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IMPORTANT: If you are in any doubt about any of the contents of this prospectus, you should obtain independent professional 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 “Documents Delivered to the Registrar of Companies and Available for Inspection”
in Appendix VI to this prospectus, has been registered by the Registrar of Companies in Hong Kong as required by section 38D 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 for the contents of this prospectus or any other document referred to above.

The Offer Price is expected to be fixed by agreement between ICBCI Capital (for itself and on behalf of the Underwriters) and our Company on the Price
Determination Date. The Price Determination Date is expected to be on or about November 1, 2019 and, in any event, not later than November 4, 2019. The Offer
Price will be not more than HK$7.55 per Offer Share and is currently expected to be not less than HK$6.55 per Offer Share. Applicants for the Offer Shares are
required to pay, on application, the maximum Offer Price of HK$7.55 for each Hong Kong Offer Share together with brokerage of 1.0%, SFC transaction levy of
0.0027% and Stock Exchange trading fee of 0.005%, subject to refund if the Offer Price as finally determined is less than HK$7.55. If, for any reason, the Offer
Price is not agreed by November 4, 2019 between ICBCI Capital (for itself and on behalf of the Underwriters) and us, the Global Offering will not proceed and
will lapse.

ICBCI Capital, on behalf of the Underwriters, may, with the consent of our Company, reduce the number of Hong Kong Offer Shares and/or the indicative Offer
Price range below that is stated in this prospectus (being HK$6.55 per Share to HK$7.55 per Share) at any time prior to the morning of the last day for lodging
applications under the Hong Kong Public Offering. In such a case, notices of the reduction in the number of Hong Kong Offer Shares and/or the indicative Offer
Price range will be published on the websites of the Stock Exchange at www.hkexnews.hk and our Company at www.totbiopharm.com.cn as soon as practicable
but in any event not later than the morning of the day which is the last day for lodging applications under the Hong Kong Public Offering. Further details are set
forth in “Structure of the Global Offering” and “How to Apply for Hong Kong Offer Shares™ in this prospectus.

Prior to making an investment decision, prospective investors should carefully consider all of the information set out in this prospectus, in particular, the risk
factors set out in the section headed “Risk Factors”. The obligations of the Hong Kong Underwriters under the Hong Kong Underwriting Agreement to subscribe
for, and to procure subscribers for, the Hong Kong Offer Shares, are subject to termination by ICBCI Capital (for itself and on behalf of the Hong Kong
Underwriters) if certain events shall occur prior to 8:00 a.m. on the Listing Date. Such grounds are set out in the section headed “Underwriting” in this prospectus.

The Offer Shares have not been and will not be registered under the US Securities Act or any state securities law in the United States and may not be offered or
sold, pledged or transferred within the United States except in transactions exempt from, or not subject to, the registration requirements of the US Securities Act.
The Offer Shares are being offered and sold (1) to QIBs in reliance on Rule 144A or another exemption from registration under the US Securities Act and (2)
outside the United States in offshore transactions in reliance on Regulation S under the US Securities Act.
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EXPECTED TIMETABLE™"

Latest time to complete electronic applications under
HK eIPO White Form service through the designated
website at www.hkeipo.hk™® ... ... L 11:30 a.m. on Friday, November 1, 2019

Application lists of the Hong Kong Public Offering open®® .. 11:45 a.m. on Friday, November 1, 2019

Latest time to lodge WHITE and
YELLOW Application Forms .. ................... 12:00 noon on Friday, November 1, 2019

Latest time to give electronic application instructions
to HKSCC™ . ... . 12:00 noon on Friday, November 1, 2019

Latest time to complete payment for HK eIPO White Form
applications by effecting Internet banking transfer(s) or
PPS payment transfer(s) ............... . ... ..., 12:00 noon on Friday, November 1, 2019

Application lists of the Hong Kong Public Offering close .. 12:00 noon on Friday, November 1, 2019

Expected Price Determination Date® . ... ... ... ... .............. Friday, November 1, 2019

Announcement of:
¢ the Offer Price;
¢ the indication of the level of interest in the
International Offering;
e the indication of the level of interest in the Hong Kong
Public Offering; and
e the basis of allocation of the Hong Kong Offer Shares
to be published on the website of
the Hong Kong Stock Exchange at www.hkexnews.hk and
our website at www.totbiopharm.com.cn'® on or before . ...... Thursday, November 7, 2019

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
(see “How to Apply for Hong Kong Offer Shares”) from .......... Thursday, November 7, 2019

Results of allocations in the Hong Kong Public Offering will
be available at www. tricor.com.hk/ipo/result
(alternatively www.hkeipo.hk/TPOResult) with a
“search by ID Number/Business Registration Number”
function from . . . . . Thursday, November 7, 2019

Dispatch of share certificates in respect of wholly or
partially successful applications on or before” . .............. .. Thursday, November 7, 2019

Dispatch of HK eIPO White Form e-Auto refund payment
instructions and/or refund cheques (if applicable) in respect of
wholly or partially unsuccessful applications on or before® .. ... ... Thursday, November 7, 2019

Dealings in Shares on the Hong Kong
Stock Exchange to commence at . ................... 9:00 a.m. on Friday, November 8, 2019
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Notes:

(1)

(2)

(3)

(4)

(5)

(6)

(N

(8)

All times refer to Hong Kong local time unless otherwise stated. Details of the structure of the Global Offering, including
its conditions, are set out in the section headed “Structure of the Global Offering” in this prospectus.

You will not be permitted to submit your application through the designated website at www.hkeipo.hk after 11:30 a.m. on
the last day for submitting applications. If you have already submitted your application and obtained a payment 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 a tropical cyclone warning signal number 8 or above, or a “black” rainstorm warning in force in Hong Kong at any
time between 9:00 a.m. and 12:00 noon on Friday, November 1, 2019, the application lists will not open and close on that
day. See “How to apply for Hong Kong Offer Shares — 10. Effect of bad weather on the opening of the application lists” in

this prospectus.

Applicants who apply for Hong Kong Offer Shares by giving electronic application instructions to HKSCC should refer
to the section headed “How to Apply for Hong Kong Offer Shares — 6. Applying by Giving Electronic Application
Instructions to HKSCC via CCASS” in this prospectus.

The Price Determination Date, being the date on which the Offer Price is to be determined, is expected to be on or around
Friday, November 1, 2019, and, in any event, not later than Monday, November 4, 2019. If, for any reason, the Offer Price
is not agreed between ICBCI Capital (for itself and on behalf of the Underwriters) and us by Monday, November 4, 2019,
the Global Offering will not proceed and will lapse.

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

Share certificates for the Offer Shares are expected to be issued on or before November 8, 2019 but will only become valid
certificates of title provided that (i) the Global Offering has become unconditional in all respects, and (ii) neither of the
Underwriting Agreements has been terminated in accordance with its terms. Investors who trade Shares on the basis of
publicly available allocation prior to the receipt of share certificates or prior to the share certificates becoming valid

certificates of title do so entirely at their own risk.

e-Auto refund payment instructions/refund cheques will be issued in respect of wholly or partially unsuccessful
applications and in respect of successful applications if the Offer Price is less than the price payable on application.

The above expected timetable is a summary only. You should refer to ‘“Underwriting”,

“Structure of the Global Offering” and “How to Apply for Hong Kong Offer Shares” in this
prospectus for details relating to the structure of the Global Offering, including the conditions of

the Global Offering, and the procedures for application for the Hong Kong Offer Shares.
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SUMMARY

This summary aims to give you an overview of the information contained in this prospectus. As
this is a summary, it does not contain all the information that may be important to you. You should
read the entire document before you decide to invest in the Offer Shares. In particular, we are a
biopharmaceutical company seeking to list on the Main Board of the Stock Exchange under
Chapter 18A of the Listing Rules as we are unable to meet the requirements under Rule 8.05 (1),
(2) or (3) of the Listing Rules. There are unique challenges, risks and uncertainties associated with
investing in companies such as ours. In addition, we have incurred significant operating losses since
our inception, and we expect to remain loss making in the near term. We had negative net cash flow
from operating activities during the Track Record Period. We did not declare or pay any dividends
during the Track Record Period and do not intend to pay any dividends in the near future. Your
investment decision should be made in light of these considerations.

There are risks associated with any investment. 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.

BUSINESS OVERVIEW

We are a clinical-stage biopharmaceutical company dedicated to developing and commercializing
innovative oncology drugs and therapies. Our mission is to build a leading brand name of oncology
treatments trusted by patients and their families as well as medical professionals in China. We have a
comprehensive portfolio of oncology drug candidates, which include monoclonal antibodies (mAbs),
antibody drug conjugates (ADCs), oncolytic virus products and specialty oncology drugs such as
liposome drugs, targeting various types of cancers. Since our inception in 2009, we have built and
established a fully integrated in-house platform of discovery, process development, quality management,
pre-clinical and clinical development, as well as commercial-scale manufacturing facilities and proven
sales and marketing capabilities, which provides flexibility and scalability for our business to expand
along the innovative drug industry value chain.

Our comprehensive product pipeline consists of seven biological and five chemical drug
candidates, 11 of which are in-house developed. Our strategy is to develop innovative drugs that have
high viability for commercialization and clear market demand. We focus on achieving a diverse product
mix with a sustainable launch schedule, targeting to start from 2020. We also intend to leverage our
commercial-scale manufacturing and proven sales and marketing capabilities to shorten the
time-to-market and time-to-peak sales of our products when approved. As of the Latest Practicable Date,
we had four biological drug candidates in the clinical stage. Our most advanced biological drug candidate
and Core Product, TABOOS, is undergoing Phase III clinical trials. TAB0OS is a bevacizumab biosimilar.
Bevacizumab has been approved for the treatment of non-squamous non-small-cell lung cancer
(nsNSCLC) and metastatic colorectal cancer (mCRC) in China. We currently expect to launch TAB008
between late 2020 and early 2021. We have three other clinical-stage biological drug candidates
undergoing Phase I clinical trials (namely TADO11 and TABO14, both mAb drugs, and TAAO13, an ADC
drug) and three biological drug candidates undergoing pre-clinical development (namely TAYO18,
TEP118 and TVP211). Among our chemical drug candidates, we submitted the ANDA for one small
molecular chemical drug (namely TOZ309), which was accepted by the NMPA in July 2019. We had two
small molecular chemical drugs (namely TOM312 and TIC318) undergoing CMC or BE study and two
liposome chemical drugs (namely TID214 and TIO217) in the pre-clinical stage as of the Latest
Practicable Date. We target to commercialize these pipeline products in China once approved and plan to
establish our presence in overseas markets in the long term.
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We develop our pipeline on our three integrated technology platforms. The Therapeutic
Monoclonal Antibody and ADC Technology Platform facilitates our development of a series of antibody
drugs and ADCs by integrating our research and development team capability and manufacturing
competence. Our Gene Engineering Based Therapeutics Technology Platform integrates anti-tumor
immunotherapy, gene therapy and viral therapy and functions as a research and development and
manufacturing platform for the tumor-targeted recombinant oncolytic virus vector system. The
Innovative Drug Delivery Technology Platform consists of an advanced targeted liposome drug delivery
system possessing the key encapsulation technologies of both hydrophobic and hydrophilic compounds,
capable of preventing decomposition of the entrapped combinations and releasing the entrapped
compounds at designated targets. Taking advantage of these technology platforms, we have developed a
robust product pipeline and will continue to further the clinical and pre-clinical development of our drug
candidates. See “Business — Research and Development” for the patents yielded from our research and
development activities. As of the Latest Practicable Date, we had one granted patent and five pending
patent applications in relation to our Core Product.

Equipped with our full industry value chain capabilities, including research and development,
clinical trials, manufacturing and commercialization, we adopt an open platform business model under
which we collaborate with third party business partners at different stages of the industry value chain.
Our full industry value chain capabilities make our open platform attractive to an industry player whose
capability in certain parts of the industry value chain is complementary to ours. As such, we have entered
into various types of collaboration arrangements with different industry players, as summarized in

“Business — Collaboration with Strategic Business Partners”.

We have assembled a senior management team with extensive experience and profound knowledge
in cancer treatment. Our senior management team represents a full spectrum of complementary skillsets,
including pre-clinical research, clinical development, manufacturing, quality control and assurance and
commercialization, and has broad experience in different cancer treatments including mAbs, ADCs,
oncolytic virus and specialty oncology drugs. With a proven record of success and extensive expertise in
oncology, our management team is key to our Company and is well-positioned to lead us to achieve future

Success.
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OUR DRUG CANDIDATES

We have a pipeline of 12 drug candidates, which are under research and development toward the
submission or approval of NDAs or ANDAs. Development progress and key milestones differ in these two
regulatory pathways. The following chart summarizes the development status, as of the Latest Practicable
Date, of each of the nine drug candidates for which an NDA is required to be submitted:

Category Drug Indication(s) Registration| Pre-Clinical | Clinical Trials | NDA® [Commercial
Candidate Category® Rights
Phase/Phase/Phase,
I Im | I

Monoclonal TAB008® nsNSCLC® Category 2 Worldwide

antibody/ |(anti-VEGF mAb) biosimilar
recombinant

protein
TADO11 Nasopharyngeal Category 2 Worldwide

(anti-EGFR mAb)|cancer, esophageal | new drug
cancer, pancreatic

cancer
TAB014® Wet age-related Category 1 Worldwide®
(anti-VEGF mAb)| macular degeneration| new drug
(WAMD)
TAYO018 Non-Hodgkin’s Category 1 Worldwide
(anti-CD47 mAb)|lymphoma, new drug
myelodysplastic
syndrome, acute
myelogenous
leukemia, solid
tumors
TEP118" Biliary cancer, Category 1 Worldwide
(modified gallbladder tumors, | new drug
version of metastatic cancer,

hyaluronidase) |NSCLC,
gastric cancer

ADC drug TAAO013 HER2+ Category 1 Worldwide
(anti-HER2 ADC)| breast cancer new drug
Oncolytic TVP211 Solid tumors Category 1 Worldwide
virus drug (genetically new drug
modified vaccinia
virus)
Liposome TID214 Solid tumors Category 2 Worldwide
chemical (liposomal new drug
drug docetaxel)
TIO217 Gastrointestinal Category 2 Worldwide
(liposomal tumors new drug
oxaliplatin)
(1) See “Regulatory Overview — Relevant Laws and Regulations of the PRC — Examination and Approval of New

Drug” for details of each category.
(2) NDA is applicable to the application of new drugs and Category 5.1 imported drugs.
3) Core Product.
(4) TABOOS is a bevacizumab biosimilar. Bevacizumab has been approved for the treatment of nsSNSCLC and mCRC in

China. Additional indications of bevacizumab approved in the United States or the EU include glioblastoma, renal
cell carcinoma, cervical cancer, ovarian cancer and breast cancer.

(5) TABO14 is an ophthalmic formulation of bevacizumab.
(6) We licensed out the right of commercialization in China, Hong Kong and Macau.
(7) Recombinant protein.
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The other three of our drug candidates are small molecular chemical drugs, for which an ANDA is
required to be submitted following completion of CMC or BE study. We expect to start commercialization
of these three drug candidates in the near future, starting in the second half of 2020. The following chart

summarizes the development status of each of them as of the Latest Practicable Date:

Category Candidate Indication(s) Registration CMC BE Study ANDA®
Category®
Small molecular TOZ309 Malignant glioma Category 4
chemical drug | (temozolomide) generic drug
TOM312 Cancer- and HIV- Category 5.2
(megestrol associated cachexia imported drug
acetate)
TIC318 Epithelial-derived Category 4
(carboplatin) |ovarian cancer, small- generic drug
cell lung cancer, head
and neck squamous
cell carcinoma,
testicular tumors,
malignant lymphoma,
cervical cancer,
bladder cancer,
and NSCLC
Notes:
(1) See “Regulatory Overview — Relevant Laws and Regulations of the PRC — Examination and Approval of New

Drug” for details of each category.

(2) ANDA is applicable to the application of generic drugs or Category 5.2 imported drugs.

Clinical-Stage Biological Drug Candidates

TABO008, our most advanced biological drug candidate and our Core Product, is currently
undergoing Phase III clinical trials in China, and we expect to launch this product between the end of
2020 and early 2021, subject to regulatory approval. It is an anti-VEGF mAb and biosimilar drug
candidate to bevacizumab, which is sold under the trade name of Avastin. Avastin has been the most
widely used anti-VEGF mAb drug with abundant real-world evidence of its efficacy and safety since its
entry into the market in 2004. According to Frost & Sullivan, the global bevacizumab market reached
US$7.0 billion in 2018. The bevacizumab market in China reached RMB3.2 billion in 2018 and is
estimated to grow to RMB13.1 billion in 2023, representing a CAGR of 32.7%; the bevacizumab
biosimilar market in China is expected to reach RMBO0.02 billion in 2019 and is estimated to grow to
RMB6.4 billion in 2023, representing a CAGR of 343.9% from 2019 to 2023, according to Frost &
Sullivan.

As of the Latest Practicable Date, the NMPA had only approved two indications for bevacizumab,
namely, first-line treatment for mCRC and nsNSCLC. However, the FDA has approved six while the
EMA has approved seven indications, including in combination with erlotinib in EGFR mutant NSCLC,
and we believe this last indication has the utmost significance in Asian populations. Therefore, we believe
the overall potential for bevacizumab in China is huge as we expect the NMPA to approve new indications
in the future similar to the FDA and the EMA. If Avastin obtains any approval from the NMPA for new
indications, we may be able to expand the indication of TABOO8 without separate clinical trials.

_4_
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In Phase I clinical trials, TABOO8 and Avastin demonstrated bioequivalent pharmacokinetic
profiles and comparable safety profiles and immunogenicity. The biosimilar approval pathway is
established based on the scientific objective of proving that there are no clinically meaningful differences
in the safety and efficacy of biosimilars when compared to the reference drug, whereas the scientific
objective for the novel and innovative drug approval pathway is a full exploration of whether a medical
strategy or treatment is safe and effective in humans. Based on this principle, there is generally no
requirement to conduct a Phase II clinical trial for biosimilars since the proper dose assuring safety and
efficacy has already been determined for the reference product. Once the sponsor of the biosimilar
receives IND approval for a particular indication, the sponsor of the biosimilar may, at its own discretion,
choose to commence later trials. We expect to complete the Phase III clinical trials of TABOO8 around the
year end of 2019 and submit an NDA for TAB0O8 in March or April of 2020. We plan to commercialize
TABOOS leveraging our proven sales and marketing capabilities and our commercial-scale manufacturing
facilities. See “Business — Our Drug Candidates — Our Core Product — Commercialization Plans” for
details. As there is abundant evidence of the efficacy of Avastin used in combination with other therapies,
we plan to capitalize on these market opportunities in the commercialization of TABOOS via combining
immuno-oncology treatments.

In light of the significant growth potential of the bevacizumab market in China, 13 bevacizumab
biosimilar drug candidates have completed or reached Phase III clinical trial. Our TABOOS was the first
bevacizumab biosimilar to register on the CDE’s website for Phase III clinical trials among the 11 Phase
IIT candidates, second in progress only to the two candidates for which NDAs have been submitted.
Moreover, leveraging our commercial-scale manufacturing and proven sales and marketing capabilities,
we believe we are able to shorten the time-to-market and time-to-peak sales of our TABOO8 when
approved. We plan to compete with other bevacizumab developers primarily based on our focus on
product quality, manufacturing cost efficiency and reliability of supply, given our projected capability to
manufacture TABOOS8 on a large scale and in accordance with GMP quality standards, while maintaining
sound cost control measures (including through adopting and developing cost-effective technologies such
as single-use technologies, cell culture media, and our proprietary perfusion-batch hybrid technology). In
particular, we use 2,000L bioreactors to manufacture TABOOS8, demonstrating our readiness for
cost-efficient commercial production. We believe our TABOOS8 is well positioned to tap into the
bevacizumab biosimilar market as one of the first movers.

