangement,
ROSI1 rearrangement, BRAF V600E mutation and PD-L1 immunohistochemistry as mandatory
mutation tests, and other recommended mutation tests include RET, MET exon 14, HER2,
KRAS and NTRK. The cost of testing are self-paid by patients or otherwise covered by
insurance in the private-pay market.

Empirically, approximately 20% of NSCLC patients are in stage I or II at the time of
initial diagnosis, 30% in stage 111, and the remaining approximately 50% are stage IV patients.
In the statistics from the Treatment Guidelines for Stage IV Primary Lung Cancer in China
(2023), about 46.6% of patients are diagnosed with stage IIIb to IV at the time of initial
diagnosis. For patients diagnosed with stage I to III NSCLC, the primary treatment approach
for operable individuals involves surgery, often complemented by chemotherapy, immune
checkpoint inhibitors, or targeted therapy, depending on the patient’s specific stage. In cases
where surgery is not an option for inoperable patients with stage I to III NSCLC, treatment
strategies may include radiotherapy, chemotherapy, targeted therapy, and other options selected
based on the patient’s stage of cancer. The treatment paradigm of stage I to IIIl NSCLC in China
is set forth below.
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“ * Anatomical lobectomy + hilar and mediastinal lymph node dissection
Neoadjuvant therapy: Main treatment: Adjuvant therapy:
* Platinum-based * Anatomical * Platinum-Doublet
chemotherapy + lobectomy + hilar . ghgmotl?ell;;apy
Nivolumab > and mediastinal 1 Icil:;ﬁglm or
Operable
. l)fmph pode * Atezolizumab
dissection * Pembrolizumab
Neoadjuvant therapy: Main treatment: Adjuvant therapy:
* Chemoradiotherapy * Definitive * Chemotherapy
¢ Chemotherapy chemoradiotherapy * Chemoradiotherapy
 Platinum-based > . Definitive surgical — . EGFR-TKIs
§ chemotherapy + therapy * Atezolizumab
Stage I~IIT Nivolumab * Pembrolizumab
NSCLC
Main Treatment:
* Radiotherapy
¢ Concurrent chemoradiotherapy
* Radiotherapy + Platinum-Doublet Chemotherapy
Main Treatment: Consolidation therapy:
 Definitive chemoradiotherapy * Durvalumab
 Definitive Radiotherapy 5 Sugemalimab
* Sequential Radiotherapy + Chemotherapy

¢ Chemotherapy
 Targeted therapy

Source: CSCO, Frost & Sullivan Analysis

For Stage IV NSCLC with known gene alterations, including EGFR, ALK, ROS1 and
NTRK, targeted therapy is the recommended first-line treatment. For patients diagnosed with
EGFR-TKI resistance and with exon 20 T790M mutation, third-generation EGFR-TKIs are the
recommended second-line treatment. For patients diagnosed with EGFR-TKI resistance and
without T790M mutation, platinum-doublet chemotherapy and/or bevacizumab is the
recommended second-line treatment. The treatment paradigm of Stage IV NSCLC is set forth

below.
Early Stage
12
EGFR, ALK, ROS1-
MOI?CUIM ALK Rearrangement ROS1 Rearrangement Tknow
Testing /Unknown
First Gefitinib, Erlotinib, Osimertinib, Alectinib, Brigatinib, ile‘n‘l.etrexed with
s Icotinib, Afatinib, Almonertinib, Lorlatinib, Ensartinib, EHTUTE
Line e ) P A P Platinum-Doublet
Dacomitinib, Furmonertinib Ceritinib, Crizotinib .
Chemotherapy +
Bevacizumab
Disease Atezolizumab
Progression Pembrolizumab
Osimertinib Same TKIs Therapy as Pe;netrexed +PD-1
S d Almonertinib . Platinum-Doublet in First-line Same TKIs Therapy as mAb .
]efon Furmonertinib e —r— Alectinib, Ceritinib, in First-line Chemotherapy
mne e o Ensartinib Platinum-Doublet
Platinum-Doublet . Platinum-Doublet Chemotherapy Nivolumab, Tislelizumab,
Disease Chem?therapy' = Chemotherapy Pemetrexed, Docetaxel
Progression Bevacizumab
* Nivolumab, Docetaxel,
Third Pemetrexed
1L Chemotherapy . Anlotinib

Source: CSCO NSCLC Treatment Guideline 2023, Frost & Sullivan Analysis
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Brain Metastases From Lung Cancer

Brain metastases occur when cancer cells spread from their original site to the brain. Any
cancer can spread to the brain, but the types most likely to cause brain metastases are cancers
of lung, breast, colon, kidney and melanoma. Brain metastases may form one tumor or many
tumors in the brain. As the metastatic brain tumors grow, they create pressure on and change
the function of surrounding brain tissue. This causes signs and symptoms, such as headache,
personality changes, memory loss and seizures.