In addition to TAB0OO8, we have three biological drug candidates undergoing Phase I clinical trials,
including:

TAAO013, an ADC candidate containing trastuzumab and emtansine (Trastuzumab-MCC-DMI)
aiming to become an affordable alternative of Kadcyla, is currently undergoing Phase I clinical trials in
China. We currently expect to complete its Phase III clinical trials by the end of 2022 and to launch this
product in 2023, subject to regulatory approval. In the United States, Kadcyla is considered the standard
second-line treatment for metastatic HER2+ breast cancer patients who received trastuzumab,
pertuzumab and taxane in the first-line treatment, according to Frost & Sullivan. However, Kadcyla is
substantially more expensive than alternative drugs and therapies. According to Frost & Sullivan,
Kadcyla had worldwide sales of US$1.0 billion in 2018. No ADC product is currently available in China,
while China’s market for ADC products that target HER2+ breast cancer is expected to reach RMB1.5
billion in 2024, according to Frost & Sullivan.

Unlike chemotherapy, ADCs are intended to target and kill only the cancer cells. The antibody
embodied in an ADC can specifically target tumor cells and deliver the cytotoxic drug linked to such

_5_
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antibody into tumor cells. Due to this mechanism, ADCs have higher potency and much less off-target
toxicity compared to chemotherapy, according to Frost & Sullivan. We believe we are one of the few
biotech companies in China possessing manufacturing capabilities for ADC drugs. In addition, we are in
the process of constructing a GMP-compliant workshop specialized in commercial-scale ADC production
and built to international standards. As such, we believe we are well positioned to capture the huge
market opportunities leveraging our strength in manufacturing.

TADO11 is an anti-EGFR mAb drug candidate with the same primary sequence as nimotuzumab.
TADO11 possesses advantages over nimotuzumab because it is expressed in CHO cells, which are more
adaptable to human bodies than drugs expressed in NSO cells, and its antibody-dependent cell-mediated
cytotoxicity (ADCC) activity is substantially higher. Compared to other anti-EGFR mAb drugs, TADO11
has lower off-target toxicity due to its lower affinity for EGFR and hence reduced effect on normal
epithelial cells. We believe it is also more affordable and suitable for various combination therapies.

TADO11 is currently undergoing Phase I clinical trials in China, and we expect to complete its
Phase III clinical trials by 2023 and to launch this product in 2024, subject to regulatory approval.
Compared to small molecular inhibitors of EGFR, nimotuzumab has a broader range of indications,
including nasopharyngeal cancer, esophageal cancer and pancreatic cancer. According to Frost &
Sullivan, the incidence of EGFR-positive advanced nasopharyngeal cancer reached 37,700 in 2018 and is
expected to grow to 42,500 by 2023 at a CAGR of 2.5%. The incidence of EGFR-positive advanced
esophageal cancer in China reached 143,000 in 2018 and is expected to grow to 167,000 by 2023 at a
CAGR of 3.1%. China’s market of nimotuzumab for treatment of nasopharyngeal cancer and esophageal
cancer reached RMB489.1 million in 2018 and is expected to reach RMB2,504.8 million in 2024,
according to Frost & Sullivan. In addition, the incidence of metastatic pancreatic cancer in China reached
83,900 in 2018 and is expected to grow to 98,600 by 2023 at a CAGR of 3.3%, according to Frost &
Sullivan.

TABO014 is the first bevacizumab based antibody having enrolled patients in Phase I clinical trial
for the treatment of retinal neovascularization, such as wet age-related macular degeneration (wWAMD), in
China. Therefore, we expect it to be first-in-class in China. It may also be used for the treatment of
diabetic macular edema (DME), retinal vein occlusion (RVO) and choroidal neovascularization (CNV).
We licensed out the right of commercialization in China, Hong Kong and Macau as it is a non-oncology
drug. See “Business — Collaboration with Strategic Business Partners” for details. We expect the Phase
IIT clinical trials of TABO14 to be completed by 2022, followed by product launch in 2023, subject to
regulatory approval. TABO14 is developed based on bevacizumab with an ophthalmic formulation.
Although it is not an oncology drug, we decided to develop it as an extension of our development of
TABOOS to target the huge unmet ophthalmic market demand. We intend to produce TABOI4 in a
cost-efficient manner by utilizing our existing commercial-scale manufacturing capabilities for TAB0OS
and to position TABO14 as a much more affordable anti-VEGF therapeutic option compared to Lucentis,
Langmu and Eylea for the said eye diseases. China’s market for anti-VEGF mAbs as a treatment for
wAMD reached RMB2.0 billion in 2018 and is expected to reach RMB6.0 billion in 2023, according to
Frost & Sullivan. We also intend to tap into potential overseas markets for TABO14 by seeking
co-development and/or out-license opportunities.

Other Drug Candidates
TOZ309

We are developing TOZ309, a generic drug candidate of Temodal (temozolomide capsule).
Temozolomide is an alkylating agent that can kill cancer cells by damaging their DNA. With improved
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efficacy and fewer side effects compared to conventional chemotherapy drugs, temozolomide capsules
are today used as a first-line medication for both newly diagnosed and recurrent glioma. China’s market
for temozolomide capsules reached RMB1.8 billion in 2018 and is expected to grow to RMB2.5 billion by
2023 at a CAGR of 6.2%, according to Frost & Sullivan. We submitted the ANDA for TOZ309, which was
accepted by the NMPA in July 2019.

TOM312

We are developing TOM312, a generic drug candidate of Megace (megestrol acetate oral
suspension) for the treatment of cancer- and HIV-associated cachexia. Megestrol acetate is a progestin
medication commonly used to treat cachexia. Megestrol acetate is easier to absorb and has better
tolerance in oral suspension than in solid dosage forms, but currently it is only available in solid dosage
forms in China. China’s megestrol acetate oral suspension market is expected to grow to RMB297.8
million in 2022 and RMB1,384.5 million in 2030, according to Frost & Sullivan. We expect to submit an
ANDA in 2021, subject to regulatory approval.

Others
Other drug candidates in our pipeline include:

. TEP118, which we intend to develop as a modified hyaluronidase with long half life and can
be used in combination with a wide range of other oncology drugs to treat biliary cancer,
gallbladder tumors, metastatic pancreatic cancer, NSCLC and stomach tumors.

. TAYO18, which we intend to develop as an anti-CD47 mAb for the treatment of
non-Hodgkin’s lymphoma, myelodysplastic syndrome, acute myelogenous leukemia and
solid tumors.

. TVP211, which we intend to develop as an oncolytic virus drug based on genetically
modified vaccinia virus for the treatment of multiple types of solid tumors, including liver
cancer, lung cancer, ovarian cancer and brain glioma.

. TID214, which we intend to develop as liposomal docetaxel for the treatment of solid
tumors.
. TIO217, which we intend to develop as liposomal oxaliplatin for the treatment of

gastrointestinal tumors.

. TIC318, which we intend to develop as carboplatin for the treatment of epithelial-derived
ovarian cancer, small-cell lung cancer, head and neck squamous cell carcinoma, testicular
tumors, malignant lymphoma, cervical cancer, bladder cancer and NSCLC.

OUR STRENGTHS

. Robust product pipeline with sustainable launch schedule, covering a wide variety of cancer
types and extended applications;

. well-established and advanced technology platforms focusing on oncology drugs;
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. cost-efficient commercial-scale and state-of-the-art manufacturing facilities, built to and

operating at international standards;

. proven open platform business model empowered by strong and integrated capabilities

covering the full oncology drug industry value chain; and

. industry-leading, experienced and professional management team supported by a strong

talent base.

OUR STRATEGIES

J Commercialize TAB0OOS;

. rapidly advance our clinical trials for drug candidates;

. further enrich product portfolio via self-development and collaboration focusing on

immune-oncology combination therapies and seeking innovative cancer treatment solutions;

. strengthen our in-house sales and marketing force and commercial-scale manufacturing

capacities; and

. continue to attract, train and retain quality talent to support our rapid growth and maximize

the value of our integrated platform.

RESEARCH AND DEVELOPMENT

We have established three advanced technology platforms, namely the Therapeutic Monoclonal
Antibody and ADC Technology Platform, the Gene Engineering Based Therapeutics Technology
Platform and the Innovative Drug Delivery Technology System, to develop different types of oncology
drugs. We have a research and development center in Suzhou, as well as a dedicated research team in
Zhangjiang Hi-Tech Park, Shanghai focusing on early discovery and enhancing our capability to

collaborate with other innovational oncology drug companies.

As of the Latest Practicable Date, we had a research and development team consisting of 187
members. 88.2% of our research and development team members had educational backgrounds in related
areas such as biological chemistry, biomedical engineering, healthcare and medicine, 90.4% had graduate
or higher educational backgrounds, and 3.2% had Ph.D. degrees, each as of the Latest Practicable Date.

We pride ourselves in our self-developed know-how for manufacturing processes. We have
developed our perfusion-batch hybrid technology, a new cell amplification technology that combines
batch and perfusion culture for cell amplification in commercial production. We also possess proprietary
know-how that can ensure the glycoform of most biologic drugs we develop is consistent with the

originator or reference drug.
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OUR SUPPLIERS AND SERVICE PROVIDERS

Our suppliers primarily include suppliers of raw materials, CROs, suppliers of machinery and
equipment, suppliers of reference drugs, and construction service providers. The raw materials used in
the production process for our drug candidates primarily include reagents, cell culture media,
chromatography resins, excipients, packaging materials and consumables, such as disposable bioreactors
and buffer preparation bags. We procure raw materials based on our estimation of the production needs
for our research and development activities. We obtain raw materials for our manufacturing activities
from multiple reputable suppliers who we believe have sufficient capacity to meet our demands. We have
also established internal procedure and policies to examine the quality of the products of the suppliers
before entering into any contract with them. We typically order raw materials on a purchase order basis
and do not enter into long-term dedicated capacity or minimum supply arrangements.

In line with industry practice and to supplement our in-house capabilities, we engaged certain
CROs to conduct pre-clinical and clinical research during the Track Record Period. We select CROs
based on various factors, including their quality, reputation and research experience. We generally enter
into master contract services agreements with the CROs we engage, which include a statement of work
specifying the terms of services provided by the CROs, and pay these CROs fixed project-based fees.
Under such agreements, all intellectual property rights arising from the performance of the services,
including clinical trial data, will be owned by us. We also require our CROs to conduct clinical trials in
accordance with international GCP standards. Typically, we require the CRO personnel handling our
clinical trials to hold GCP certification or have GCP training experience.

CENTERLAB AND MR. LIN, JUNG-CHIN

As of the Latest Practicable Date, Centerlab, together with BioEngine, a Centerlab Entity, was the
legal and beneficial owner of 37.18% of the issued shares of the Company. Centerlab will continue to be
the Controlling Shareholder of the Company upon Listing. Centerlab’s shares are publicly listed on the
Taipei Exchange, an over-the-counter market in Taiwan, under the stock code 4123. Immediately
following the completion of the Global Offering, assuming the Over-Allotment Option is not exercised
and taking into account the Offer Shares to be subscribed for by Centerlab as a Cornerstone Investor as
calculated based on the Offer Price of HK$7.05 per Share (being the mid-point of the indicative Offer
Price range), Centerlab, together with BioEngine, is expected to remain a Controlling Shareholder of the
Company after the Listing, when its shareholding in the Company will be diluted to 32.28%.

Centerlab’s principal business is the manufacturing and sales of oral pharmaceuticals, and it is an
oral solution pharmaceutical company in Taiwan. In 2018, Centerlab had revenues of NT$21,648.2
million (approximately HK$5,554.9 million) and net profits of NT$7,887.5 million (approximately
HK$2,023.9 million). Centerlab primarily manufactures and sells generic drugs. It also has an innovative
drugs division, which is limited to the development of new drugs that act in the central nervous system
and anti-diabetic drugs. Centerlab does not develop, manufacture or sell innovative anti-tumor drugs. In
view of the above, our Directors are of the view that there is no or minimal competition between our
Group and Centerlab.

Mr. Lin, Jung-Chin (M‘%fﬁﬁ%ﬁi), the former chairman and a former director of the Company, was
charged by the Taiwan Taipei Prosecutor’s Office with two counts of irregular transactions (/7 3%
Hi2Z 55 98) in contravention of section 171(1)(ii) of the Securities and Exchange Act and two counts of
breach of fiduciary duties (75 1% 9F) in contravention of section 171(1)(iii) of the Securities and Exchange
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Act (GBI 5 14)) of Taiwan (together, the “Charges”). The Charges are related to Mr. Lin’s actions
during his tenure as the chairman of TTY Biopharm, a former shareholder of the Company, between June
2008 and June 2014. On September 1, 2017, at first instance, the Taiwan Taipei District Court found Mr.
Lin guilty of the Charges and he was sentenced to 10 years’ imprisonment. As of the Latest Practicable
Date, Mr. Lin had lodged an appeal to the Taiwan High Court and such appeal was ongoing. In addition,
there is an ongoing legal proceeding between Centerlab and TTY Biopharm relating to the validity of
certain outsourcing arrangements between them entered into in August 2010 whereby Centerlab would
pay TTY Biopharm up to NT$20 million in a number of stage payments (the “Ongoing Civil
Proceedings”). On March 1, 2018, at first instance, the Taiwan Taipei District Court found in favor of
Centerlab. As of the Latest Practicable Date, TTY Biopharm had lodged an appeal. None of the Charges
or Ongoing Civil Proceedings involves matters relating to our Group or any of the Directors. See
“Relationship with Centerlab — Centerlab and Mr. Lin, Jung-Chin — The Charges and Ongoing Civil
Proceedings” for details.

OUR SHAREHOLDERS, CLASS A PREFERRED SHAREHOLDERS AND CLASS B
PREFERRED SHAREHOLDERS

Mainly to fund our research and development working capital needs and introduce institutional
investors that have industry expertise, our Company underwent various rounds of equity financing prior
to the Track Record Period and issued the Convertible Bonds and the Class B Preferred Shares during the
Track Record Period. Our Shareholders, Class A Preferred Shareholders and Class B Preferred
Shareholders include certain sophisticated investors. See “History and Development — Major Changes to
our Company’s Issued Share Capital Since Its Establishment — Information about our Shareholders,
Class A Preferred Shareholders and Class B Preferred Shareholders” for information relating to our

investors.
SUMMARY OF HISTORICAL FINANCIAL INFORMATION

You should read the following summary historical financial information in conjunction with our
consolidated financial statements as included in Appendix I — “Accountant’s Report” to this prospectus,
which were prepared in accordance with HKFRS, together with the accompanying notes. The summary
historical financial statements as of and for the years ended December 31, 2017 and 2018 and the four
months ended April 30, 2019 are derived from our audited consolidated financial statements, including
the notes thereto, set forth in Appendix I — “Accountant’s Report” to this prospectus. The unaudited
consolidated statements of comprehensive loss for the four months ended April 30, 2018 are derived from
our unaudited consolidated financial statements set forth in the Accountant’s Report in Appendix I to this

prospectus.
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Consolidated Statements of Profit or Loss

Year ended December 31, Four months ended April 30,
2017 2018 2018 2019
(in thousands of RMB)
(unaudited)
Revenue 51,608 39,219 9,218 18,163
Cost of revenue (4,242) (5,980) (180) 4,911)
Research and development
expenses (105,935) (188,651) (34,100) (48,295)
Selling expenses (28,886) (38,935) (11,358) (11,105)
General and administrative
expenses (24,514) (54,638) (11,263) (28,080)
Other gains/(losses) — net 6,000 11,808 987 (3,134)
Operating loss (105,969) (237,177) (46,696) (77,362)
Finance income 470 727 192 1,344
Finance costs 277) (2,404) (583) (267)
Finance income/(costs) — net 193 (1,677) (391) 1,077
Fair value change in financial
instruments issued to investors (42,911) (29,409) (23,203) (26,066)
Loss before income tax (148,687) (268,263) (70,290) (102,351)
Income tax expense — — — —
Loss for the year/period and
attributable to the equity
holders of the Company (148,687) (268,263) (70,290) (102,351)
Consolidated Balance Sheets
As of
As of December 31, 30 April,
2017 2018 2019

(in thousands of RMB)

Non-current assets

Property, plant and equipment 201,888 294,420 298,580
Prepayments for property, plant and

equipment 22,327 7,042 4,497
Right-of-use assets 16,661 29,324 30,233
Intangible assets 730 1,901 1,928
Financial assets at fair value through other

comprehensive income 6,455 6,810 6,490
Other non-current assets 28,022 38,054 46,357

Total non-current assets 276,083 377,551 388,085
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Current assets

Inventories

Trade receivables and other receivables

Prepayments

Contract assets

Financial assets at fair value through profit
or loss

Cash and cash equivalents

Total current assets
Total assets
Share capital

Other reserves
Accumulated losses

Capital and reserves attributable to the
equity holders of the Company

Total equity/(deficit)

Non-current liabilities

Financial instruments issued to investors
Borrowings

Lease liabilities

Total non-current liabilities

Current liabilities
Borrowings

Accruals and other payables
Contract liabilities

Lease liabilities

Total current liabilities
Total liabilities
Total equity and liabilities

Net current assets

Total assets less current liabilities

As of
As of December 31, 30 April,
2017 2018 2019

(in thousands of RMB)

980 3,105 1,154
6,500 9,694 12,205
5,872 10,745 17,343
2,206 2,060 4,675

47,835 17,332 27,344
24,581 256,751 139,406
87,974 299,687 202,127
364,057 677,238 590,212
537,859 537,859 537,859
24,980 31,449 50,613
(485,523) (753,786) (856,137)
77,316 (184,478) (267,665)
77,316 (184,478) (267,665)
236,776 773,767 783,885
27,000 — —
1,178 12,810 13,851
264,954 786,577 797,736
3,000 500 —
17,747 69,300 57,126
207 3,022 528

833 2,317 2,487
21,787 75,139 60,141
286,741 861,716 857,877
364,057 677,238 590,212
66,187 224,548 141,986
342,270 602,099 530,071

Our accumulated losses increased by 55.3% from RMB485.5 million as of December 31, 2017 to

RMB753.8 million as of December 31, 2018, which further increased by 13.6% to RMB856.1 million as
of April 30, 2019, primarily attributable to increases in our research and development expenses in relation
to the clinical trials and pre-clinical development of our drug candidates. Primarily as a result of the
increased accumulated losses, the Company’s consolidated net assets recorded net deficit of RMB184.5
million and RMB267.7 million as of December 31, 2018 and April 30, 2019, respectively, as compared to
the total equity of RMB77.3 million as of December 31, 2017.

Additionally, we raised US$45.0 million from our investors through issuance of convertible bonds
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million through issuance of Class B Preferred Shares in 2018. The convertible bonds and convertible
preferred shares were recorded on a fair value basis. In 2017, 2018 and the four months ended April 30,
2019, we recognized losses of RMB42.9 million, RMB29.4 million and RMB26.1 million, respectively,
relating to these financial instruments issued to investors. As of April 30, 2019, the Company’s
consolidated net asset recorded net deficit of RMB267.7 million, mainly due to convertible preferred
shares issued to investors with carrying amount of RMB783.9 million under non-current liabilities. Our
convertible preferred shares will be automatically converted to Shares upon the closing of the Global
Offering, and as a result, net deficit is expected to turn into net asset upon the conversion. See “Risk
Factors — Risks Relating to Our Financial Position and Need for Additional Capital — Fair value
changes in our financial instruments issued to investors and related valuation uncertainty may materially
affect our financial condition and results of operations” and Note 2.1 to the Accountant’s Report set forth

in Appendix I to this prospectus.
Summary Consolidated Statements of Cash Flow

Four months ended

Year ended December 31, April 30,
2017 2018 2018 2019
(in thousands of RMB)
(unaudited)
Operating cash flows before
movements in working capital (92,869) (196,467) (34,291) (64,109)
Net cash used in operating
activities (117,388) (176,832) (45,885) (82,675)
Net cash (used in)/generated from
investing activities (110,957) (47,067) 1,765 (30,440)
Net cash generated from/(used in)
financing activities 235,179 457,601 116,993 (2,799)
Net increase/(decrease) in cash and
cash equivalents 6,834 233,702 72,873 (115,914)

As of December 31, 2017 and 2018 and April 30, 2019, we had cash and cash equivalents of
RMB24.6 million, RMB256.8 million and RMB139.4 million, respectively. We had negative cash flows
from our operations during the Track Record Period, which amounted to RMB117.4 million, RMB176.8
million and RMB82.7 million in 2017, 2018 and the four months ended April 30, 2019, respectively. A
majority of our operating cash outflows resulted from our research and development expenses. We expect
our operating cash flows will continue to be affected by our research and development expenses.

We fund our operations primarily through equity and convertible financial instruments financing,
as well as bank loans. During the Track Record Period, we raised US$102.0 million through issuance of
convertible bonds, all of which were converted into Class A Preferred Shares, and Class B Preferred
Shares. See “History and Development” for details. We had bank borrowings of RMB30.0 million,
RMBO0.5 million, nil and RMB60.0 million as of December 31, 2017 and 2018, April 30, 2019 and August
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31, 2019, respectively, and incurred interest expenses on bank borrowings of RMBO0.1 million, RMB2.1
million, RMBO0.6 million and RMB7,000 in 2017, 2018 and the four months ended April 30, 2018 and
2019, respectively. We also funded part of our working capital through our commission revenue from
marketing S-1, providing CDMO and CMO services and the out-licensing of TABO14.

Key Financial Ratios

As of

As of December 31, April 30,

2017 2018 2019

Current Ratio™” 4.0 4.0 3.4

Quick Ratio® 4.0 3.9 3.3

Gearing Ratio®’ 7.0% N/A® N/A®

Notes:

(1) Current ratio is calculated using current assets divided by current liabilities as of the same date.

) Quick ratio is calculated using current assets less inventories and divided by current liabilities as of the same date.

3) Gearing ratio is calculated using interest-bearing borrowings less cash and cash equivalents divided by total equity

and multiplied by 100%.
(4) Gearing ratio is not meaningful for our Company due to our net cash position as of December 31, 2018 and April

30, 2019.

No Material Adverse Change

Our Directors confirm that, up to the date of this prospectus, there has been no material adverse
change in our financial or trading position since April 30, 2019 (being the date on which the latest audited
consolidated financial information of our Group was prepared) and there is no event since April 30, 2019
which would materially affect the information shown in our consolidated financial statements included in
Appendix I “Accountant’s Report” to this prospectus.

OFFERING STATISTICS

Offer size : Initially 15.79% of the enlarged issued share capital of our
Company (subject to the Over-Allotment Option)

Offering structure : Initially 10% for the Hong Kong Public Offering (subject
to reallocation) and 90% for the International Offering

(subject to reallocation and the Over-Allotment Option)

Over-Allotment Option : Up to 15% of the number of Offer Shares initially available
under the Global Offering

Offer Price per Share : HK$6.55 to HK$7.55 per Offer Share
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Based on an
Offer Price of
HK$6.55 per
Offer Share™”

Based on an
Offer Price of
HK$7.55 per
Offer Share™”

Our Company’s market capitalization upon HK$3,733.5 HK$4,303.5
completion of the Global Offering® million million
Unaudited pro forma adjusted net tangible asset
per Share® HK$1.94 HK$2.10
Notes:
(1) All statistics in the table are based on the assumption that the Over-Allotment Option is not exercised.
(2) The calculation of market capitalization is based on 570,000,000 Shares expected to be in issue immediately upon
completion of the Global Offering assuming the Over-Allotment Option is not exercised.
3) The unaudited pro forma adjusted net tangible asset value per Share is calculated after making the adjustments
referred to “Unaudited Pro Forma Financial Information” set forth in Appendix II to this prospectus.
DIVIDENDS

We have never declared or paid any dividends on our ordinary shares or any other securities. 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.

USE OF PROCEEDS

We estimate that we will receive net proceeds of approximately HK$554.4 million from the Global
Offering, assuming that the Over-Allotment Option is not exercised, after deducting the underwriting
commission and other estimated offering expenses payable by us in relation to the Global Offering and
taking into account any additional incentive fee (assuming the full payment of the discretionary incentive
fee), and assuming an Offer Price of HK$7.05 per Share, being the mid-point of the indicative offer price
range set forth in this prospectus.

We intend to use these net proceeds for the following purposes:

a) Approximately 30.0%, or HK$166.3 million, will be used to fund ongoing and planned
clinical trials, preparation for registration filings and the potential commercial launch
(including sales and marketing) of TABOOS, details of which are mainly as follows:

. HK$124.7 million (representing 22.5% of the net proceeds) will be used to fund

ongoing and planned clinical trials, preparation for registration filings, planned
commercial launches (including sales and marketing) of TAB00O8; and
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b)

. HK$41.6 million (representing 7.5% of the net proceeds) will be used to fund further
research and development on (i) various combination therapies involving TABOOS,
including combination therapies with PD-L1-CTLA-4 bispecific antibody,
combination with chemotherapy and TKI in the treatment of lung cancer, and
innovative combination mechanisms involving oncolytic virus and other oncology
treatment, and (ii) other oncology treatment to cover a wider variety of indications
given there are additional indications of bevacizumab approved in the United States
or the EU including glioblastoma, renal cell carcinoma, cervical cancer, ovarian
cancer and breast cancer.

Approximately 50.0%, or HK$277.2 million, will be used to fund ongoing and planned
pre-clinical and clinical trials, expansion of facilities, preparation for registration filings
and potential commercial launches (including sales and marketing) of the other drug

candidates in our pipeline, including:

. HK$110.9 million (representing 20.0% of the net proceeds) will be used to fund
ongoing and planned clinical trials, expansion of facilities, registration filings and

potential commercial launch of TAAO13;

. HK$22.2 million (representing 4.0% of the net proceeds) will be used to fund
ongoing and planned clinical trials, for registration filings and potential commercial
launches of TOZ309 and TOM312;

. HK$16.6 million (representing 3.0% of the net proceeds) will be used to fund
ongoing and planned clinical trials, expansion of facilities, registration filings and
potential commercial launch of TABO14;

. HK$38.8 million (representing 7.0% of the net proceeds) will be used to fund

ongoing and planned clinical trials and for registration filings of TADO11; and

. HK$88.7 million (representing 16.0% of the net proceeds) will be used to fund
ongoing and planned pre-clinical and clinical trials, expansion of facilities and

registration filings of other drug candidates.

Approximately 15.0%, or HK$83.2 million, will be used for non-project specific capital
expenditure including mainly as follows:

. HK$38.8 million (representing 7.0% of the net proceeds) will be used on quality
control, production and quality assurance facilities for biological drugs;

. HK$22.2 million (representing 4.0% of the net proceeds) will be used on construction
of a new medical research center and production facilities on the premise of the

Suzhou Production Center for certain drug candidates;

. HK$16.6 million (representing 3.0% of the net proceeds) will be used on upgrading
the enterprise resource planning system and GMP software; and
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. HK$5.6 million (representing 1.0% of the net proceeds) will be used on capital
expenditure of other non-project specific facilities.

d) Approximately 2.0%, or HK$11.1 million, will be used to fund continued expansion of our
product portfolio in cancer and potentially other therapeutic areas through internal research
and external licenses and business development collaborations; and

e) Approximately 3.0%, or HK$16.6 million, will be used for our working capital and other
general corporate purposes.

The above allocation of the proceeds will be adjusted on a pro-rata basis to the extent that the net
proceeds from the Global Offering (including the net proceeds from the exercise of the Over-Allotment
Option) are either more or less than expected. To the extent that the net proceeds from the Global Offering
are not immediately used for the above purposes and to the extent permitted by applicable laws and
regulations, we may allocate part or all of the proceeds to short-term interest-bearing deposits or money
market instruments with authorized financial institutions or licensed banks. See “Future Plans and Use of
Proceeds — Use of Proceeds” for further details.

RISK FACTORS

Our business and the Global Offering involve certain risks, which are set out in the section headed
“Risk Factors”. You should read that section in its entirety carefully before you decide to invest in our
Shares. Some of the major risks we face include:

. We depend substantially on the success of our drug candidates, all of which are undergoing
pre-clinical or clinical development. If we are unable to successfully complete clinical
development, obtain regulatory approval and commercialize our drug candidates, or
experience significant delays in doing so, our business will be materially harmed.

. The regulatory approval processes of regulatory authorities are lengthy, time-consuming
and inherently unpredictable. If we are ultimately unable to obtain regulatory approval for
our drug candidates, our business will be substantially harmed.

. We currently do not generate revenue from sales of any drug products developed by us and
may not become profitable in the foreseeable future, or at all.

. We have incurred significant net losses and net operating cash outflows since our inception,
and we anticipate that we will continue to incur net losses and net operating cash outflows
until we successfully commercialize our drug candidates.

. Our success depends on the ability to retain our research and development, manufacturing,
clinical trial and sales and marketing team and other key executives, and to attract, train,
retain and motivate qualified and highly skilled personnel.

. We have no experience in manufacturing our drug candidates on a large commercial scale,

which is a highly exacting and complex process, and have not yet begun utilizing our
manufacturing facilities for commercial purposes.
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. We have limited experience in marketing drugs. If we are unable to develop sufficient
capabilities to market and sell our drug candidates, we may not be able to generate product

sales revenue.

. We may not be successful in developing, enhancing or adapting to new technologies and
methodologies.
. If we are unable to obtain and maintain patent protection for our drug candidates, primarily

our novel drug candidates, through intellectual property rights, or if the scope of such
intellectual property rights obtained is not sufficiently broad, third parties could develop
and commercialize products and technologies similar or identical to ours and compete
directly against us, and our ability to successfully commercialize any product or technology

may be adversely affected.

. 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 face substantial competition, which may result in others discovering, developing or

commercializing competing drugs before or more successfully than we do.

. If we are unable to protect the confidentiality of our trade secrets, our business and

competitive position would be harmed.

LISTING EXPENSES

Listing expenses to be borne by us are estimated to be approximately HK$80.1 million (including
underwriting commission and other estimated offering expenses payable by us in relation to the Global
Offering and taking into account any additional incentive fee (assuming the full payment of the
discretionary incentive fee), assuming an Offer Price of HK$7.05 per Share, being the mid-point of the
indicative Offer Price range), assuming the Over-Allotment Option is not exercised and no further Shares
are issued pursuant to the Pre-IPO Share Option Scheme. Approximately HK$9.5 million and HK$16.1
million was recognized and charged to our consolidated statements of comprehensive loss for the year
ended December 31, 2018 and the four months ended April 30, 2019. After April 30, 2019, approximately
HKS$18.2 million is expected to be charged to our consolidated statements of comprehensive loss, and
approximately HK$36.3 million is expected to be accounted for as a deduction from equity upon the
Listing. The listing expenses above are the latest practicable estimate for reference only, and the actual

amount may differ from this estimate.
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RECENT DEVELOPMENTS

In February 2019, we entered into a memorandum of understanding with NewBio Therapeutics in
relation to the joint development of NewBio Therapeutics’ early-stage ADC drug candidates. In February
2019, we entered into a non-binding memorandum of understanding with Jiangsu Alphamab to explore
combination therapies involving TAB0O8 and Jiangsu Alphamab’s KN046 (a PD-L1/CTLA-4 bispecific
antibody), as clinical studies have recently demonstrated that the combination of bevacizumab and
immune checkpoint inhibitors could significantly improve efficacy in many tumor types. In June 2019,
we entered into an agreement with Shanghai Junshi to explore combination therapies involving TAB00S8
and toripalimab, a recombinant humanized anti-PD-1 monoclonal antibody, in the treatment of late-stage
liver cancer. In July 2019, the Phase I clinical trial for TAAO13 completed the fourth dose level. In
addition, the Company released the data of TAAO13 Phase I clinical trial in September 2019, thus
becoming the first company in China to release Phase I clinical data for T-DM1 ADC drug candidates. In
September 2019, our production lines for producing OEL-5 chemical injections (including liposome
drugs) completed the overall performance confirmation and are ready for actual operation. In October
2019, TOT Suzhou entered into an agreement with Harbour BioMed to jointly develop fully human

monoclonal antibodies.

We expect our net loss to increase for the year ended December 31, 2019 compared to the year
ended December 31, 2018, primarily due to research and development expenses in relation to the clinical
trials and pre-clinical development of our drug candidates.

CERTAIN WAIVERS AND EXEMPTIONS

We have applied to the Stock Exchange and the SFC, respectively, for, (i) a waiver from strict
compliance with the disclosure requirements under Rule 17.02(1)(b) of, and paragraph 27 of Appendix
1A to, the Listing Rules; and (ii) a certificate of exemption under section 38 A of the Companies (Winding
Up and Miscellaneous Provisions) Ordinance exempting the Company from strict compliance with the
disclosure requirements under paragraph 10(d) of Part I of the Third Schedule to the Companies (Winding
Up and Miscellaneous Provisions) Ordinance. See “Waivers from Strict Compliance with the Listing
Rules and Exemptions from Compliance with the Companies (Winding Up and Miscellaneous
Provisions) Ordinance — Waiver and Exemption in Relation to the Pre-IPO Share Option Scheme” for

details.

We have applied to the SFC for a certificate of exemption from strict compliance with the
requirements under paragraph 27 of Part I and paragraph 31 of Part II of the Third Schedule to the
Companies (Winding Up and Miscellaneous Provisions) Ordinance. See “Waivers from Strict
Compliance with the Listing Rules and Exemptions from Compliance with the Companies (Winding Up
and Miscellaneous Provisions) Ordinance — Exemption from Compliance with Financial Information
Disclosure Requirements under the Companies (Winding Up and Miscellaneous Provisions) Ordinance”
for details.
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DEFINITIONS

In this prospectus, unless the context otherwise requires, the following words and expressions
shall have the following meanings. Certain technical terms are explained in the section headed
“Glossary of Technical Terms” in this prospectus.

“Advantech Capital V”

“Accountant’s Report”

“Application Form(s)”

“Articles of Association” or “Articles”

“BioEngine”

“Board” or “Board of Directors”

“Business Day”

“CAGR”

“Capitalization Issue”

Advantech Capital Investment V Limited, a company
incorporated in the Cayman Islands with limited liability
on June 19, 2018, which is our Shareholder

the accountant’s report on historical financial information
included as “Appendix I — Accountant’s Report” to this
prospectus, which sets forth the audited consolidated
financial statements of our Group for the years ended
December 31, 2017 and 2018 and the four months ended
April 30, 2019

WHITE Application Form(s), YELLOW Application
Form(s) and GREEN Application Form(s) or, where the
context so requires, any of them

the articles of association of the Company which were
adopted on September 30, 2019 and became effective on
October 28, 2019, a summary of which is set out in
Appendix IV to this prospectus

BioEngine Technology Development Inc. (T 3 % FH i [H]
M A B/~ ), a company incorporated in Taiwan with
limited liability on September 27, 2007, which is an
associate of Centerlab and hence a connected person of our
Company, and is one of our Controlling Shareholders

the board of Directors of our Company

any day (other than a Saturday, Sunday or public holiday)
on which banks in Hong Kong are generally open for
business

compound annual growth rate

the issue of 342,557,624 Shares without payment and as
fully-paid Shares by our Company to existing Shareholders
on a pro rata basis prior to completion of the Global
Offering, details of which are set out in “History and
Development — Capitalization Issue”
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DEFINITIONS

“Cathay Venture”

“CCASS”

“CCASS Clearing Participant”

“CCASS Custodian Participant”

“CCASS Investor Participant”

“CCASS Participant”

“CDE”

“CDIB”

“Centerlab”

“Centerlab Entities” or
“Centerlab Group”

“Class A Preferred Share(s)”

“Class A Preferred Shareholder(s)”

Cathay Venture Inc. (Bl BIEHRERMGARAF), a
company incorporated in Taiwan with limited liability on
April 10, 2003, which is our Shareholder and is a
wholly-owned subsidiary of Cathay Financial Holding Co.,
Ltd. (7% 4 Rl 42 40 A FR 22 7)) whose shares are listed
on the TWSE (stock code: 2882)

the Central Clearing and Settlement System established
and operated by HKSCC

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

a person admitted to participate in CCASS as a custodian
participant

a person admitted to participate in CCASS as an investor
participant who may be an individual, joint individuals or a
corporation

a CCASS Clearing Participant, a CCASS Custodian
Participant or a CCASS Investor Participant

Center for Drug Evaluation (% i 7718 7 .0>), NMPA

CDIB Capital Healthcare Ventures Limited (- 3 B %% /f B&
BIEHRERMAMRATR), a company incorporated in
Taiwan with limited liability on September 30, 2014, which
is our Shareholder

Center Laboratories Inc. (REEKZER DA RAF), a
company incorporated in Taiwan with limited liability on
November 4, 1959 whose shares are listed on the Taipei
Exchange (stock code: 4123), which is currently and will
after the Listing continue to be one of our Controlling
Shareholders, and is a Cornerstone Investor

Centerlab and its subsidiaries and associates, but excluding
our Group

Class A preferred share(s) of our Company with such rights
as set out in “History and Development — Principal Terms
of the Class A Preferred Shares and Class B Preferred

Shares”

holder(s) of the Class A Preferred Share(s)
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DEFINITIONS

“Class B Preferred Share(s)”

“Class B Preferred Shareholder(s)”

“Companies Ordinance”

“Companies (Winding Up and
Miscellaneous Provisions)
Ordinance”

“Controlling Shareholder(s)”

“Convertible Bonds”

“Core Product”

iR

“Cornerstone Investor(s)

“Director(s)”

“Dongyang Jiangsu”

“EIT Law”

“EMA”

“EU”

Class B preferred share(s) of our Company with such rights
as set out in “History and Development — Principal Terms
of the Class A Preferred Shares and Class B Preferred
Shares”

holder(s) of the Class B Preferred Share(s)

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

has the meaning ascribed thereto under the Listing Rules
and unless the context requires otherwise, collectively
refers to Centerlab and BioEngine

the convertible bonds issued by our Company in three
tranches in January 2017, March 2017 and January 2018,
with a total principal value of US$45 million, coupon rate
of 8.0% per annum and convertible into Class A Preferred
Shares at the prescribed time

TABO0OS8 (bevacizumab biosimilar), the designated “core
product” as defined under Chapter 18A of the Listing Rules

cornerstone investor(s) of our Company whose investments
constitute part of the International Offering, details of
which are set out in “Cornerstone Investors”

director(s) of our Company

Jiang Su Tung Yang Biopharm Tech Co., Ltd. (VL% R 5 5
R A B/ F]), a company incorporated in the PRC with

limited liability on February 11, 2009, which is our
wholly-owned subsidiary

Enterprise Income Tax Law of the People’s Republic of
China (FF#ENRILAERNZEEHRIE), as amended,
supplemented or otherwise modified from time to time