Brain metastases, prevalent in a high percentage of advanced NSCLC cases, pose a grave
prognosis with a brief average survival period. The incidence of brain metastases in patients
with advanced NSCLC can be nearly 25% at diagnosis, approximately 30% to 55% of NSCLC
patients develop brain metastases during treatment, and the incidence of brain metastases
increases year by year during the survival period. The incidence of brain metastases in NSCLC
patients with EGFR mutation is higher than those without EGFR mutation. The average life
expectancy of patients with NSCLC at the time of brain metastases diagnosis is approximately
one year. The natural average survival of NSCLC patients with brain metastases, i.e. the
average survival period for NSCLC patients with brain metastases without any treatment, is
only one to two months, and the prognosis is poor, which seriously jeopardizes patients’ lives
and quality of life. The absence of globally approved drugs for this indication underscores the

urgent and unmet medical needs in this critical area.

From 2017 to 2023, the number of new patients with brain metastases from lung cancer
worldwide increased from 333.5 thousand to 392.3 thousand at a CAGR of 2.7%. It is
estimated that the number of new patients with brain metastases from lung cancer worldwide
will reach 437.1 thousand in 2027, growing at a CAGR of 2.7% from 2023 to 2027, and further
to 508.7 thousand in 2033 growing at a CAGR of 2.6% from 2027 to 2033. From 2017 to 2023,
the number of new patients with brain metastases from lung cancer in China increased from
137.6 thousand to 166.3 thousand, at a CAGR of 3.2%. It is estimated that the number of new
patients with brain metastases from lung cancer in China will reach 187.0 thousand in 2027,
growing at a CAGR of 3.0% from 2023 to 2027, and further to 218.0 thousand in 2033,
growing at a CAGR of 2.7% from 2027 to 2033. From 2017 to 2023, the number of new
patients with brain metastases from NSCLC with EGFR mutations in China increased from
93.3 thousand to 112.9 thousand, representing a CAGR of 3.2%. It is estimated that in 2028,
the number of new patients with brain metastases from NSCLC with EGFR mutations will
reach 130.8 thousand and further to 148.6 thousand in 2033, with a CAGR of 3.0% from 2023
to 2028 and a CAGR of 2.6% from 2028 to 2030.

In China, the market size of EGFR-TKIs for patients with brain metastases from NSCLC
with EGFR mutations increased from RMBO.7 billion in 2017 to RMB2.5 billion in 2023,
representing a CAGR of 23.8%. It is expected to reach RMB3.1 billion in 2028 and further to
RMB3.6 billion in 2033, growing at a CAGR of 4.0% from 2023 to 2028 and a CAGR of 3.2%
from 2028 to 2033.
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To select the best first-line treatment for each patient with newly diagnosed advanced
NSCLC, the tumor must be evaluated for predictive biomarkers, and activating genetic
alterations amenable to targeted therapy by next-generation sequencing, colloquially referred
to as driver alterations or driver mutations. Targetable genetic alterations include numerous
EGFR mutations (exon 19 deletion, exon 21 L858R, T790M), ALK fusion, NTRK fusion, RET
fusion, and ROSI1 fusion. Patients with a targetable genetic alteration often benefit from oral
TKI therapy. However, for the treatment of patients with brain metastases from NSCLC,
surgical treatments, chemotherapy and radiotherapy are dominant treatment methods in China.
For NSCLC patients with brain metastases detected at the first diagnosis, if the lesions can be
removed by surgery, surgery will be performed and combined with chemotherapy or
radiotherapy. However, only approximately 25% of NSCLC patients with brain metastases in
China are qualified to receive surgical treatment. Among these qualified patients, even fewer
choose to receive brain tumor surgery as the first-line treatment. If the lesions cannot be
removed by surgery, patients with driver genes will be treated with targeted drugs combined
with chemotherapy and other therapeutic approaches. However, current targeted therapy
regimens are only effective for approximately 10% of patients with slow progression, and most
patients can only be treated by chemotherapy. For patients with brain metastases detected in the
course of treatment, the dosage of the original targeted drug will be increased or the original
targeted drug will be combined with chemotherapy, or chemotherapy or radiotherapy will be
used alone as monotherapy. Treatment options for brain metastases from NSCLC still remain
limited. The treatment paradigm of brain metastases from lung cancer is set forth below.

PS=0~1, lung lesion is
completely
resectable (not N,)

PS=0~1, T,or N, lung
lesion

Surgical resection of

brain metastases +

surgical resection of SRS/SRT/SBRT for brain

lung primary lesion + metastases + sequential

systemic chemotherapy or concurrent * Chemotherapy

Brain SRS (SRT) + chemoradiotherapy for « Optimal Supportive care
complete surgical lung lesions + systemic

resection of primary chemotherapy

lung lesion + systemic

chemotherapy

¢ Original TKI treatment +
local treatment

¢ Platinum-Doublet
Chemotherapy +
Bevacizumab

Abbreviation: SRS = Stereotactic Radiosurgery; SRT = Stereotactic Radiation Therapy; SBRT = Stereotactic Body
Radiotherapy

Notes: PS refers to the ECOG Performance Status Scale, a standard criteria for measuring how the disease impacts
a patient’s daily living abilities. It describes a patient’s level of functioning in terms of their ability to care
for themselves, daily activity, and physical ability (such as walking and working).

PS=0 means fully active, able to carry on all pre-disease performance without restriction; PS=1 means
restricted in physically strenuous activity but ambulatory and able to carry out work of a light or sedentary
nature, e.g., light house work, office work; PS=2 means ambulatory and capable of all self-care but unable
to carry out any work activities; up and about more than 50% of waking hours; PS=3 means capable of only
limited self-care; confined to bed or chair more than 50% of waking hours; PS=4 means completely disabled;
cannot carry on any self-care; totally confined to bed or chair; and PS=5 means dead.
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Source: CSCO NSCLC Treatment Guideline 2023, Frost & Sullivan Analysis

Unmet Clinical Needs of NSCLC Treatment

. Targeted drugs with better blood-brain barrier permeability. Currently, patients with
brain metastases have a poor prognosis. BBB is a complex and unique semi-permeable
membrane that serves as a protective structure to maintain homeostasis within the brain.
Due to the poor blood-brain barrier permeability of targeted drugs, the concentration of
drugs in the cerebrospinal fluid is lower than that in the peripheral blood at standard
doses, resulting in a poor effect of targeted therapy. Therefore, it is important to develop
targeted drugs with better blood-brain barrier permeability for the treatment of patients
with brain metastases.

. New generation targeted drugs or better treatment solutions to overcome acquired
resistance. Acquired resistance is categorized into on-target resistance and off-target
resistance. On-target resistance refers to mutations of the kinase domain, which lead to
steric hindrance changes or conformational changes to prevent TKI binding. Off-target
resistance may result from activation of bypass signaling, reactivation of downstream
signaling pathways or histological phenotypic shifts. To overcome the on-target
resistance, researchers are developing new generation of targeted therapy against tumor
cells with drug resistant mutations. Different treatment solutions are often required for
different off-target resistance. In some instances, combination therapy is more effective
than monotherapy, and new drug modalities show more benefits than those existing drugs.

. More effective targeted drugs for EGFR exon 21 L858R mutated patients. Exon 19
deletion and exon 21 L858R mutation are the two most common EGFR mutation
subtypes, yet the OS and PFS of patients with exon 21 L858R mutation treated with
EGFR-TKIs were significantly lower than those with exon 19 deletion. It is because that
the molecular characteristics of exon 21 L858R allow it to bind TKI drugs with a lower
affinity than exon 19 deletion. Increased drug dosage has the potential to elevate the
affinity for the drug, thereby improving the drug’s inhibition of the enzyme. Therefore,
an EGFR-TKI with lower toxicity may become a more effective targeted drug for EGFR
exon 21 L858R mutated patients as it is safer to increase drug dosage.