European Medicines Agency

European Union
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DEFINITIONS

“FDA” Food and Drug Administration of the United States
“Formosa Lab” Formosa Laboratories, Inc. (é‘ﬁ@ﬁ%ﬂﬁfﬁﬁ FRZSHE]), a

company incorporated in Taiwan with limited liability on
December 29, 1995 whose shares are listed on the TWSE
(stock code: 4746), which is an Independent Third Party

“Frost & Sullivan” Frost & Sullivan International Limited, an independent
global market research and consulting company

“Frost & Sullivan Report” an industry report prepared by Frost & Sullivan, which was
commissioned by the Company

“Global Offering” the Hong Kong Public Offering and the International
Offering
“GREEN Application Form(s)” the application form(s) to be completed by the HK eIPO

White Form service provider

“Group”, our Company and its subsidiaries (or our Company and any
“our Group”, one or more of its subsidiaries, as the context may require)
“we” or “us” and except where the context indicates otherwise, includes

their respective predecessor (if any)

“Harbour BioMed” Harbour BioMed (Suzhou) Co., Ltd. (FI$0%% 2% (#5 M) A
FRZ\ ), a company incorporated in the PRC with limited
liability on September 11, 2018, which is an Independent
Third Party

“HK eIPO White Form” 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 HK eIPO White Form

at www.hkeipo.hk

“HKFRS” the Hong Kong Financial Reporting Standards,
amendments and interpretation issued from time to time by
HKICPA

“HKSCC” Hong Kong Securities Clearing Company Limited, a

wholly owned subsidiary of Hong Kong Exchanges and
Clearing Limited

“HKSCC Nominees” HKSCC Nominees Limited, a wholly owned subsidiary of
HKSCC
“Hong Kong” or “HK” Hong Kong Special Administrative Region of the PRC
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DEFINITIONS

“Hong Kong dollar(s)”, “HK$” or “HKD”

“Hong Kong Offer Shares”

“Hong Kong Public Offering”

“Hong Kong Stock Exchange” or
“Stock Exchange”

“Hong Kong Underwriters”

tL)

“Hong Kong Underwriting Agreement

“Independent Third Party(ies)”

“International Offer Shares”

“International Offering”

“International Underwriters”

Hong Kong dollar(s), the lawful currency of Hong Kong

the new 9,000,000 Shares being initially offered by our
Company for subscription at the Offer Price pursuant to the
Hong Kong Public Offering (subject to adjustment) as
further described in the section headed “Structure of the
Global Offering” in this prospectus

conditional offering by the Hong Kong Underwriters of the
Hong Kong Offer Shares with members of the public in
Hong Kong and institutional and professional investors, as
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 listed
in the section headed “Underwriting — Hong Kong
Underwriters” in this prospectus

the underwriting agreement relating to the Hong Kong
Public Offering dated October 28, 2019 entered into by,
among others, the Sole Sponsor and our Company

person(s) or company(ies) which, to the best of our
Directors’ knowledge, information and belief having made
all reasonable enquiries, is/are not connected persons (as
defined in the Listing Rules) of our Company

the 81,000,000 Shares offered in the International Offering

conditional offering by the International Underwriters of
the International Offer Shares with institutional and
professional investors and other investors, as described in
the section headed “Structure of the Global Offering” in
this prospectus

the underwriters of the International Offering who are
expected to enter into the International Underwriting
Agreement as purchasers on or around the Price
Determination Date
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DEFINITIONS

“International Underwriting Agreement” the underwriting agreement relating to the International
Offering which is expected to be entered into by, among
others, the Joint Global Coordinators, the International
Underwriters and our Company on or around the Price
Determination Date

“1P” intellectual property(ies)

“Jiangsu Alphamab” Jiangsu Alphamab Biopharmaceuticals Co., Ltd. (YL#f)#
=5 AR Y W BE A B/ 7)), a company incorporated in the
PRC with limited liability on July 14, 2015, which is an
Independent Third Party

“JLL” Jones Lang LaSalle Corporate Appraisal and Advisory
Limited, the independent property valuer commissioned by
us to conduct property valuation on the properties of the
Group

“Joint Bookrunners” ICBC International Capital Limited, Yuanta Securities HK,
China Renaissance Securities (Hong Kong) Limited and
China Everbright Securities (HK) Limited

“Joint Global Coordinators” ICBC International Capital Limited and Yuanta Securities
HK
“Joint Lead Managers” ICBC International Securities Limited, Yuanta Securities

HK, China Renaissance Securities (Hong Kong) Limited,
China Everbright Securities (HK) Limited and Luk Fook
Securities (HK) Limited

“Kintor Pharmaceutical” Suzhou Kintor Pharmaceuticals, Inc. (#f N B 25 3 % )y
F B/~ Hl), a company incorporated in the PRC with
limited liability on March 24, 2009, which is an
Independent Third Party

“Latest Practicable Date” October 20, 2019, being the latest practicable date for the
purpose of ascertaining certain information contained in
this prospectus prior to its publication

“Lee’s Pharm” Lee’s Pharmaceutical Holdings Limited (2= FK K 2& 4% Bk
F B/~ l), a company incorporated in the Cayman Islands
with limited liability on December 17, 2001 whose shares
are listed on the Hong Kong Stock Exchange (stock code:
950), which is an Independent Third Party, and, if the
context requires, its subsidiaries, including Zhaoke
Pharmaceutical
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DEFINITIONS

“Listing”

“Listing Committee”

“Listing Date”

“Listing Rules”

“Lumosa Therapeutics”

“Main Board”

“Miramonte”

“NewBio Therapeutics”

“Nien Hsing BVI”

“NMPA”

“NT$” or “NTD”

“Offer Price”

the listing of our Shares on the Main Board of the Stock
Exchange

the listing committee of the Stock Exchange

the date of Listing, expected to be on or about November 8,
2019

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

Lumosa Therapeutics Co., Ltd. (MF X 5 884 57 ] 5 A FR 2
A]), a company incorporated in Taiwan with limited
liability on November 13, 2000, which is an associate of
Centerlab and hence a connected person of our Company

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

Miramonte Investment Co. Ltd. (K F5< H8 & B4 4 B
/3 7]), a company incorporated in Taiwan with limited
liability on September 4, 2013, which is our Shareholder

NewBio Therapeutics Inc. (334 5 g6 R A R
/NH]), a company incorporated in the PRC with limited
liability on February 18, 2011, which is an Independent
Third Party

Nien Hsing International (BVI) Ltd. (4F B[ P (4 BEE )
F B/ Fl), a company incorporated in the British Virgin
Islands with limited liability on December 11, 1996, which
is an Independent Third Party and a Cornerstone Investor

National Medical Products Administration (B % 25§ B &
HHJF), and, where the context requires, its predecessor,
the China Food and Drug Administration (B %< & /i 25 4 B
BHE LR

New Taiwan dollar(s), the lawful currency of Taiwan
the final price per Offer Share in Hong Kong dollars

(exclusive of brokerage of 1.0%, SFC transaction levy of
0.0027% and Stock Exchange trading fee of 0.005%)
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DEFINITIONS

“Offer Shares”

“Over-Allotment Option”

“PRC” or “China”

“PRC Company Law”

“PRC Legal Advisor”

“Pre-IPO Share Option Scheme”

“Pre-IPO Share Options”

“Preferred Share(s)”

“Preferred Shareholders”

“Price Determination Date”

the Hong Kong Offer Shares and the International Offer
Shares

the option to be granted by us to the International
Underwriters, exercisable by ICBCI Capital on behalf of
the International Underwriters pursuant to the
International Underwriting Agreement at any time from the
Listing Date until the 30th day from the last day for
lodging applications under the Hong Kong Public Offering,
to require us to issue and allot up to 13,500,000 additional
new Shares, representing 15% of the initial Offer Shares, at
the Offer Price under the International Offering to cover
over-allocations in the International Offering, if any. See
“Structure of the Global Offering — Over-Allotment
Option” for more details

the People’s Republic of China, excluding, for the purpose
of this prospectus, Hong Kong, Macau and Taiwan

Company Law of the People’s Republic of China (1% A
AL B 23 7] 15), as amended and adopted by the Standing
Committee of the Eighth National People’s Congress on
December 29, 1993 and effective on July 1, 1994, as
amended, supplemented or otherwise modified from time
to time

King & Wood Mallesons, the PRC legal advisor to the
Company

the pre-IPO share option scheme adopted by our Company
on February 20, 2013 and subsequently amended by our
Board on December 11, 2017, December 20, 2018, March
12, 2019, April 16, 2019 and July 22, 2019

the share options granted under the Pre-IPO Share Option
Scheme

Class A Preferred Share(s) and/or Class B Preferred
Share(s)

Class A Preferred Shareholder(s) and/or Class B Preferred
Shareholder(s)

the date, expected to be on or around November 1, 2019 but

no later than November 4, 2019, on which the Offer Price is
fixed for the purposes of the Global Offering
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DEFINITIONS

“Prime Success”

“Regulation S”

“RMB” or “Renminbi”

“Rule 144A”

“SAFE”

“SEC”

“SFO” or “Securities and Futures
Ordinance”

“Shanghai Junshi”

“Shanghai Miracogen”

“Share(s)” or “Ordinary Share(s)”

“Share Registrar”

“Shareholder(s)” or “Ordinary
Shareholder(s)”

Prime Success International Limited (#15 Bl FEH R A 7)),
a company incorporated in Hong Kong with limited
liability on October 26, 2010, which is our Shareholder

Regulation S under the U.S. Securities Act
Renminbi yuan, the lawful currency of the PRC
Rule 144 A under the U.S. Securities Act

the State Administration of Foreign Exchange of the PRC
(HhEE N R L0 B [ K A HE A B R) )

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

Shanghai Junshi Biosciences Co., Ltd. (I i F B A 1) 5 4%
Bz B A B> 7)), a company incorporated in the PRC
with limited liability on December 27, 2012 whose shares
are listed on the Hong Kong Stock Exchange (stock code:
1877) and quoted on the National Equities Exchange and
Quotations (& H /N ZER M #E R %) of the PRC
(stock code: 833330), which is an Independent Third Party

Shanghai Miracogen Inc. (|1 3% HEFT A= 4 H i A B 35 4T
/v 7)), a company incorporated in the PRC with limited
liability on January 27, 2014, which is an Independent
Third Party

ordinary shares of our Company

Tricor Investor Services Limited

holder(s) of our Share(s)
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DEFINITIONS

“Shareholders’ Agreement”

“Shengyang Biopharm”

“Sole Sponsor” or “ICBCI Capital”

“Sophisticated Investor”

“Stabilizing Manager”

“Suzhou Production Center”

“Taiho Pharmaceutical”

“Taipei Exchange”

“Taiwan”

“Takeovers Code”

“TOT BIOPHARM?”, “Company” or “our
Company”

the shareholders’ agreement dated July 6, 2018 and
supplemented in September 2018 entered into between,
among others, the Company and Centerlab, details of
which are set out in the section headed “History and
Development — Major Changes to our Company’s Issued
Share Capital Since Its Establishment — Principal Terms
of the Class A Preferred Shares and Class B Preferred
Shares — The Shareholders’ Agreement”

Shengyang Biopharm (Hong Kong) Limited (¥ #5245 [
M4 PR/ ), a company incorporated in Hong Kong with
limited liability on June 24, 2008, which is our
wholly-owned subsidiary

ICBC International Capital Limited

a “Sophisticated Investor” of the Company within the
meaning of the Guidance Letter HKEX-GL92-18 issued by
the Stock Exchange in April 2018

ICBC International Securities Limited

our production center located at No. 120 Changyang Street,
Suzhou Industrial Park, Suzhou City, Jiangsu Province,
China

Taiho Pharmaceutical of Beijing Co., Ltd. (KMBZE & {5 5
#Ea (dbxt) ABR/AF]), a company incorporated in the
PRC with limited liability on July 7, 2008, which is an
Independent Third Party and is a wholly-owned subsidiary
of Otsuka Holdings Co., Ltd. (KIEK A — )L 7 1 > 7 2K
2x4t) whose shares are listed on the Tokyo Stock Exchange
(stock code: 4578)

Taipei Exchange (#% 77 il I B % 7.0»), an over-the-counter
market in Taiwan

the Republic of China
the Code on Takeovers and Mergers of Hong Kong

TOT BIOPHARM International Company Limited (3 2
A A MR/AT]) (formerly known as TOT BIOPHARM
International Company Limited (i [ [ 8 85 i 1 £ FiR
/3 ¥l)), a company incorporated in Hong Kong with limited
liability on December 4, 2009
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DEFINITIONS

“TOT Shanghai”

“TOT Suzhou”

“TOT Taipei”

“Track Record Period”

“TTY Biopharm”

29

“TWi Pharmaceuticals

“TWSE”

“Underwriters”

“Underwriting Agreements”

“United States” or “U.S.”

“U.S. Dollar(s)”, “US$” or “USD”

“U.S. Securities Act”

“Vaxcel”

Dongyuan Biotech (Shanghai) Co., Ltd. (R IFEY) B &5}
# () R/AF]), a company incorporated in the PRC
with limited liability on April 14, 2010, which is our
wholly-owned subsidiary

TOT BIOPHARM Co., Ltd. CRIEZEEARAA]), a
company incorporated in the PRC with limited liability on
July 5, 2010, which is our wholly-owned subsidiary

TOT BIOPHARM Company Limited (55 5 B 5 4% 5 {7y
A R Fl), a company incorporated in Taiwan with limited
liability on March 14, 2016, which is our wholly-owned
subsidiary

the two years ended December 31, 2018 and the four
months ended April 30, 2019

TTY Biopharm Company Limited (& #5725 5 T3 K
A B2 7)), a company incorporated in Taiwan with
limited liability on July 22, 1960, which is our former
Shareholder and an Independent Third Party

TWi Pharmaceuticals, Inc. (% A2 [ 88 2E 0 47 BR A 7D,
a company incorporated in Taiwan with limited liability on
December 1, 1997, which is an Independent Third Party

Taiwan Stock Exchange Corporation (= i 75 7533 5 )

the Hong Kong Underwriters and the International
Underwriters

the Hong Kong Underwriting Agreement and the
International Underwriting Agreement

the United States of America

United States dollar(s), the lawful currency of the United
States

the United States Securities Act of 1933 (as amended) and
the rules and regulations promulgated thereunder

Vaxcel Investment Inc., a company incorporated in the
British Virgin Islands with limited liability on October 5,
2007, which is our former Shareholder and an Independent
Third Party
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DEFINITIONS

“Vaxgen”

“Vaxon”

“Vivo Capital”

“WHITE Application Form(s)”

“WHON

“Xudong Haipu”

“YELLOW Application Form(s)”

“Yuanta Construction”

“Yuanta Financial”

“Yuanta Securities HK”

Vaxgen Investment Inc., a company incorporated in the
British Virgin Islands with limited liability on September
28, 2010, which is our Shareholder

Vaxon Investment Inc., a company incorporated in Samoa
with limited liability on August 26, 2016, which is our
Shareholder

Vivo Capital Fund VIII, L.P. and Vivo Capital Surplus Fund
VIII, L.P., both of which are limited partnerships organized
in the State of Delaware of the United States on December
17, 2014 and are our Shareholders and a Cornerstone
Investor

the application form(s) for use by the public who require(s)
such Hong Kong Offer Shares to be issued in the
applicant’s own name

World Health Organization

Xudong Haipu International Company Limited (JH 3%
M A FRA Fl), a company incorporated in the
Cayman Islands with limited liability on April 21, 2009,
which is our former Shareholder and an Independent Third
Party

the application form(s) for use by the public who require(s)
such Hong Kong Offer Shares to be deposited directly into
CCASS

Yuanta Construction Development Co., Ltd. (UK B
A A B2 F]), a company incorporated in Taiwan with
limited liability on June 13, 1990, which controls Vaxgen
and Vaxon

Yuanta Financial Holding Co., Ltd. (JoK & @l #2 i i A
PR/ 7)), a company incorporated in Taiwan with limited
liability on February 4, 2002 whose shares are listed on the
TWSE (stock code: 2885), which wholly owns Yuanta
Securities HK and Yuanta Venture Capital

Yuanta Securities (Hong Kong) Company Limited (JG K #&
75 (&) A /A ), a company incorporated in Hong Kong
with limited liability on October 22, 1992, which is our
Shareholder, one of the Joint Global Coordinators, Joint
Bookrunners, Joint Lead Managers and Hong Kong
Underwriters
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DEFINITIONS

“Yuanta Venture Capital” Yuanta Venture Capital Co., Ltd. (Jo KA ZEHE A R
/y7]), a company incorporated in Taiwan with limited
liability on December 13, 2002, which is our Shareholder

“Zhaoke Pharmaceutical” Zhaoke (Guangzhou) Ophthalmology Pharmaceutical
Limited (JKBH(EIM)IRELZEHY G R/ HE]), a company
incorporated in the PRC with limited liability on June 16,
2016, which is a wholly-owned subsidiary of Lee’s Pharm
and an Independent Third Party

In this prospectus, the terms “associate(s)”, “close associate(s)”, “connected person(s)”,
“connected transaction(s)”, “controlling shareholder(s)”, “core connected person(s)”, “subsidiary(ies)”
and “substantial shareholder(s)” shall have the meanings given to such terms in the Listing Rules, unless

the context otherwise requires.

Certain amounts and percentage figures included in this prospectus have been subject to rounding.
Accordingly, figures shown as totals in certain tables may not be an arithmetic aggregation of the figures
preceding them. Any discrepancies in any table or chart between the total shown and the sum of the

amounts listed are due to rounding.

For ease of reference, the names of the PRC and Taiwan laws and regulations, governmental
authorities, departments, entities, institutions, natural persons, facilities, certificates and titles have been
included in this prospectus in both the Chinese and English languages and in the event of any

inconsistency, the Chinese versions shall prevail.
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GLOSSARY OF TECHNICAL TERMS

This glossary contains definitions of certain technical terms used in this prospectus in
connection with our business. These terms and their given meanings may not correspond to industry
standard definitions or usage of these terms.