SCLC

SCLC is a heterogeneous neuroendocrine tumor originating from Kulchitsky cells of the
bronchial mucosal epithelium, and is the most aggressive subtype of lung cancer. Early
symptoms of SCLC are not too obvious and as the disease progresses gradually, the patient will
develop a cough. If the condition is further aggravated, the patient may have symptoms of loss
of appetite, fatigue and even anemia. SCLC remains one of the most lethal lung malignancies.
There are currently few therapeutic options for patients with SCLC. Moreover, all seer stages
combined SCLC five-year survival rate is less than 7%, the distant SCLC five-year survival
rate is less than 3%.
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Globally, the number of SCLC cases increased from 305.5 thousand in 2017 to 359.4
thousand in 2023 with a CAGR of 2.8%. The number is expected to continue to grow and reach
465.9 thousand in 2033. The number of SCLC patients in China has continued to grow in recent
years from 126.0 thousand in 2017 to 152.3 thousand in 2023 with a CAGR of 3.2%. This
number is expected to continue to grow and reach 199.7 thousand in 2033.

For the majority of patients, diagnosis of extensive-stage SCLC often occurs at an
advanced stage. Chemotherapy is the primary treatment modality for extensive-stage SCLC
patients, but resistance to chemotherapy drugs is common during the treatment process, leading
to inevitable tumor recurrence. Therefore, the development of novel drugs is crucial. In recent
years, targeted therapy has gained popularity in the treatment of NSCLC patients. However, the
treatment for small cell lung cancer patients is still in the experimental stage, and targeted
therapy drugs applicable to SCLC patients have not been identified yet. CDK?7 is unique in that
it is involved in both transcriptional and cell cycle regulation, is aberrantly overexpressed in
many types of cancer, and is associated with aggressive clinicopathologic features and poor
prognosis. Several selective CDK?7 inhibitors have shown promising antitumor activity in many
preclinical models and have entered clinical trials.

The treatment paradigm of SCLC in China is set forth below.

Level I Recommendation Level II Recommendation

+ Etoposide + Cisplatin/Carboplatin

Initial treatment

12‘;:;:1)!;? * Atezolizumab + etoposide + carboplatin Etoposide + Lobaplatin
Gl T [ +  Durvalumab + etoposide + carboplatin or cisplatin «  Trilaciclib or G-CSF
Initial treatment metastases + Etoposide/Irinotecan + cisplatin/carboplatin
for extensive
SCLC
With localized
symptoms *  Chemotherapy + Radiotherapy
With Brain P
*  Atezolizumab; Durvalumab ___ + Trilaciclib or G-CSF
+ Irinotecan/Docetaxel/
< 6 months Gemcitabine/Oral Etoposide/
recurrence *  Topotecan | Vinorelbine/
Treatment of Temozolomide/Trilaciclib
R or G-CSF
peC > 6 months . L.
recurrence +  Selection of the original program

Source: Literature Review, Frost & Sullivan Analysis

Breast Cancer

Breast cancer is the most common cancer in women, and its incidence rises with age,
increasing year by year as women age. It mostly happens in women aged 50. Developing from
breast tissue, breast cancer may present as a lump in the breast, a change in breast shape,
dimpling of the skin, fluid coming from the nipple, a newly inverted nipple, or a red or scaly
patch of skin.
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The global number of new breast cancer cases increased from 2,045.0 thousand in 2017
to 2,394.8 thousand in 2023, and is expected to reach 2,865.8 thousand in 2033. The number
of new breast cancer cases in China increased from 315.2 thousand in 2017 to 345.5 thousand
in 2023, and is projected to reach 376.9 thousand in 2033.

CDK4/6 inhibitors are novel targeted therapeutic agents, which are mainly applied to
HR+/HER2- breast cancer patients, making a breakthrough in related endocrine treatment
modalities. Compared with traditional endocrine therapy alone, CDK4/6 inhibitors combined
with endocrine therapy significantly prolonged the progression free survival of breast cancer
patients and was well tolerated. The treatment paradigm of breast cancer in China is set forth

below.

Preoperative
adjuvant

* First-line: TCbHP (Docetaxel + Carboplatin + Trastuzumab + Pertuzumab);
« S d-line: Paclitaxel, Ti b + Pyrotinib; Trastuzumab + Complex kinase inhibitor
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Trastuzumab « First-line: Pyrotinib + Capecitabine; T-DM1
Late-stage treatment failure * Second-line: T-Dxd
rescue

(Rl Trastuzumab « First-line: Paclitaxel in ion with b in combination with Pertuzumab

treatment sensitivity « Second-line: Docetaxel + Capecitabine + Trastuzumab

« First-line: Anthracyclines combined with Paclitaxel;
< S d-line: Paclitaxel in combination with Platinum + Pembrolizumab

Triple- therapy
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Paclitaxel Therapeutic

T « First-line: Single-agent paclitaxel; Combination Therapy
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treatment ¢ First-line: Monotherapy (eribulin, vinorelbine, gemcitabine, capecitabine);

Combination Therapy

Paclitaxel Therapeutic
Failure
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* Second-line: OFS + AL; OFS + Al + CDK4/6i
menopausal

Preoperative

Adjunctive
endocrine therapy Post - * First-line: AL; Al + CDK4/61
menopausal * Second-line: Fulvestrant

adjuvant
therapy

First-line: Al + CDK4/6i (Palbociclib, Abemaciclib)
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Late-stage
rescue TAM Treatment failure
treatment

Failure of non-
steroidal AI therapy

¢ Second-line: Al + Ribociclib; Fulvestrant + CDK4/6i; Al; Fulvestrant

« First-line: Al + CDK4/6i (Palbociclib, Abemaciclib)
¢ Second-line: Al + Chidamide/Ribociclib/Dalpiciclib/Everolimus

¢ First-line: Fulvestrant + CDK4/6i (Palbociclib, Abemaciclib, Dalpiciclib)
* Second-line: SteroidalAI + Chidamide/Everolimus;

Source: CSCO(2023), Frost & Sullivan Analysis

HR+/HER2—- breast cancer

HR+/HER2- breast cancer is the tumor tested positive for estrogen and progesterone
receptors and negative for HER2. This subtype accounts for most cases of breast cancer.
Results of related studies showed that CDK4/6 inhibitors in combination with endocrine
therapy extended the preferred indications for endocrine therapy and provided benefits for
HR+/HER2- patients. There are four main female breast cancer subtypes, including the
following in order of prevalence: HR+/HER2—, HR-/HER2—-, HR+/HER2+, and HR—/HER2+.
The breast cancer subtype HR+/HER2- is the most common subtype, around 60% of breast
cancers are HR+/HER2-.

ER+/HER2- indicates specific molecular characteristics of breast cancer cells. Estrogen

receptor positive or “ER+” means the breast cancer cells express estrogen receptors, indicating
sensitivity to antiestrogen. “HER2-" signifies that these breast cancer cells do not overexpress
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human epidermal growth factor receptor 2 (HER2), distinguishing them from other breast
cancer types where HER2 is overexpressed. ER+/HER2- breast cancer is a relatively common
subtype. HR+ includes both ER+ and progesterone receptor positive (PR+). In HR+ breast
cancer, it typically involves the simultaneous expression of both estrogen receptors and
progesterone receptors. About 80% of all HR+ breast cancers are ER+ or ER/PR+.

The global number of new HR+/HER2- breast cancer cases increased from 1,267.9
thousand in 2017 to 1,484.8 thousand in 2023, and is expected to reach 1,776.8 thousand in
2033. In China, the number of new HR+/HER2- breast cancer cases increased from 189.1
thousand in 2017 to 207.3 thousand in 2023, and it is expected to reach 226.1 thousand in 2033.

According to the treatment guidelines for HR+/HER2— breast cancer, the antitumor
treatment regimen for resectable breast cancer is surgery plus systemic therapy. Once the
disease progresses and becomes locally advanced or metastatic breast cancer, the first-line
recommended therapy is endocrine therapy combined with CDK4/6 inhibitors. The treatment
paradigm of HR+/HER2- breast cancer in China is set forth below.

Endocrine-
sensitive

Endocrine-
resistant

CDK4/6

D Juuhiig inhibitor + fulvestrant

First-line

PIK3CA-mutant PIK3CA wt
| |

Second-line Alpelisib + fulvestrant fulvestrant

Exemestane + evero

limus

Exemest.ane + evero Exemest.ane + evero Chemotherapy
limus limus

Third-line

Source: CSCO(2023), JCO Oncology Practice, Frost & Sullivan Analysis
TNBC

TNBC is characterized by the lack of estrogen and progesterone receptor expression and
lacks HER2 over-expression or gene amplification, which accounted for approximately 15% of
total breast cancer population globally. TNBC is typically diagnosed more frequently in
younger and premenopausal women. It is a biologically aggressive tumor, characterized by
moderate/high grade and highly proliferative cancer cells, which, together with limited
treatment options leads to the poorest prognosis among breast cancer subtypes.