“ADCC”

“ADCs”

“AE”

“AESI”

“ANDA”

“antibody”

“AUC(}{’

“AUCO_ - 2

“AUV”

“BE study”

“biosimilar”

“BSL-2"

“CDMO”

antibody-dependent cell-mediated cytotoxicity

antibody drug conjugates, complex molecules composed of
an antibody linked to a biologically active cytotoxic agent,
a targeted therapy designed to kill cancer cells and spare
healthy cells

adverse event

adverse event of special interest

abbreviated new drug application

also known as an immunoglobulin, a Y-shaped protein
produced mainly by plasma cells to neutralize pathogens
such as bacteria and viruses

area under the concentration-time curve from the first time
point measured (0) to the last time point measured (t)

area under the concentration-time curve from the first time
point measured (0) extrapolated to infinity

the area under the curve, a measure of how much of a drug
is in a patient’s system over a given time period

bioequivalence study

a biological product which is highly similar in quality,
safety and efficacy to another biological product, or the
originator drug, that is already licensed for use

Biological Safety Level 2, a term frequently used to
describe laboratories where work with microorganisms is
conducted under a specific biosafety practices and
procedures

contract development and manufacturing organization,
which is a pharmaceutical company that develops and
manufactures drugs for other pharmaceutical companies on
a contractual basis
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GLOSSARY OF TECHNICAL TERMS

“CDh47”

“CHO Cell Lines”

“CL”

113 2
Cmax

“CMC”

13 2
min

“CMO”

“CNV”

“CRO”

“CTCAE”

“CTLA-4”

“DCR”

“DME”

“DOR”

“ECG”

“EGFR”

cluster of differentiation 47, also known as integrin
associated protein (IAP), a membrane protein which
provides a “do not eat me” signal to macrophages

Chinese Hamsters Ovary Cell Lines

total body clearance

maximum measured serum concentration

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

valley concentration before the second infusion

contract manufacturing organization, which is a
pharmaceutical company that manufactures drugs for other
pharmaceutical companies on a contractual basis
choroidal neovascularization

contract research organization, which is a pharmaceutical
company that conducts research for other pharmaceutical
companies on a contractual basis

Common Terminology Criteria for Adverse Events, a set of
criteria, published by the National Cancer Institute, for the
standardized classification of adverse effects of drugs used
in cancer therapy

cytotoxic T-lymphocyte-associated protein 4, a protein
receptor that functions as an immune checkpoint and
downregulates immune responses

disease control rate

diabetic macular edema

duration of response

electrocardiogram

epidermal growth factor receptor
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“FOLFOX4”

“GCP”

“GDP”

“GMP”

“GSP”

“Haemophilus influenzae type b” or
“Hib”

“Haemorrhagic fever with renal
syndrome”

“hepatitis A”

"HER2+"

“inactivated vaccine”

“IND”

“IRB”

“mAb”

“mCRC”

“ME”

“NDA”

a mainly standard regimen for the treatment of advanced
colorectal cancer, including oxaliplatin, 5-FU and
leucovorin

good clinical practice

gross domestic product

good manufacturing practice

good supply practice

a type of bacteria that is associated to bacteremia, acute
bacterial meningitis, pneumonia and epiglottitis

a group of clinically similar illnesses caused by
hantaviruses from the family Hantaviridae, in the order
Bunyavirales

a liver disease caused by the hepatitis A virus, which is
primarily spread when an uninfected (and unvaccinated)
person ingests food or water that is contaminated with the
faeces of an infected person

human epidermal growth factor receptor 2 positive

a vaccine consisting of virus particles, bacteria, or other
pathogens that have been grown in culture and then killed

using a method such as heat or formaldehyde

Investigational new drug, a certification required to
conduct clinical trials for an experimental drug

institutional review board
monoclonal antibody
metastatic colorectal cancer
macular edema

new drug application
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“NRDL” the National Reimbursement Drug List, a list of
reimbursable drugs for those covered by the
government-sponsored urban medical insurance schemes,
managed by the National Healthcare Security
Administration of the PRC

“NSCLC” non-small-cell lung cancer

“nsNSCLC” non-squamous NSCLC

“NSO Cell Lines” Nonsecreting Murine Myeloma Cell Line

“OEL-5” occupational exposure limit-5, a specific upper limit on the

acceptable concentration of a hazardous substance in
workplace air for a particular material or class of materials

“ORR” objective response rate, the proportion of patients with
reduction in tumor burden of a predefined amount

“OSR” overall survival rate

“PC” a chemical medication used to treat cancers, including
paclitaxel and carboplatin

“PD” pharmacodynamic

“PD-L1” PD-1 ligand 1, a protein on the surface of a normal cell or a
cancer cell that attaches to certain proteins on the surface
of the T cell that causes the T cell to turn off its ability to
kill the cancer cell

“PD-1” 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 cell, the T cell turns off its ability to kill the cell

“PFS” progression-free survival, 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
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“PK”

“PR”
“QbD”
“R&D”

“retention rate”

“RVO”
“SAE”
«gp”
“TEAE”
“TKI”
U

“TRAE”

“VEGF”
“y

“y
“wAMD”
“) "

“S‘FU”

“pharmacokinetics”, a branch of pharmacology dedicated
to determining the fate of substances administered to a
living organism

partial response

Quality by Design

research and development

equals to, for a given period, the number of employees that
remain employed through period divided by the total
number of employees at the beginning of the period
retinal vein occlusion

serious adverse event

standard deviation

treatment-emergent adverse events

tyrosine kinase inhibitors

time to maximum serum concentration

treatment related adverse event, an adverse event present
after medical treatment

vascular endothelial growth factor

volume of distribution at steady state

volume of distribution

wet age-related macular degeneration

terminal rate constant

5-Fluorouracil, a chemical medication used to treat cancers
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FORWARD-LOOKING STATEMENTS

This prospectus contains forward-looking statements that are, by their nature, subject to
significant risks and uncertainties, including without limitation the risks described in the section headed
“Risk Factors” in this prospectus. These forward-looking statements include, without limitation, words

EEINNT3 9 9 ¢ ELINT3

and expressions such as “aim”, “anticipate”, “believe”, “could”, “estimate”, “expect”, “going forward”,
“intend”, “may”, “ought to”, “plan”, “project”, “seek”, “should”, “will” and “would” or similar
expressions, words or statements or the negative thereof, in particular, in the sections headed “Business”
and “Financial Information” in this prospectus in relation to future events, including our strategies, plans,
objectives, goals, targets, 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, as

well as the national and global economy.

These statements are based on numerous assumptions regarding our present and future business
strategy and the environment in which we will operate in the future. These forward-looking statements
reflecting our current views with respect to future events are not a guarantee of future performance and
are subject to known and unknown risks, uncertainties, assumptions and other factors, some of which are
beyond our control, which may cause our actual results, performance or achievements, or industry results
to be materially different from any future results, performance or achievements expressed or implied by
the forward-looking statements.

Important factors that could materially affect our actual results, performance or achievements
include, without limitation, the risk factors described in the section headed “Risk Factors” and elsewhere

in this prospectus, and the following:

° the timing of initiation and completion and the progress of our drug discovery and research
programs;

° the timing and likelihood of regulatory filings and approvals, such as IND and NDA;

° our ability to advance our drug candidates into drugs, and the successful completion of
clinical trials;

° the approval, pricing and reimbursement of our drug candidates;

° the commercialization of our drug candidates;

° the market opportunities and competitive landscape of our drug candidates;

° our business and prospects;

° competition from other domestic and foreign biotech companies and their products;

° the regulatory and enforcement environment of the industry and markets in which we
operate;

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

° our strategies, plans, objectives and goals and our ability to implement the foregoing;
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° advance in technology;

° our ability to develop and commercialize new products;

° general economic, political and business environment in the markets in which we operate;
° our expected expenditure and working capital needs;

° our ability to reduce costs;

° exchange rate fluctuations;

° the performance of global financial markets, including changes in our ability to access the

capital markets and changes in the level of interest rates;

° availability and costs of bank loans and other forms of financing;
° our liquidity and financial conditions;
° our relationship with, and other conditions affecting, our suppliers, customers and other

business partners;

° currency exchange restrictions; and

° our dividend policy.

Subject to the requirements of applicable laws, rules and regulations, we do not have any
obligation to update or otherwise revise the forward-looking statements in this prospectus, whether as a
result of new information, future events or otherwise. As a result of these and other 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 information. All forward-looking statements contained in this prospectus are qualified

by reference to the cautionary statements set out in this section.
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You should carefully consider all of the information in this prospectus, including the risks and
uncertainties described below, before making an investment in the Offer Shares. You should pay
particular attention to the fact that substantially all of our business is located in the PRC and we are
governed by a legal and regulatory environment which may differ in some respects from that which
prevails in other countries. Our business, financial condition, results of operations and prospects
could be materially and adversely affected by any of these risks. The trading price of our Shares
could also decrease significantly due to any of these risks and you may lose all or part of your
investment.

We believe there are certain risks and uncertainties involved in our operations, some of which are
beyond our control. We have categorized these risks and uncertainties into: (i) risks relating to our
financial position and need for additional capital; (ii) risks relating to our business, comprising (a) risks
relating to the development of our drug candidates, (b) risks relating to the development of biosimilars
and generic drugs, (c) risks relating to extensive government regulation, (d) risks relating to
commercialization of our drugs and drug candidates, (e) risks relating to our intellectual property rights
and (f) risks relating to our reliance on third parties; (iii) risks relating to our operations; (iv) risks
relating to our doing business in the PRC and Taiwan; and (v) risks relating to the Global Offering.

RISKS RELATING TO OUR FINANCIAL POSITION AND NEED FOR ADDITIONAL CAPITAL

We currently do not generate revenue from sales of any drug products developed by us and may not
become profitable in the foreseeable future, or at all, and potential investors may lose substantially
all of their investments in us given the nature of biotech industry.

Our main business is the development and commercialization of drug products. As all of our drug
candidates are still in the research and development stage, we currently do not generate revenue from
sales of drug products developed by us and recorded continued losses during the Track Record Period. If
we fail to commercialize our drug candidates as planned, or at all, due to failures to complete clinical
trials, obtain regulatory approval and conduct commercial manufacturing or any other reason, we may
experience significant delays or failure in generating revenue and realizing profit from sales of our drug
products.

Further, we expect to incur significant costs in the future, in particular for the research,
development and commercialization of our drug candidates. Our research and development expenses
amounted to RMB105.9 million, RMB188.7 million and RMB48.3 million in 2017, 2018 and the four
months ended April 30, 2019, respectively. As a drug candidate enters into clinical stage, costs associated
with such drug candidate increase significantly. In the future, as we move more pre-clinical drug
candidates into the clinical stage, conduct more clinical trials for commercialized products to broaden
their use and carry out commercial production of our drug products, the costs associated with such
operations may increase significantly.

As we operate in the highly competitive biopharmaceutical market, we are under pressure to incur
research and development and other expenses which has an impact on our profitability. On the other hand,
our commercialized drug products may fail, or fail to realize their sales potential as expected, due to
competition, insufficient market demand, product defect or any other reason. Therefore, even after we
start to generate revenue from sales of drug products developed by us in the future, we may still not be
profitable for an extended period of time or may not become profitable at all.
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Moreover, the biotech industry in which we operate is by nature highly risky. We may encounter
unforeseen expenses, difficulties, complications, delays and other known and unknown factors. If we
could not address these risks and difficulties successfully, our business will be materially harmed and we
may not be able to continue our operations. These risks may cause potential investors to lose substantially
all of their investments in our Shares.

We have incurred significant net losses and net operating cash outflows since our inception, and we
anticipate that we will continue to incur net losses and net operating cash outflows until we
successfully commercialize our drug candidates.

Investment in pharmaceutical drug development is highly speculative. It entails substantial upfront
capital expenditures and significant risk that a drug candidate will fail to gain regulatory approval or
become commercially viable. We continue to incur significant expenses related to our ongoing
operations. As such, we have incurred losses in each period since our inception, and had a loss for the
year/period of RMB148.7 million, RMB268.3 million and RMB102.4 million in 2017, 2018 and the four
months ended April 30, 2019, respectively.

We expect to continue to incur losses for the foreseeable future, and we expect these losses to
increase as we continue and expand our development of, and seek regulatory approvals for, our drug
candidates, and continue to build up our commercialization and sales workforce in anticipation of the
future roll-out of our late-stage drug candidates. Typically, it takes many years to develop one new drug
from the drug discovering stage to when it is available for treating patients. In addition, we will continue
to incur costs associated with operating as a public company and in support of our growth as a
development-stage or commercial-stage biopharmaceutical company. Our losses may also further
increase due to:

. maintenance and expansion of our manufacturing facilities;

. continued need to recruit clinical, operational, financial, manufacturing and scientific
personnel;

. addressing any competing technological and marketing developments, including new

products developed by competitors;
. obtaining, maintaining, expanding and protecting our intellectual property portfolio; and
. acquiring or in-licensing other intellectual property, drug candidates and technologies.

The size of our future net losses will depend, in part, on the number and scope of our drug
development programs and the associated costs of those programs, the cost of commercializing any
approved products, our ability to generate revenues and the timing and amount of milestones and other
payments we make or receive with or through arrangements with third parties. If any of our drug
candidates fails in clinical trials or does not gain regulatory approval, or if approved, fails to achieve
market acceptance, we may never become profitable. Even if we achieve profitability in the future, we
may not be able to sustain profitability in subsequent periods. Our failure to become and remain
profitable would decrease the value of our Company and could impair our ability to raise capital,
maintain our research and development efforts, expand our business or continue our operations.
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Our accumulated losses increased during the Track Record Period, and the Company’s
consolidated net assets recorded net deficit position as of April 30, 2019, which may continue or
recur after the Listing.

Our accumulated losses increased by 55.3% from RMB485.5 million as of December 31, 2017 to
RMB753.8 million as of December 31, 2018, which further increased by 13.6% to RMB856.1 million as
of April 30, 2019, primarily attributable to significant increases in our research and development
expenses in relation to the clinical trials and pre-clinical development of our drug candidates. Primarily
as a result of the increased accumulated losses, the Company’s consolidated net assets recorded net
deficit of RMB184.5 million and RMB267.7 million as of December 31, 2018 and April 30, 2019,
respectively, as compared to the total equity of RMB77.3 million as of December 31, 2017. See
“Financial Information — Consolidated Balance Sheets”, “Financial Information — Indebtedness” and
“Financial Information — Working Capital Confirmation” for more details. Our increased accumulated
losses, and the resulting net deficit position, expose us to liquidity risk. Our future liquidity, the payment
of trade and other payables, our capital expenditure plans and the repayment of our outstanding debt
obligations as and when they become due will primarily depend on our ability to maintain adequate cash
generated from operating activities and adequate external financing. Our accumulated losses may
increase, and our net deficit position may continue after the Listing, which may limit our working capital
for the purpose of operations or capital for our expansion plans and materially and adversely affect our
business, financial condition and results of operations.

We may need additional capital to meet our operating cash requirements, and we may not be able to
obtain financing on terms acceptable to us, or at all.

We believe our current cash and cash equivalents, the internally generated funds and the estimated
net proceeds from the Global Offering will be sufficient to meet our anticipated cash needs for the 12
months after the listing. We may, however, require additional cash resources to meet our continued
operating cash requirements in the future, especially to fund our research and development activities. In
2017, 2018 and the four months ended 30 April 2019, our research and development burn, which
represents the cash operating costs for research and development for the relevant periods, amounted to
RMB101.0 million, RMB136.5 million and RMB60.0 million, respectively. Our cash operating costs for
research and development mainly consist of clinical trials expenses, employee benefits expenses and
research and development materials and consumables expenses. Clinical trials expenses include expenses
incurred in the engagement of clinical trial sites and principal investigators, patients recruitment,
procurement of reference drugs, medical imaging, testing and data analytics. If the financial resources
available to us after the Listing are insufficient to satisfy our cash requirements, we may seek additional
funding through equity offerings, debt financings, collaborations and licensing arrangements. It is
uncertain whether financing will be available in amounts or on terms acceptable to us, if at all. If we were
not able to obtain additional capital to meet our cash requirements in the future, our business, financial
condition, results of operations and prospects could be materially and adversely affected.

We have a limited operating history, which may make it difficult to evaluate our current business
and predict our future performance. The risks involved in our business may cause potential
investors to lose substantially all of their investment in our business.

We are a development-stage biopharmaceutical company founded in 2009. Our operations to date

have focused on organizing and staffing our Company, business planning, raising capital, establishing our
intellectual property portfolio, conducting pre-clinical studies and clinical trials of our drug candidates
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and marketing an oncology drug of an Independent Third Party. We have no self-developed products
approved for commercial sale and have not generated any revenue from self-developed product sales. Our
limited operating history, particularly in light of the rapidly evolving biopharmaceutical industry, may
make it difficult to evaluate our current business and reliably predict our future performance. We may
encounter unforeseen expenses, difficulties, complications, delays and other known and unknown
factors. If we do not address these risks and difficulties successfully, our business will suffer. These risks
may cause potential investors to lose substantially all of their investment in our business.

We will need to obtain additional financing to fund our operations, and if we are unable to obtain
such financing, we may be unable to complete the development and commercialization of our drug
candidates.

Our drug candidates will require the completion of clinical development, regulatory review,
significant marketing efforts and substantial investment before they can provide us with product sales
revenue. Our operations have consumed substantial amounts of cash since inception. Our operating
activities used RMB117.6 million, RMB175.1 million and RMB&3.9 million of net cash in 2017, 2018
and the four months ended April 30, 2019, respectively. We expect to continue to spend substantial
amounts on drug discovery, advancing the clinical development of our drug candidates, and launching
and commercializing any approved drug candidates for which we receive regulatory approval. Our
existing cash, cash equivalents and short-term investments may not be sufficient to enable us to complete
all global development or commercially launch all of our current drug candidates for the currently
anticipated indications and to invest in additional programs. Accordingly, we will require further funding
through public or private offerings, debt financing, collaboration and licensing arrangements or other
sources. Our forecast of the period of time through which our financial resources will be adequate to
support our operations is a forward-looking statement and involves risks and uncertainties, and actual
results could vary as a result of a number of factors, including the factors discussed elsewhere in this
“Risk Factors” section. 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 funding
requirements will depend on many factors, including:

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

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

. the number and development requirements of drug candidates that we may in-license and
develop;

. the amount and timing of the milestone and royalty payments we receive from our
collaborators;

. the cost of filing, prosecuting, defending and enforcing any patent claims or other

intellectual property rights;

. selling and marketing costs associated with any future drug candidates that may be
approved, including the cost and timing of expanding our marketing and sales capabilities;

. the terms and timing of any potential future collaborations, licensing or other arrangements
that we may establish;
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. cash requirements of any future acquisitions and/or the development of other drug
candidates;
. the cost and timing of development and completion of commercial-scale internal or

outsourced manufacturing activities; and

. our headcount growth and associated costs.

If we are unable to raise capital when needed or on attractive terms, we may be forced to delay,
reduce or eliminate our research and development programs or future commercialization efforts. Our
inability to obtain additional funding when we need it could have a material adverse effect on our
business.

Raising additional capital may cause dilution to our shareholders, restrict our operations or
require us to relinquish rights to our technologies or drug candidates.

We may seek additional funding through a combination of equity offerings, debt financings,
collaborations and licensing arrangements. To the extent that we raise additional capital through the sale
of equity or convertible debt securities, your ownership interest will be diluted, and the terms may
include liquidation or other preferences that adversely affect your rights as a holder of our Shares. The
incurrence of additional indebtedness or the issuance of certain equity securities could result in increased
fixed payment obligations and could also result in certain additional restrictive covenants, such as
limitations on our ability to incur additional debt or issue additional equity, limitations on our ability to
pay dividends, limitations on our ability to acquire or license intellectual property rights and other
operating restrictions that could adversely impact our ability to conduct our business. In addition,
issuance of additional equity securities, or the possibility of such issuance, may cause the market price of
our Shares to decline. In the event that we enter into collaborations or arrangements in order to raise
capital, we may be required to accept unfavorable terms, including relinquishing or licensing to a third
party on unfavorable terms our rights to technologies or drug candidates that we otherwise would seek to
develop or commercialize ourselves or potentially reserve for future potential arrangements when we
might be able to achieve more favorable terms.

The performance and value of our investments in financial products and equity securities are
subject to uncertainties and fluctuation.

As part of our treasury management and following our investment policies, we invested in wealth
management products or other short-term financial products issued by banks and other financial
institutions, which are unsecured with no guaranteed return on investments. These financial products are
thus classified as financial assets at fair value through profit or loss. As of December 31, 2017, 2018 and
April 30, 2019, the balance of our financial assets at fair value through profit or loss was RMB47.8
million, RMB17.3 million and RMB27.3 million, respectively. Such balance fluctuates with the timing of
maturity of certain products and our purchasing of additional products in accordance with our investment
policy. The performance and the value of our investment in such products may fluctuate or decrease from
time to time for reasons beyond our control, such as market interest rates, performance of the reference
assets which is used to determine the return of our investments, changes to regulatory requirements or
restrictions, general economic conditions, and risks associated with any specific country or currency.
Those investments are also subject to the credit risk of the issuers and we may lose all or a substantial

_ 44 —



RISK FACTORS

amount of our investments in the event that an issuer becomes insolvent or delays in making or fails to
make any payments when due. Any decrease of value or underperformance of these financial assets may
adversely affect our financial condition or business prospects. See “Financial Information —
Consolidated Balance Sheets — Financial Assets at Fair Value through Profit or Loss” for further details
of our investments in such products.

Additionally, we hold a long-term equity investment in Lumosa Therapeutics, an associate of
Centerlab listed on the Taipei Exchange, an over-the-counter market in Taiwan. Such equity investment is
classified as financial assets at fair value through other comprehensive income, and their fair value is
measured by the quoted market price of the shares. As of December 31, 2017 and 2018 and April 30,
2019, the balance of our financial assets at fair value through other comprehensive income was RMB6.5
million, RMB6.8 million and RMB6.5 million, respectively. The price of these securities may fluctuate
with changes in market conditions as well as the performance and business prospects of Lumosa
Therapeutics, among others, all of which are beyond our control. Any decrease in the prices of these
securities will result in fair value losses on financial assets at fair value through other comprehensive
income, and may adversely affect our financial condition. See “Financial Information — Consolidated
Balance Sheets — Financial Assets at Fair Value through Other Comprehensive Income” for further
details of our equity investment in Lumosa Therapeutics.

Fair value changes in our financial instruments issued to investors and related valuation
uncertainty may materially affect our financial condition and results of operations.

During the Track Record Period, we raised US$45.0 million from our investors through the
issuance of convertible bonds in 2017 and 2018, all of which were converted into Class A Preferred
Shares in 2018. For a summary of the terms of the convertible loans, see “History and Development —
Major Changes to Our Company’s Issued Share Capital Since Its Establishment — Issuance of the
Convertible Bonds in 2017 and 2018”. We also raised US$57.0 million through issuance of Class B
Preferred Shares in 2018. For a summary of the terms of the convertible preferred shares, see “History
and Development — Major Changes to Our Company’s Issued Share Capital Since Its Establishment —
Principal Terms of the Class A Preferred Shares and Class B Preferred Shares”. The convertible bonds
and convertible preferred shares were recorded on a fair value basis. The discounted cash flow method
was used to determine the total equity value of the Company while the binomial model was adopted to
determine the fair value of the convertible loans and the convertible preferred shares, and the key
valuation assumptions used discount rate, risk-free interest rate and volatility. Any change in the
assumptions may lead to different valuation results and, in turn, changes in the fair value of these
financial instruments issued to investors. Our convertible preferred shares will be automatically
converted to Shares upon the closing of the Global Offering. To the extent we need to revalue the
convertible preferred shares prior to the closing of the Global Offering, any change in fair value of these
convertible preferred shares and related valuation uncertainty could materially affect our financial
position and performance. In 2017, 2018 and the four months ended April 30, 2019, we recognized losses
of RMB42.9 million, RMB29.4 million and RMB26.1 million, respectively, relating to these financial
instruments issued to investors. As of April 30, 2019, the Company’s consolidated net asset recorded net
deficit of RMB267.7 million, mainly due to convertible preferred shares issued to investors with carrying
amount of RMB783.9 million under non-current liabilities. Our convertible preferred shares will be
automatically converted to Shares upon the closing of the Global Offering, and as a result, net deficit is
expected to turn into net asset upon the conversion. See “Financial Information — Consolidated
Statements of Profit or Loss — Fair Value Change in Financial Instruments Issued to Investors”,
“Financial Information — Consolidated Balance Sheets”, as well as Note 2.1 and and Note 27 to
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Appendix I — “Accountant’s Report” to this prospectus for details. We expect to recognize additional
losses on the fair value changes of the convertible preferred shares from April 30, 2019 to the Listing
Date. After the automatic conversion of all preferred shares into Shares upon the closing of the Global
Offering, we do not expect to recognize any further gains or losses on fair value changes from these
convertible preferred shares in the future.

RISKS RELATING TO OUR BUSINESS
Risks Relating to the Development of Our Drug Candidates

We depend substantially on the success of our drug candidates, all of which are undergoing
pre-clinical or clinical development. If we are unable to successfully complete clinical development,
obtain regulatory approval and commercialize our drug candidates, or experience significant delays in
doing so, our business will be materially harmed.

Our business will depend on the successful development, regulatory approval and
commercialization of our drug candidates for the treatment of patients with cancer or other targeted
indications, all of which are still in pre-clinical or clinical development, and other drug candidates we
may develop. We have invested a significant portion of our efforts and financial resources in the
development of our existing drug candidates. The success of our drug candidates will depend on several
factors, including:

. successful enrollment of patients in, and completion of, clinical trials, as well as completion
of pre-clinical studies;

. favorable safety and efficacy data from our clinical trials and other studies;
. receipt of regulatory approvals;
. establishing commercial manufacturing capabilities, either by building facilities ourselves

or making arrangements with third-party manufacturers;
. the performance by contract research organizations (“CRQOs”) or other third parties we may
retain to conduct clinical trials, of their duties to us in a manner that complies with our

protocols and applicable laws and that protects the integrity of the resulting data;

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

. ensuring we do not infringe, misappropriate or otherwise violate the patent, trade secret or
other intellectual property rights of third parties;

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

. obtaining sufficient supplies of any competitor drug products that may be necessary for use
in clinical trials for evaluation of our drug candidates.

If we do not achieve one or more of these factors in a timely manner or at all, we could experience
significant delays in our ability or be unable to obtain approval for and/or to successfully commercialize
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our drug candidates, which would materially harm our business and we may not be able to generate
sufficient revenues and cash flows to continue our operations. These factors present uncertainty and
material risks to our commercial success and may cause potential investors to lose a substantial amount or
substantially all of their investment in our business.

Drug development involves a lengthy and expensive process with an uncertain outcome, and results of
earlier studies and trials may not be predictive of future trial results.

Clinical development is expensive and can take many years to complete, and its outcome is
inherently uncertain. Our expenditure on clinical trials constituted the largest component of our overall
research and development expenditure during the Track Record Period, amounting to RMB41.2 million,
RMB90.5 million and RMBS8.0 million in 2017, 2018 and the four months ended April 30, 2019,
respectively.

Commencement of a clinical trial is subject to finalizing trial design based on ongoing discussions
with the NMPA and/or other regulatory authorities. Successful completion of our clinical trials is a
prerequisite to submitting an NDA or similar filing to the NMPA or other regulatory authorities for each
drug candidate and, consequently, the ultimate approval and commercialization of our drug candidates.
We cannot assure you as to when the clinical trials for our pre-clinical drug candidates will begin, if at all.
Failure can occur at any time during the course of drug development and the clinical trial process for a
variety of reasons. The results of pre-clinical studies and early clinical trials of our drug candidates may
not be predictive of the results of later-stage clinical trials, and initial or interim results of a trial may not
be predictive of the final results. Drug candidates in later stages of clinical trials may fail to show the
desired safety and efficacy traits despite having progressed through pre-clinical studies and initial
clinical trials. In some instances, there can be significant variability in safety and/or efficacy results
between different trials of the same drug candidate due to numerous factors, including changes in trial
procedures set forth in protocols, differences in the size and type of the patient populations, including
genetic differences, patient adherence to the dosing regimen and other trial protocol elements and the rate
of dropout among clinical trial participants. In the case of any trials we conduct, results may differ from
earlier trials due to the larger number of clinical trial sites and additional groups of patients involved in
such 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 positive results in earlier trials. Our future clinical trial results may not be favorable. In
addition, research and development costs step up significantly as drug candidates reach more advanced
clinical stages. Accordingly, if future clinical trial results are not favorable, we may be unable to recover
both the costs of the earlier phases as well as the substantially greater costs of later phases.

Even if our future clinical trial results show favorable efficacy and impressive durability of
antitumor responses, not all patients may benefit. For certain drugs, including checkpoint inhibitors, and
in certain indications, it is likely that the majority of patients may not respond to the agents at all, some
responders may relapse after a period of response and certain tumor types may appear particularly
resistant.

If we encounter difficulties 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 who remain in the trial until its conclusion.
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We may experience difficulties in patient enrollment in our clinical trials for a variety of reasons,
including the size and nature of the patient population, the patient eligibility criteria defined in the
protocol, perceived risks and benefits of the drug candidate under study, efforts to facilitate timely
enrollment in clinical trials, ability to obtain and maintain patent consent, and ability to monitor patient
adequately during and after treatment.

Our clinical trials will likely compete with other clinical trials for drug candidates that are in the
same therapeutic areas as our drug candidates, and this competition will reduce the number and types of
patients available to us, because some patients who might have opted to enroll in our trials may instead
opt to enroll in a trial being conducted by one of our competitors. Because the number of qualified
clinical investigators and clinical trial sites is limited, we expect to conduct some of our clinical trials at
the same clinical trial sites that some of our competitors use, which will reduce the number of patients
who are available for our clinical trials at such clinical trial sites. 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, which could prevent completion of these trials
and adversely affect our ability to advance the development of our drug candidates.

If clinical trials of our drug candidates fail to demonstrate safety and efficacy to the satisfaction of
regulatory authorities or do not otherwise produce positive results, we may incur additional costs or
experience delays in completing, or ultimately be unable to complete, the development and
commercialization of our drug candidates.

We may not be successful in developing, enhancing or adapting to new technologies and
methodologies.

We must keep pace with new technologies and methodologies to maintain our competitive position.
Our research and development expenses were RMB105.9 million, RMB188.7 million and RMB48.3
million in 2017, 2018 and the four months ended April 30, 2019, respectively. We must continue to invest
significant amounts of human and capital resources to develop or acquire technologies that will allow us
to enhance the scope and quality of our clinical trials. We intend to continue to enhance our technical
capabilities in drug 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 or obtain any patent or other intellectual property protection for such new or enhanced products.
Any failure to do so may make our technologies obsolete, which could harm our business and prospects.

We may fail to identify, discover or prioritize the development of additional drug candidates.

We plan to continue our exploration for new drug candidates through our research and
development to supplement our product pipeline. Research programs to identify new drug candidates and
disease targets and to pursue the development of our drug candidates for additional indications require
substantial technical, financial and human resources with no guarantee for success. Our research
programs may initially show promise in identifying potential indications and/or drug candidates, yet fail
to yield results for clinical development for a number of reasons, including:

. the research methodology used may not be successful in identifying potential drug
candidates and/or indications;

. potential drug candidates may, after further study, be shown to have harmful adverse effects
or other characteristics that indicate they are unlikely to be successful drugs; or
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. it may take greater human and financial resources to identify additional therapeutic
opportunities for our drug candidates or to develop suitable potential drug candidates
through internal research programs than we will possess, thereby limiting our ability to
diversify and expand our drug portfolio. Because we have limited financial and managerial
resources, we focus on research programs and drug candidates for specific indications. As a
result, we may forego or delay pursuit of opportunities with other drug candidates or for
other indications that later prove to have greater commercial potential or a greater likelihood
of success. Our resource allocation decisions may cause us to fail to capitalize on viable
commercial products or profitable market opportunities.

Accordingly, there can be no assurance that we will ever be able to identify additional therapeutic
opportunities for our drug candidates or to develop suitable potential drug candidates through internal
research programs, which could materially and adversely affect our future growth and prospects. We may
focus our efforts and resources on potential drug candidates or other potential programs that ultimately
prove to be unsuccessful, which may have a material and adverse impact on our business, financial
condition and results of operations.

Some of our drug candidates represent a novel approach to therapeutic needs that could result in
delays in clinical development, regulatory approval or commercialization.

Some of our drug candidates represent a novel approach to therapeutic needs compared with more
commonly used medical methods, which carries inherent development risks. Any modification to the
protocols related to the demonstration of safety or efficacy of our drug candidates may delay the clinical
program, regulatory approval or commercialization, if approved, and we may be required to supplement,
modify, or withdraw and refile our applications for regulatory approval. In addition, potential patients
and their doctors may be inclined to use conventional standard-of-care treatments rather than trying out a
novel approach. Further, given the novelty of our drug candidates, patients and medical personnel may
need a substantial amount of education and training. This may have a material impact on our ability to
generate revenue from our drug candidates, which in turn may adversely affect our business, financial
condition and results of operations.

Risks Relating to the Development of Biosimilars and Generic Drugs

Approval pathway for biosimilars in China remains fluid, which may adversely affect the regulatory
approval of our biosimilars drug candidates.

The NMPA issued the Technical Guideline for the Research, Development and Evaluation of
Biosimilars (Tentative) (the “Biosimilars Guideline”) on February 28, 2015. The Biosimilars Guideline
outlines the regulatory framework for biosimilars, aiming to move toward a clear industry structure for
the development of biosimilars. The Biosimilars Guideline does not offer an alternative pathway for
launching biosimilar products in China; rather, biosimilars are essentially subject to the same approval
pathway as innovative biologics with a set of different technical review criteria. Applicants must mark in
their IND and NDA applications that submissions are intended to be reviewed as biosimilars. In addition,
various uncertainties surrounding the application and interpretation of the Biosimilars Guideline could
adversely affect the regulatory approval of our existing biosimilar drug candidate, namely TABOOS,
which is also our Core Product. Uncertainties surrounding the approval pathway for biosimilars in China
include:
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. the Biosimilars Guideline is a technical guidance only and cannot address several
fundamental issues for the administration of biosimilars in the absence of a clear legislative
authorization, e.g., the interchangeability with reference products, the naming rules and the

labeling requirements for biosimilars;

. although the Biosimilars Guideline adopted a stepwise comparability approach, it does not
contain sufficient details to be regarded as overarching guidelines and it is also not clear
whether the NMPA will take further steps to develop product-specific guidelines and

guidelines addressing issues such as immunogenicity assessment; and

. while under the Biosimilars Guideline biosimilars are subject to the same approval pathway
as innovative biologics with a set of different technical review criteria, it remains unclear if
the time to market for biosimilars will be reduced compared with the lengthy review process

for innovative biologics.

As such, we cannot assure you that our TABOOS will be approved under the Biosimilars Guideline,

in a timely manner or at all, and we may not ultimately be able to develop and market it successfully.

Approved drug candidates, in particular generic drugs, may become subject to unfavorable pricing
regulations in China, which could harm our business.

We intend to seek approval to market our drug candidates in China. In China, the pricing of drugs,
in particular generic drugs, is subject to governmental control, which can take considerable time even
after obtaining regulatory approval. Market acceptance and sales of any of our future approved drug
candidates will depend significantly on the availability of adequate coverage and reimbursement from
third-party payers for drugs and may be affected by existing and future health care reform measures.

In China, the Ministry of Human Resources and Social Security of China or provincial or local
human resources and social security authorities, together with other government authorities, review the
inclusion or removal of drugs from the China’s National Drug Catalog for Basic Medical Insurance,
Work-related Injury Insurance and Maternity Insurance, or the NRDL or provincial or local level thereof
regularly, and the tier under which a drug will be classified, both of which affect the amounts
reimbursable to program participants for their purchases of those drugs. There can be no assurance that
any of our future approved drug candidates will be included in the NRDL. Products included in the NRDL
are typically generic and essential drugs. Innovative drugs similar to our drug candidates have
historically been more limited on their inclusion in the NRDL due to the affordability of the government’s

Basic Medical Insurance.

If we were to successfully launch commercial sales of our products but fail in our efforts to have
our products included in the NRDL or PRDL, our revenue from commercial sales will be highly
dependent on patient self-payment, which can make our products less competitive. Additionally, even if
the Ministry of Human Resources and Social Security of the PRC or any of its local counterparts accepts
our application for the inclusion of products in the NRDL or PRDL, 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 or PRDL.
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See also “— Risks Relating to Our Business — Risks Relating to Extensive Government
Regulation — Even if we are able to commercialize any approved drug candidates, the drugs may become
subject to national or other third-party reimbursement practices or unfavorable pricing regulations, which

could harm our business.”

We face substantial competition, which may result in others discovering, developing or
commercializing competing drugs before or more successfully than we do, especially in the market of
biosimilar and generic drugs.

The development and commercialization of new drugs, especially biosimilar and generic drugs, is
highly competitive. We face competition from major pharmaceutical companies, specialty
pharmaceutical companies and biopharmaceutical companies worldwide. There are a number of large
pharmaceutical and biopharmaceutical companies that currently market and sell drugs or are pursuing the
development of drugs for the treatment of cancer or other indications for which we are developing our
drug candidates. For example, as of the Latest Practicable Date, there were two NDA of bevacizumab
biosimilar drug candidates under the NMPA’s review and ten bevacizumab biosimilar drug candidates
undergoing Phase III clinical trials other than TABOOS, our Core Product. Some of these competitors have
better resources and expertise than us. 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. We anticipate that we will face intense and increasing competition as new drugs enter
the market and advanced technologies become available. In addition, if we do not successfully introduce
new competitive drugs in a timely manner, or if our competitors develop products with the same
indication as ours before we are able to do so, or if prices of reference drugs to which our biosimilar drug
candidates relate decrease, we could face significant pricing pressure on our drugs or find it
commercially unfeasible to even bring such drugs to market, which in turn would result in us being
unable to generate our target profits for such drugs, if at all, and render us unable to recover our

investment.

Our commercial opportunity could be reduced or eliminated if our competitors develop and
commercialize drugs that are safer, more effective, have fewer or less severe side effects, are more
convenient or are less expensive than any drugs that we may develop or commercialize. Our competitors
also may obtain approval from the NMPA or other comparable 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 render our drug candidates obsolete or
non-competitive before we can recover expenses of developing and commercializing any of our drug

candidates.

Mergers and acquisitions in the pharmaceutical and biopharmaceutical industries may result in
even more resources being concentrated among a smaller number of our competitors. Smaller and other
early-stage companies may also prove to be significant competitors, particularly through collaborative
arrangements with large and established companies. 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 and activities.
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Risks Relating to Extensive Government Regulation

All material aspects of the research, development and commercialization of pharmaceutical products
are heavily regulated. Any failure to comply with existing regulations and industry standards or any
adverse actions by the 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 conduct our pharmaceutical-industry activities regulate
these activities in great depth and detail. We intend to focus our activities in the major markets of Greater
China. These jurisdictions all strictly regulate the pharmaceutical industry, and in doing so the
government authorities employ broadly similar regulatory strategies, including regulation of product
development and approval, manufacturing, and marketing, sales and distribution of products. However,
there are differences in the regulatory regimes that make for a more complex and costly regulatory
compliance burden for a company like ours that plans to operate in each of these regions.

The process of obtaining regulatory approvals and compliance with appropriate laws and
regulations require the expenditure of substantial time and financial resources. Failure to comply with the
applicable requirements at any time during the product development process, approval process, or after
approval, may subject an applicant to administrative or judicial sanctions. These sanctions could include
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. The failure to comply with these regulations could have a material adverse
effect on our business.

The regulatory approval processes of regulatory authorities are lengthy, time-consuming and
inherently unpredictable. If we are ultimately unable to obtain regulatory approval for our drug
candidates, our business will be substantially harmed.

The time required to obtain approval by the NMPA and other comparable regulatory authorities is
unpredictable but typically takes many years following the commencement of pre-clinical studies and
clinical trials and depends on numerous factors, including the substantial discretion of the regulatory
authorities.