The number of new TNBC cases has historically shown steady growth and is anticipated
to continue increasing in the future. Globally, the number of new TNBC cases increased from

306.8 thousand in 2017 to 359.2 thousand in 2023. The number is forecasted to reach 387.6
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thousand in 2027 and 429.9 thousand in 2033. The number of new TNBC cases in China
increased from 47.3 thousand in 2017 to 51.8 thousand in 2023. The number is forecasted to
reach 54.2 thousand in 2027 and 56.5 thousand in 2033.

TNBC is a highly aggressive subtype of breast cancer. Chemotherapy is the primary
treatment for TNBC, but its effectiveness is limited. In recent years, various targeted treatment
strategies have emerged based on specific molecules and signaling pathways expressed in
TNBC. The treatment paradigm of TNBC in China is set forth below.

Preoperative
adjuvant
therapy

« First-line: Anthracyclines combined with Paclitaxel;
< S d-line: Paclitaxel in combination with Platinum + Pembrolizumab

Triple-
negative breast

cancer Therapeutic

Late-stage « First-line: Single-agent paclitaxel; Combination Therapy
rescue
treatment Paclitaxel ~ Therapeutic

Failure

« First-line: Monotherapy (eribulin, vinorelbine, gemcitabine, capecitabine);
Combination Therapy

Source: CSCO(2023), Frost & Sullivan Analysis

Unmet Clinical Needs of Breast Cancer Treatment

. Recurrence/metastatic diseases for HR+/HER2— patients. Although outcomes for
patients with breast cancer have improved in the past years, with disease-free survival
increasing to a much higher rate, unmet needs remain. 30% of HR+/HER2—- BC patients
develop metastatic (incurable) disease at some point. The goal of treatment is to prolong
life, whilst limiting the impact of side effects on patients’ quality of life. While survival
for metastatic breast cancer has improved, patients eventually need chemotherapy, which
will result in additional side effects. More advances are required to delay disease
progression and continue day-to-day lives.

. Limited treatment options in the late-stage setting. CDK4/6 inhibitors have dramatically
changed the therapeutic landscape for HR+/HER2 - advanced breast cancer. Combination
of CDK4/6 inhibitors with endocrine therapy significantly improves patients’ PFS and
OS, and reduces the risk of disease progression and death. Despite the effectiveness of
current therapeutic strategies, drug resistance remains a great challenge and there is no
effective treatment for HR+/HER2— metastatic breast cancer. There is a significant need
for new and effective HR+/HER2- therapeutics that can be administered to patients.

. Addressing drug resistance in breast cancer therapy. Currently, CDK4/6 inhibitor in
combination with endocrine therapy is the standard of care in patients with HR+/HER2-
metastatic breast cancer. Although the approval of CDK4/6 inhibitors changed the
treatment landscape for these patients, 10 to 20% of the patients turn out to be primarily
resistant to this therapy, and acquired resistance eventually occurs in virtually all patients.
Therefore, the mechanisms underlying resistance to CDK4/6 inhibitors and the
development of new therapeutic strategies to circumvent such resistance is a hot topic in
cancer research.
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. Limited treatment options for TNBC patients. TNBC is widely recognized as an
aggressive breast cancer subtype with high rates of recurrence and metastatic spread.
Although targeted therapies have benefited patients with other subtypes of breast cancer,
sequential single-agent chemotherapy remains the standard of care for patients with
TNBC.

Prostate Cancers

Prostate cancer is an epithelial malignant tumor that occurs in the prostate. It is the most
common malignant tumor of the male genitourinary system, and it mostly occurs in people over
65 years of age. Early prostate cancer usually has no clear symptoms, often similar to those of
benign prostatic hyperplasia. Metastatic prostate cancer (especially bone metastases) can cause
symptoms, such as difficulty in maintaining the stream of urine, frequent urination, bone pain,
dysuria (painful urination), hematuria and difficulty with erection. The five-year age-
standardized overall survival rate for prostate cancer patients in China is 69.2%, compared to
97.4% in the U.S. Additionally, the proportion of Chinese prostate cancer patients with distant
metastasis at the time of initial diagnosis is approximately 30.5%, significantly higher than the
6.8% observed in North America.

The number of new prostate cancer cases globally grew from 1,237.9 thousand in 2017
to 1,543.8 thousand in 2023 with a CAGR of 3.8%. This number is expected to grow and reach
2,049.6 thousand in 2033. The number of new prostate cancer cases in China grew from 97.3
thousand in 2017 to 132.7 thousand in 2023, with a CAGR of 5.3%. This number will continue
to grow and reach 189.1 thousand in 2033.

Currently, abiraterone acetate has been unanimously recommended by national guidelines
for the first line treatment of patients with metastatic desmoplasia resistant prostate cancer.
Prostate cancer is an androgen sensitive tumor, and androgens play a key role in prostate
carcinogenesis through their interaction with the androgen receptor. Abiraterone is an
endocrine therapeutic agent that blocks androgen synthesis, but an increasing number of
preclinical and clinical studies have revealed that the signaling pathway is frequently
dysregulated and resistant in prostate cancer after abiraterone treatment, and new therapeutic
options are urgently needed in the clinic. Studies have demonstrated that CDK4/6 inhibitors
inhibit tumor growth and reverse drug resistance in preclinical models such as prostate cancer,
and CDK combined with abiraterone will have potential synergistic antitumor efficacy in
prostate cancer. The treatment paradigm of prostate cancer in China is set forth below.
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Restricted Level I Recommendation Level Il Recommendation
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i A p + docetaxel = prednisone
LG hormone-sensitive ADT + EBRT/Enzalutamide/apalutamide P
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Cancer

(mHSPC)

prostate cancer
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apalutamide

hormone-sensitive
prostate cancer

non-

= i s . . . . . .
2 metastatic PSADTS10 month: Apal de; Darol de; Ei d; Other second-line endocrine therapy; Observational follow-up
a P SADT> 19 months Observation Other second-line endocrine therapy
2
g No previous novel Abi /prednisone; Enzal id Olaparib/Niraparib + Abiraterone; Talazoparib +
endocrine therapy, Docetaxel; Radium 233 Enzalutamide; Sipuleucel-T/Rezvilutamide

chemotherapy

. Previous failure of novel . . Abiraterone/E: ide/Prednisone; Sipuleucel-T/Cabazitaxel;
Metastatic > 1 8 . -
POV cridocrine therapy without D Olaparib; Radium 233 ey —
Résistant chemotherapy
Prostate Failure of prior docetaxel .| Abi 1. . Engal ide: Ol ib:
Cancer ml e nhp,”m, ?.Lf ey, . . . aparib; Cabazitaxel; Olaparib + Abiraterone; Rezvilutamide

(mCRPC) chemotherapy without Radium 233

novel endocrine therapy

Previous novel endocrine

therapy failure, de wel q q

LAY [l Condlane Olaparib Radium 233; Docetaxel; Lu-PSMA-617 + SOC

treatment failure

Note: Restricted prostate cancer, also known as localized prostate cancer, remains within the prostate gland without
spreading outside of it or to any other parts of the body.

Source: CSCO, Frost & Sullivan Analysis
mCRPC

Almost all advanced prostate cancer patients will eventually progress to CRPC after
undergoing hormonal therapy, with mCRPC being the primary cause of patient death. The main
goal for treating mCRPC is to control symptoms and slow progress. Even though ADT or
hormone therapy may no longer work completely to stop prostate cancer from growing, most
men with mCRPC remain on ADT because some prostate cancer cells will continue to respond
to it. Other cells need additional treatment to keep the cells from forming. The treatment

paradigm of mCRPC China is set forth below.

In 2017, global mCRPC incidence was 121.3 thousand, growing to 151.3 thousand in
2023 with a 3.8% CAGR. Predictions indicate further growth to 170.4 thousand in 2027 and
200.9 thousand in 2033, with CAGRs of 3.0% and 2.8%, respectively. In China, mCRPC
incidence was 48.7 thousand in 2017, reaching 66.4 thousand in 2023 at a 5.3% CAGR.
Projections suggest it will reach 76.6 thousand in 2027 and 94.6 thousand in 2033, with
CAGRs of 3.6% and 3.6%, respectively.
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Source: CSCO, Frost & Sullivan Analysis

Fewer drug treatments are available, and thus there is an urgent need for prolonged
survival. The current approved primary treatment option for adult patients with mCRPC who
have failed prior therapy is chemotherapy with a combi