Our drug candidates could fail to receive regulatory approval for many reasons, including:

. failure to begin or complete clinical trials due to disagreements with regulatory authorities;

. failure to demonstrate that a drug candidate is safe and effective or that a biologic candidate
is safe, pure, and potent for its proposed indication;

. failure of clinical trial results to meet the level of statistical significance required for
approval;

. data integrity issues related to our clinical trials;

. disagreement with our interpretation of data from pre-clinical studies or clinical trials;

. changes in approval policies or regulations that render our pre-clinical and clinical data

insufficient for approval or require us to amend our clinical trial protocols;
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. regulatory requests for additional analyses, reports, data, nonclinical studies and clinical
trials, or questions regarding interpretations of data and results and the emergence of new
information regarding our drug candidates or other products;

. our failure to conduct a clinical trial in accordance with regulatory requirements or our
clinical trial protocols; and

. clinical sites, investigators or other participants in our clinical trials deviating from a trial
protocol, failing to conduct the trial in accordance with regulatory requirements, or
dropping out of a trial.

The NMPA or a comparable regulatory authority may require more information, including
additional pre-clinical or clinical data, to support approval, which may delay or prevent approval and our
commercialization plans, or we may decide to abandon the development program.

Changes in regulatory requirements and guidance related to clinical trials may also occur, and we
may need to amend clinical trial protocols submitted to applicable regulatory authorities to reflect these
changes. Amendments may require us to resubmit clinical trial protocols to institutional review boards or
ethics committees for re-examination, which may impact the costs, timing or successful completion of a
clinical trial.

The policies of the NMPA and other regulatory authorities may change and additional government
regulations may be enacted that could prevent, limit or delay regulatory approval of our drug candidates.
We cannot predict the likelihood, nature or extent of government regulation that may arise from future
legislation or administrative action, in China or other countries. If we are slow or unable to adapt to
changes in existing requirements or the adoption of new requirements or policies, or if we are not able to
maintain regulatory compliance, we may lose any regulatory approval that we may have obtained and we
may not achieve or sustain profitability.

If we experience delays in the completion of, or the termination of, a clinical trial of any of our
drug candidates, the commercial prospects of that drug candidate will be harmed, and our ability to
generate product sales revenues from any of those drug candidates will be delayed. In addition, any
delays in completing our clinical trials will increase our costs, slow down our drug candidate
development and approval process, and jeopardize our ability to commence product sales and generate
related revenues for that candidate. Any of these occurrences may harm our business, financial condition
and prospects significantly. In addition, many of the factors that cause, or lead to, a delay in the
commencement or completion of clinical trials may also ultimately lead to the denial of regulatory
approval of our drug candidates.

Our failure to obtain or renew certain approvals, licenses, permits and certificates required for our
business may materially and adversely affect our business, financial condition and results of
operations.

Pursuant to the relevant laws and regulations, we are required to obtain and maintain various
approvals, licenses, permits and certificates from relevant authorities to operate our business. Some of
these approvals, permits, licenses and certificates are subject to periodic renewal and/or reassessment by
the relevant authorities, and the standards of such renewal and/or reassessment may change from time to
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time. Any failure to obtain or renew any approvals, licenses, permits and certificates necessary for our
operations may result in enforcement actions, including orders issued by the relevant regulatory
authorities causing operations to cease, and corrective measures requiring capital expenditure or
remedial actions, which in the future could materially and adversely affect our business, financial
condition and results of operations. We cannot assure you that the relevant authorities would not take any
enforcement action against us. In the event that such enforcement action is taken, our business operations
could be materially and adversely disrupted.

Furthermore, if the interpretation or implementation of existing laws and regulations changes or
new regulations come into effect requiring us to obtain any additional approvals, permits, licenses or
certificates that were previously not required to operate our existing businesses, we cannot assure you
that we will successfully obtain such approvals, permits, licenses or certificates. In particular, with
respect to the uncertainty in the interpretation or implementation of relevant PRC laws and regulations,
see “— Risks Relating to Our Doing Business in the PRC and Taiwan — Risks Relating to the PRC — The
pharmaceutical industry in China is highly regulated and such regulations are subject to change which
may affect approval and commercialization of our drug candidates” and “— Risks Relating to Our Doing
Business in the PRC and Taiwan — Risks Relating to the PRC — There are uncertainties regarding the
interpretation and enforcement of PRC laws, rules and regulations”. Our failure to obtain the additional
approvals, permits, licenses or certificates may restrict the scope of our business, decrease our revenues
and/or increase our costs, which could materially reduce our profitability and prospects.

Changes in government regulations or in practices relating to the pharmaceutical and
biopharmaceutical industries, including healthcare reform in China, and compliance with new
regulations may have a material adverse impact on our business, financial condition, results of
operations and prospects.

The drug market is heavily regulated globally, including in China. Changes in government
regulations or in practices relating to the pharmaceutical and biopharmaceutical industries, such as a
relaxation in regulatory requirements, or the introduction of simplified approval procedures which will
lower the entry barrier for potential competitors, or an increase in regulatory requirements which may
increase the difficulty for us to satisfy such requirements, may have a material adverse impact on our
business, financial condition, results of operations and prospects. In particular, under current Chinese
regulatory requirements, to introduce a drug approved overseas to the China market, the drug must be
registered as an imported drug in China, and additional PK study and/or confirmative clinical trials may
be required. By engaging us, foreign pharmaceutical or biopharmaceutical companies will be able to
conduct parallel drug research and development in China for both China and overseas markets
simultaneously, thereby substantially reducing the time and cost required to introduce drugs to the China
market. If China ever streamlines, expedites or simplifies such regulatory procedures, foreign
pharmaceutical or biopharmaceutical companies’ demand for collaboration partnerships with local
partners like us may decrease, which would have a material adverse effect on our business, financial
condition, results of operations and prospects.

Any of our future approved drug candidates will be subject to ongoing or additional regulatory
obligations and continued regulatory review, which may result in significant additional expense and
we may be subject to penalties if we fail to comply with regulatory requirements or experience
unanticipated problems with our drug candidates.

Any of our future approved drug candidates will be subject to ongoing or additional regulatory
requirements for manufacturing, labeling, packaging, storage, advertising, promotion, sampling,
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record-keeping, conduct of post-marketing studies, and submission of safety, efficacy, and other

post-market information, including both requirements of comparable regulatory authorities in China.

Manufacturers and manufacturing facilities are required to comply with the extensive requirements
of the NMPA and comparable regulatory authorities ensuring that quality control and manufacturing
procedures conform to cGMP regulations. As such, we will be subject to continual review and inspections
to assess compliance with cGMP and adherence to commitments made in any NDA, other marketing
application, and previous responses to any inspection observations if we were to build additional
manufacturing facilities in the future. Accordingly, we and others with whom we work must continue to
expend time, money and effort in all areas of regulatory compliance, including manufacturing,
production and quality control.

Any approvals that we receive for our drug candidates may be subject to limitations on the
approved indicated uses for which the drug may be marketed or to the conditions of approval, which
could adversely affect the drug’s commercial potential or contain requirements for potentially costly
post-marketing testing and surveillance to monitor the safety and efficacy of the drug candidate. The
NMPA or a comparable regulatory authority may also require a risk evaluation mitigation strategy
program as a condition of approval of our drug candidates or following approval. In addition, if the
NMPA or a comparable regulatory authority approves our drug candidates, we will have to comply with
requirements, including, for example, submissions of safety and other post-marketing information and
reports, registration, as well as continued compliance with cGMP and GCP for any clinical trials that we

conduct post-approval.

The NMPA and other regulatory authorities strictly regulate the marketing, labeling, advertising
and promotion of products 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 and other
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.

If safety, efficacy, or other issues arise with any medical product used in combination with or to
facilitate the use of our drug candidates, we may be unable to market such drug candidate or may

experience significant regulatory delays.

Our strategy to develop combination therapies depends on the safety and efficacy of each
component drug within each combination therapy. If the NMPA or other comparable regulatory agency
revokes or denies its approval of a component therapeutic, in either the clinical design, clinical
administration, therapy approval or commercialization stage, we will be forced to terminate or redesign
the clinical trials, experience significant regulatory delays or stop our commercialization efforts. In
addition, we may fail our commercialization effort because products that facilitate the use of our drug
candidates incur safety, efficacy or availability issues. For example, there are currently no specific
regulations on the companion diagnostic test used in conjunction with our drug candidates for patient
identification in China. The lack of regulations presents uncertainties to our commercialization efforts

and may have adverse effect on our business and results of operations.
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Even if we are able to commercialize any approved drug candidates, the drugs may become subject to
national or other third-party reimbursement practices or unfavorable pricing regulations, which could
harm our business.

The regulations that govern regulatory approvals, pricing and reimbursement for new therapeutic
products vary widely from country to country. In China and some markets outside China, prescription
pharmaceutical pricing remains subject to continuing governmental control even after initial approval is
granted. As a result, we might obtain regulatory approval for a drug in a particular country, but then be
subject to price regulations that delay our commercial launch of the drug and negatively impact our
revenues. Adverse pricing limitations may hinder our ability to recoup our investment in one or more drug
candidates, even if our drug candidates obtain regulatory approval.

Our ability to commercialize any approved drug candidates successfully also 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.
Government authorities and third-party payors, such as private health insurers and health maintenance
organizations, decide which medication they will pay for and establish reimbursement levels. However,
they may attempt to control costs by limiting coverage and the amount of reimbursement for particular
medications.

A primary trend in the global healthcare industry is cost containment. Government authorities and
these third-party payors have attempted to control costs by limiting coverage and the amount of
reimbursement for particular medications.

There may be significant delays in obtaining reimbursement for approved drug candidates, and
coverage may be more limited than the purposes for which the drug candidates are approved by the
NMPA 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 payors and by any future weakening of laws that presently restrict imports
of drugs from countries where they may be sold at lower prices than in the United States. Our inability to
promptly obtain coverage and profitable payment rates from both government-funded and private payors
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.

See also “— Risks Relating to Our Business — Risks Relating to the Development of Biosimilar
and Generic Drugs — Approved drug candidates, in particular generic drugs, may become subject to

unfavorable pricing regulations in China, which could harm our business.”

Adverse drug reactions and negative results from off-label use of our products could materially harm
our business reputation, product brand name, financial condition and expose us to liability.

Products distributed or sold in the pharmaceutical market may be subject to off-label drug use.
Off-label drug use is prescribing a product for an indication, dosage or in a dosage form that is not in
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accordance with regulatory approved usage and labeling. Even though the NMPA and other comparable
regulatory authorities actively enforce the laws and regulations prohibiting the promotion of off-label
use, there remains the risk that our product is under off-label use and is prescribed in a patient population,
dosage or dosage form that has not been approved by competent regulatory authorities. This occurrence
may render our products less effective or entirely ineffective and may cause adverse drug reactions. Any
of these occurrences can create negative publicity and significantly harm our business reputation, product
brand name, commercial operations and financial condition, including the Company’s share price. These
occurrences may also expose us to liability and cause, or lead to, a delay in the progress of our clinical
trials and may also ultimately result in failure to obtain regulatory approval for our drug candidates.

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

The illegal importation of 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 commercialize our products. 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 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
future drug candidates 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 products distributed or sold in the pharmaceutical market may be manufactured without
proper licenses or approvals, or are fraudulently mislabeled with respect to their content or
manufacturers. These products are generally referred to as counterfeit pharmaceutical products. The
counterfeit pharmaceutical product control and enforcement system, particularly in developing markets
such as China, may be inadequate to discourage or eliminate the manufacturing and sale of counterfeit
pharmaceutical products imitating our products. 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. Our reputation and business could suffer harm as a result of counterfeit pharmaceutical
products sold under our or our collaborators’ brand name(s). In addition, thefts of inventory at
warehouses, plants or while in-transit, which are not properly stored and which are sold through
unauthorized channels, could adversely impact patient safety, our reputation and our business.

We may be exposed to risks related to our management of the medical data of subjects enrolled in our
clinical trials.

Our clinical trials routinely collect and maintain medical data treatment records and other personal
details of enrolled subjects. Laws and regulations of the various jurisdictions in which we conduct our
clinical to protect the privacy of their enrolled subjects and prohibit unauthorized disclosure of personal
information. Such institutions and personnel will be liable for damage caused by divulging the subjects’
private or medical records without consent. We have taken measures to maintain the confidentiality of the
medical records and personal data of subjects enrolled in our clinical trials, including encrypting such
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information in our information technology system so that it cannot be viewed without proper
authorization, and setting internal rules requiring our employees to maintain the confidentiality of our
subjects’ medical records. However, these measures 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. In
addition, our clinical trials frequently also 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
our data privacy measures. 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.
Any failure to protect the confidentiality of subjects’ medical records and personal data, or any restriction
on or liability as a result of, our use of medical data, could have a material adverse effect on our business,

financial condition and results of operations.

Risks Relating to Commercialization of Our Drugs and Drug Candidates

If we are not able to obtain, or experience delays in obtaining, required regulatory approvals, we will
not be able to commercialize our drug candidates, and our ability to generate revenue will be

materially impaired.

Before obtaining regulatory approvals for the commercial sale of any drug candidate for a target
indication, we must demonstrate in pre-clinical studies and well-controlled clinical trials, and, with
respect to approval in China, to the satisfaction of the NMPA, that the drug candidate is safe and effective
for use for that target indication and that the manufacturing facilities, processes and controls are
adequate. In addition to pre-clinical and clinical data, the NDA must include significant information
regarding the chemistry, manufacturing and controls for the drug candidate. Obtaining approval of an
NDA is a lengthy, expensive and uncertain process, and approval may not be obtained. If we submit an
NDA to the NMPA, the NMPA decides whether to accept or reject the submission for filing. We cannot be

certain that any submissions will be accepted for filing and review by the NMPA.

We have limited experience in filing for regulatory approval for our drug candidates, and we have
not yet demonstrated ability to receive regulatory approval for our drug candidates. So far we have not
independently submitted NDA. As a result, our ability to successfully submit any NDA, and obtain
regulatory approval for our drug candidates may involve more inherent risk, take longer, and cost more

than it would if we were a company with experience in obtaining regulatory approvals.

Regulatory authorities outside of China also have requirements for approval of drugs for
commercial sale with which we must comply prior to marketing in those areas. Regulatory requirements
and approval processes can vary widely from country to country and could delay or prevent the
introduction of our drug candidates. Clinical trials conducted in one country may not be accepted by
regulatory authorities in other countries, and obtaining regulatory approval in one country does not mean
that regulatory approval will be obtained in any other country. Seeking foreign regulatory approval could
require additional non-clinical studies or clinical trials, which could be costly and time- consuming. The
foreign regulatory approval process may include all of the risks associated with obtaining NMPA
approval. For all of these reasons, we may not obtain foreign regulatory approvals on a timely basis, if at
all.
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The process to develop, obtain regulatory approval for and commercialize drug candidates is long,
complex and costly both inside and outside China, and approval is never guaranteed. Following any
approval for commercial sale of our drug candidates, certain changes to the drug, such as changes in
manufacturing processes and additional labeling claims, may be subject to additional review and
approval by the NMPA and other comparable regulatory authorities. Also, regulatory approval for any of
our drug candidates may be withdrawn. If we are unable to obtain regulatory approval for our drug
candidates in one or more jurisdictions, or any approval contains significant limitations, our target market
will be reduced and our ability to realize the full market potential of our drug candidates will be harmed.
Furthermore, we may not be able to obtain sufficient funding or generate sufficient revenue and cash
flows to continue the development of any other drug candidate in the future.

Our future approved drug candidates may fail to achieve the degree of market acceptance by
physicians, patients, third-party payors and others in the medical community necessary for commercial
success.

Our future approved drug candidates may fail to gain sufficient market acceptance by physicians,
patients, third-party payors and others in the medical community. For example, current cancer treatments
like chemotherapy and radiation therapy 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 cancer indications. In addition, physicians, patients and third-party payors 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, cancer treatment centers and patients considering 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 regulatory authorities;

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

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

o the cost of treatment in relation to alternative treatments;

. the availability of adequate coverage, reimbursement and pricing by third-party payors and

government authorities;

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

. the effectiveness of our sales and marketing efforts.
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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 are introduced that are more favorably received than our drug candidates,
are more cost-effective or render our drug candidates obsolete.

We have no experience in manufacturing our drug candidates on a large commercial scale, which is a
highly exacting and complex process, and have not yet begun utilizing our manufacturing facilities for
commercial purposes.

In 2018, we completed the construction of our Suzhou Production Center comprising two
campuses. We rely on our Suzhou Production Center to support clinical and, eventually, commercial
production of our drug candidates. However, as we have not yet received regulatory approval for any of
our drug candidates, we have not attained any experience in large-scale production of our drugs for
commercial use, and cannot assure you that we ever will. Moreover, the manufacture of biologics is a
highly exacting and complex process, due in part to strict regulatory requirements. If problems arise in
the course of producing a batch of product, that batch may need to be discarded, which would result in
additional expenses and may also lead to product shortages. If problems are not discovered before the
product reaches the market, recall and product liability costs may also be incurred.

In the course of production, we may also face various other challenges such as, but not limited to:
. longer than expected lead up times to commence or ramp up production;

. failure to obtain sufficient work orders to efficiently utilize the full manufacturing capacity
of the facility;

. supply shortages that prevent us from scaling up production;
. excess supplies that may expire and be written off; and
. lower-than-expected success rate of manufacturing products that meet regulatory

requirements or our quality standards.

We cannot assure you that we will be able to resolve such issues if they arise in a cost-effective and
timely manner.

In addition, the NMPA and other regulatory authorities require our drug candidates and any
products that we may eventually commercialize to be manufactured according to GMP standards, which
we may not be able to achieve or maintain, in which case such regulators may issue a warning against us
or order us to take corrective measures within a time limit. Where no corrective measures have been taken
when the time limit has passed, such regulators may order us to suspend production or operations pending
rectification and pay a fine between RMBS5,000 and RMB20,000. In serious cases, the drug production
licence, drug-trading licence and qualifications as a clinical drug-testing body may be revoked.

Furthermore, because of the complex nature of our drug candidates, we may not be able to

manufacture them at a cost or in quantities or in a timely manner necessary to make commercially
successful products. In addition, our demand for manufacturing capacity for clinical study and
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commercial use is expected to grow along with the progression of the development of our existing
pipeline and research and development of new drug candidates. Any failure to satisfy our research &
development needs or negative developments in respect of the above could have a material adverse effect
on our business, financial condition and results of operations.

We have limited experience in marketing drugs. If we are unable to develop sufficient capabilities to
market and sell our drug candidates, we may not be able to generate product sales revenue.

We have limited experience in selling and marketing drug candidates. We have been marketing S-1,
an oncology drug of Taiho Pharmaceutical, in China since 2011. We expect to continue to build our
salesforce in China to market this drug and our drug candidates, in the event they receive commercial
approval, and any additional drugs or drug candidates that we may in-license, which will require
significant capital expenditures, management resources and time. Moreover, we have not yet
demonstrated an ability to launch and commercialize any of our self-developed drug candidates. For
example, we do not have experience in conducting a comprehensive market analysis, obtaining licenses
and reimbursement, or managing distributors and a sales force for our self-developed drug candidates. As
a result, our ability to successfully commercialize our self-developed drug candidates may involve more
inherent risk, take longer and cost more than it would if we were a company with experience launching
drug candidates.

To further strengthen our commercialization capability for TABOOS8 and other drug candidates, we
will continue to expand our sales and marketing team, and expect to reach approximately 250 to 300 after
we commercialize TABOOS. In addition, we will continue to expand the coverage of our sales and
marketing team into certain coastal areas in China. However, we will have to compete with other
pharmaceutical and biopharmaceutical companies to recruit, hire, train and retain marketing and sales
personnel. Also, due to the nature of our drug candidates, we will need to train our sales and marketing
team to be specialized in cancer treatments, which requires significant training efforts and further
intensifies competition for qualified sales representatives. If we are unable to, or decide not to, further
develop internal sales, marketing and commercial distribution capabilities for any or all of our drugs, we
will likely pursue collaborative arrangements regarding the sales and marketing of our drugs. However,
we cannot assure you 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. For example, if we fail to meet the
minimum sales or purchase amount under certain agreements with our business partners, the relevant
business partner may terminate the agreement with us by prior written notice or forfeit our deposit. 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 drugs ourselves. We also face competition in our search for third
parties to assist us with the sales and marketing efforts for our drugs.

We cannot assure that we will be able to grow and maintain our in-house sales and commercial
distribution capabilities or establish or maintain collaboration with third parties to commercialize any
product, and as a result, we may not be able to generate revenue from sales of self-developed product or
increase our revenue from sales of our in-licensed drug product.

The market opportunities for our drug candidates and in-licensed drug may be limited to those patients
who are ineligible for or have failed prior treatments and may be small.

Our projections of the number of people who have the diseases we are targeting and who have the
potential to benefit from treatment with our drug candidates and our in-licensed drug are based on our
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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 cancers. Additionally, the
potentially addressable patient population for our drug candidates and in-licensed drug may be limited or
may not be amenable to treatment with them. Even if we obtain significant market share for our drug
candidates, because the potential target populations are small, we may never achieve profitability without
obtaining regulatory approval for additional indications.

Risks Relating to Our Intellectual Property Rights

If we are unable to obtain and maintain patent protection for our drug candidates, primarily our novel
drug candidates, through intellectual property rights, or if the scope of such intellectual property
rights obtained is not sufficiently broad, third parties could develop and commercialize products and
technologies similar or identical to ours and compete directly against us, and our ability to successfully
commercialize any product or technology may be adversely affected.

Our success depends in large part on our ability to protect our proprietary technology and drug
candidates, primarily our novel drug candidates, from competition by obtaining, maintaining, defending
and enforcing our intellectual property rights, including patent rights. We seek to protect such drug
candidates and technology that we consider commercially important by filing patent applications in
China, the United States and other countries, 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 licensors are unable to obtain or maintain patent
protection with respect to such drug candidates and technologies, our business, financial condition,
results of operations and prospects could be materially harmed. As of the Latest Practicable Date, we had
one granted patent and five pending patent applications in relation to our Core Product.

The scope of patent protection in various jurisdictions is also uncertain. Changes in either the
patent laws or their interpretation in China, the United States or other countries may diminish our ability
to protect our inventions, obtain, maintain, defend, and enforce our intellectual property rights and, more
generally, could affect the value of our intellectual property or narrow the scope of our patent rights. We
cannot predict whether the patent applications we are currently pursuing and may pursue in the future
will issue as patents in any particular jurisdiction or whether the claims of any future issued patents will
provide sufficient protection from competitors.

The patent prosecution process is expensive, time-consuming and complex, and we may not be able
to file, prosecute, maintain, enforce or license all necessary or desirable patent applications at a
reasonable cost or in a timely manner in all desirable territories. As a result, we may not be able to prevent
competitors from developing and commercializing competitive drugs in all such fields and territories.
Additionally, our pending patent applications may not be approved. See “— A portion of our intellectual
property portfolio comprises pending patent applications that have not yet been issued as granted patents,
and if our pending patent applications fail to receive approval, our business will be adversely affected”. It
is also possible that we will fail to identify patentable aspects of our research and development output in
time to obtain patent protection.

The issuance, scope, validity, enforceability and commercial value of our patent rights are highly

uncertain. 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 license or own
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currently or in the future issue as patents, they may not issue 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 or in-license may be challenged,
narrowed, circumvented, or invalidated by third parties. 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
governmental patent agencies in China, the United States and other countries. Consequently, we do not
know whether any of our technology or drug candidates, especially novel drug candidates, will be
protectable or remain protected by valid and enforceable patents. In addition, the patent position of
pharmaceutical and biopharmaceutical companies generally is highly uncertain, involves complex legal
and factual questions, and has been the subject of much litigation in recent years. See “— Our owned and
in-licensed patents and other intellectual property may be subject to further priority disputes or to
inventorship disputes and similar proceedings, which could have a material adverse impact on our
business”.

Although various extensions may be available, the life of a patent and the protection it affords, is
limited. Even if we successfully obtain patent protection for an approved drug candidate, it may face
competition from generic or biosimilar medications once the patent has expired. Manufacturers of
generic or biosimilar drugs may challenge the scope, validity or enforceability of our patents in court or
before a governmental patent agency, and we may not be successful in enforcing or defending those
intellectual property rights and, as a result, may not be able to develop or market the relevant product
exclusively, which would have a material adverse effect on any potential sales of that product. The
pending patent applications, if issued, for our drug candidates are expected to expire on various dates as
described in “Statutory and General Information — B. Further Information about Our Business — 2. Key
Intellectual Property Rights of Our Group” in Appendix V to this prospectus. Upon the expiration of
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. Our
competitors or other third parties may also be able to circumvent our patents by developing similar or
alternative technologies or products in a non-infringing manner. Moreover, we may co-own patents and
patent applications with third parties in the future. If we are unable to obtain an exclusive license to any
such third-party co-owners’ interest in such patents or patent applications, such co-owners may be able to
license their rights to other third parties, including our competitors, and our competitors could market
competing products and technology. In addition, we may need the cooperation of any such co-owners of
our patents in order to enforce such patents against third parties, and such cooperation may not be
provided to us. See “— Intellectual property rights do not necessarily address all potential threats”. Any
of the foregoing could have a material adverse effect on our competitive position, business, financial
conditions, results of operations and prospects.

Our owned and in-licensed patents and other intellectual property may be subject to further priority
disputes or to inventorship disputes and similar proceedings, which could have a material adverse

impact on our business.

We or our licensors may be subject to claims that former employees, collaborators or other third
parties have an interest in our owned or in-licensed patents or other intellectual property. If we or our
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licensors are unsuccessful in any interference proceedings or other priority or validity disputes, including
any patent oppositions, to which we or they are subject, we may lose valuable intellectual property rights
through the loss of one or more patents owned or licensed or our owned or licensed patent claims may be
narrowed, invalidated, or held unenforceable. In addition, if we or our licensors are unsuccessful in any
inventorship disputes to which we or they are subject, we may lose valuable intellectual property rights,
such as exclusive ownership of, or the exclusive right to use, our owned or in-licensed patents. If we or
our licensors 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 owned and licensed 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. Such proceedings may also result in substantial costs and
require significant time from our scientists and management, even if the eventual outcome is favorable to
us.

We may not be able to protect our intellectual property rights throughout the world or prevent unfair
competition by third parties.

Filing, prosecuting, maintaining and defending patents on drug candidates in all countries
throughout the world could be prohibitively expensive for us, and our intellectual property rights in
certain countries can have a different scope and strength than do those in China. In addition, the laws of
certain countries do not protect intellectual property rights to the same extent as the laws of China.
Consequently, we may not be able to prevent third parties from practicing our inventions in all countries
outside China, or from selling or importing drugs made using our inventions in and into China or other
jurisdictions. Competitors may use our technologies in jurisdictions where we have not obtained patent
protection to develop their own drugs and further, may export otherwise infringing drugs to certain
jurisdictions where we have patent protection, but where enforcement rights are not as strong as those in
China. These drugs may compete with our drug candidates and our patent rights or other intellectual
property rights may not be effective or adequate to prevent them from competing.

We currently have trademark applications pending, any of which may be the subject of a
governmental or third-party objection, which could prevent the registration of the same. 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,
our 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.

Many companies have encountered significant problems in protecting and defending intellectual
property rights in certain jurisdictions, including China. The legal systems of some countries do not favor
the enforcement of patents, trade secrets and other intellectual property, particularly those relating to
biopharmaceutical products, which could make it difficult in those jurisdictions for us to stop the
infringement, misappropriation or other violation of our patents or other intellectual property rights, or
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the marketing of competing drugs in violation of our proprietary rights. Proceedings to enforce our
intellectual property and proprietary rights in foreign jurisdictions could result in substantial costs and
divert our efforts and attention from other aspects of our business, could put our patents at risk of being
invalidated or interpreted narrowly, could put our patent applications at risk of not issuing, and could
provoke third parties to assert claims against us.

We may not prevail in any lawsuits that we initiate and the damages or other remedies awarded, if
any, may not be commercially meaningful. Accordingly, our efforts to enforce our intellectual property
rights around the world may be inadequate to obtain a significant commercial advantage from the
intellectual property that we develop or license.

Many countries have compulsory licensing laws under which a patent owner may be compelled to
grant licenses to third parties. In addition, many countries limit the enforceability of patents against
government agencies or government contractors. In these countries, the patent owner may have limited
remedies, which could materially diminish the value of such patent. If we or any of our licensors is forced
to grant a license to third parties with respect to any patents relevant to our business, our competitive
position may be impaired, and our business, financial condition, results of operations, and prospects may
be adversely affected.

As a result, we may become involved in lawsuits to protect or enforce our intellectual property,
which could be expensive, time-consuming and unsuccessful. Patent rights relating to our drug
candidates could be found invalid or unenforceable if challenged in court or before the State Intellectual
Property Office (the “SIPO”), the United States Patent and Trademark Office (the “USPTO”) or other
comparable authorities.

A portion of our intellectual property portfolio comprises pending patent applications that have not yet
been issued as granted patents, and if our pending patent applications fail to receive approval, our
business will be adversely affected.

A portion of our intellectual property portfolio currently comprises pending patent applications
that have not yet been issued as granted patents. Patent applications may not be granted for a number of
reasons, including known or unknown prior art, deficiencies in the patent application or the lack of
novelty of the underlying invention or technology. Specifically, publications of discoveries in the
scientific literature often lag behind the actual discoveries, and patent applications in the United States
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, recently, the United States have adopted the “first-to-file” system under which
whoever first files 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 report
to the SIPO for confidentiality examination. Otherwise, if an application is later filed in China, the patent
right will not be granted. Additionally, although we enter into non-disclosure and confidentiality
agreements with parties who have access to confidential or patentable aspects of our research and
development output, such as our employees, corporate collaborators, outside scientific collaborators,
contract manufacturers, consultants, advisors and other third parties, any of these parties may breach
such agreements and disclose such output before a patent application is filed, thereby jeopardizing our
ability to obtain patent protection.
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The patent application process is subject to numerous risks and uncertainties. We cannot assure
you that any of our pending patent applications will result in issued patents, or even if issued, predict the
breadth, validity and enforceability of the claims upheld in our and other companies’ patents. If our
pending patent applications fail to receive approval, the costs spent in the process and the unavailability
of patent protections on our research and development output could result in adverse effects on our
business, financial condition and results of operations.

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 and our collaborators’ avoiding infringement,
misappropriation, and other violations of the patents and other intellectual property rights of third
parties. We are aware of numerous issued patents and pending patent applications belonging to third
parties that exist in fields in which we are developing our drug candidates. There may also be third-party
patents or patent applications of which we are currently unaware, and given the dynamic area in which we
operate, additional patents are likely to issue that relate to aspects of our business. There is a substantial
amount of litigation and other claims and proceedings involving patent and other intellectual property
rights in the pharmaceutical and biopharmaceutical industries generally. As the pharmaceutical and
biopharmaceutical industries expand and more patents are issued, the risk increases that our drug
candidates may give rise to claims of infringement of the patent rights of others.

Third parties may assert that we are using technology in violation of their patent or other
proprietary rights. We may also be subject to allegations by third parties of unfair competition,
defamation or violation of their other rights. Defense of these claims, regardless of their merit, could
involve substantial litigation expense and divert our technical personnel, management personnel, or both
from their normal responsibilities. Even in the absence of litigation, we may seek to obtain licenses from
third parties to avoid the risks of litigation, and if a license is available, it could impose costly royalty and
other fees and expenses on us.

Even if we believe third-party intellectual property claims are without merit, we cannot assure you
that a court would find in our favor on questions of infringement, validity, enforceability, or priority and
it could materially and adversely affect our ability to develop and commercialize any of our drug
candidates and any other drug candidates covered by the asserted third party patents.

If third parties bring successful claims against us for infringement, misappropriation, or other
violations of their intellectual property rights, we may be subject to injunctive or other equitable relief,
which could prevent us from developing and commercializing one or more of our drug candidates.
Defense of these claims, regardless of their merit, would involve substantial litigation expense and would
be a substantial diversion of employee resources from our business. In the event of a successful claim
against us of infringement, misappropriation, or other violation of intellectual property, or a settlement
by us of any such claims, we may have to pay substantial damages, which we may not be able to be
indemnified by our licensing partners. In the event of an adverse result in any such litigation, or even in
the absence of litigation, we may need to obtain licenses from third parties to advance our research or
allow commercialization of our drug candidates. Any such license might not be available on reasonable
terms or at all. Even if we were able to obtain a license, it could be non-exclusive, thereby giving our
competitors and other third parties access to the same technologies licensed to us, and it could require us
to make substantial licensing and royalty payments. In the event that we are unable to obtain such a
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license, we would be unable to further develop and commercialize one or more of our drug candidates,
which could harm our business significantly. We may also elect to enter into license agreements in order
to settle patent and other intellectual property infringement claims or to resolve disputes prior to
litigation, and any such license agreements may require us to pay royalties and other fees that could
significantly harm our business.

Even if litigation or other proceedings are resolved in our favor, there could be public
announcements of the results of hearings, motions or other interim proceedings or developments, and if
securities analysts or investors perceive these results to be negative, it could have a substantial adverse
effect on the market price of our shares. Such litigations or proceedings could substantially increase our
operating losses and reduce the resources available for development activities or any future sales,
marketing or distribution activities.

Obtaining and maintaining our patent protection depends on compliance with various procedural,
document submission, fee payment, and other requirements imposed by governmental patent agencies,
and our patent protection could be reduced or eliminated for non-compliance with these requirements.

Periodic maintenance fees, renewal fees, annuity fees and various other governmental fees on
patents and patent applications are due to be paid to governmental patent agencies in several stages over
the lifetime of a patent. The governmental patent agencies require compliance with a number of
procedural, documentary, fee payment, and other similar provisions during the patent application
process. We are also dependent on our licensors to take the necessary action to comply with these
requirements with respect to our licensed intellectual property. 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 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.

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

We rely on trade secret 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 this trade secret and confidential information, in part, by entering into
non-disclosure and confidentiality agreements with parties that have access to them, such as our
employees, corporate collaborators, outside scientific collaborators, sponsored researchers, contract
manufacturers, consultants, advisors and other third parties. We also enter into confidentiality and
invention or patent assignment agreements with our employees and consultants. However, any of these
parties may breach such agreements and disclose our proprietary information, and we may not be able to
obtain adequate remedies for such breaches. We are also unable to guarantee that we have entered into
such agreements with each party that may have or have 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, consultants, or advisors 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.

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 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 personnel. Even if we are
successful in defending against such claims, litigation could result in substantial costs and be a
distraction to management.

Confidentiality agreements with employees and third parties may not prevent unauthorized disclosure
of trade secrets and other proprietary information.

We rely on employee and third-party confidentiality agreements to safeguard our intellectual
property, such as trade secrets, know-how and other proprietary information. In the course of our research
and development activities and our business activities, we often rely on confidentiality agreements to
protect our proprietary information. Such confidentiality agreements are used, for example, when we
collaborated with CROs or potential strategic partners. In addition, each of our employees is required to
sign a confidentiality agreement and invention assignment agreement upon joining our company. We take
steps to protect our proprietary information, and our confidentiality agreements and invention assignment
agreements are carefully drafted to protect our proprietary interests. Nevertheless, there can be no
guarantee that an employee or a third party will not make an unauthorized disclosure of our proprietary
confidential information. This might happen intentionally or inadvertently. It is possible that a
competitor will make use of such information, and that our competitive position will be compromised, in
spite of any legal action we might take against persons making such unauthorized disclosures. In
addition, to the extent that our employees, consultants or contractors use intellectual property owned by
others in their work for us, disputes may arise as to the rights in related or resulting know-how and
inventions.

Trade secrets are difficult to protect. Although we use reasonable efforts to protect our trade
secrets, our employees, consultants, contractors or business partners might intentionally or inadvertently
disclose our trade secret information to competitors or our trade secrets may otherwise be
misappropriated. Enforcing a claim that a third party illegally obtained and is using any of our trade
secrets is expensive and time consuming, and the outcome is unpredictable.

We sometimes engage individuals or research institutions to conduct research relevant to our
business. The ability of these individuals or research institutions to publish or otherwise publicly disclose
data and other information generated during the course of their research is subject to certain contractual
limitations. These contractual provisions may be insufficient or inadequate to protect our confidential
information. If we do not apply for patent protection prior to such publication, or if we cannot otherwise
maintain the confidentiality of our proprietary technology and other confidential information, then our
ability to obtain patent protection or to protect our trade secret information may be jeopardized, which
could adversely affect our business.
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We may not be successful in obtaining or maintaining necessary rights for our development pipeline
through acquisitions and in-licenses.

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.

If we fail to comply with our obligations in the agreements under which we license intellectual property
rights from third parties or otherwise experience disruptions to our business relationships with our
licensors, we could be required to pay monetary damages or could lose license rights that are important
to our business.

We have entered into license agreements with third parties providing us with rights under various
third-party patents and patent applications. These license agreements impose diligence, development or
commercialization timelines and milestone payment, royalty, insurance and other obligations on us. If we
fail to comply with our obligations under our current or future license agreements, our counterparties
may have the right to terminate these agreements, in which event we might not be able to develop,
manufacture or market any drug or drug candidate that is covered by the licenses provided for under these
agreements or we may face claims for monetary damages or other penalties under these agreements. Such
an occurrence could diminish the value of these products and our company. Termination of the licenses
provided for under these agreements or reduction or elimination of our rights under these agreements may
result in our having to negotiate new or reinstated agreements with less favorable terms, or cause us to
lose our rights under these agreements, including our rights to important intellectual property or
technology.

In addition, the agreements under which we license intellectual property or technology from third
parties are complex, and certain provisions in such agreements may be susceptible to multiple
interpretations. The resolution of any contract interpretation disagreement that may arise could narrow
what we believe to be the scope of our rights to the relevant intellectual property or technology, or
increase what we believe to be our financial or other obligations under the relevant agreement, either of
which could have a material adverse effect on our business, financial condition, results of operations, and
prospects. Moreover, if disputes over intellectual property that we have licensed prevent or impair our
ability to maintain our current licensing arrangements on commercially acceptable terms, we may be
unable to successfully develop and commercialize the affected drug candidates, which could have a
material adverse effect on our business, financial conditions, results of operations, and prospects.
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Intellectual property rights do not necessarily address all potential threats.

The degree of future protection afforded by our intellectual property rights is uncertain because
intellectual property rights have limitations, and may not adequately protect our business or permit us to

maintain our competitive advantage. For example:

. others may be able to make products that are similar to any drug candidates we may develop
or utilize similar technology that are not covered by the claims of the patents that we own or

license now or in the future;

o we, or our license partners or current or future collaborators, might not have been the first to
make the inventions covered by the issued patent or pending patent application that we

license or may own in the future;

. we, or our license partners or current or future collaborators, might not have been the first to

file patent applications covering certain of our or their inventions;

. others may independently develop similar or alternative technologies or duplicate any of our
technologies without infringing, misappropriating or otherwise violating our owned or

licensed intellectual property rights;

. it is possible that our pending licensed 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 that we hold rights to 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 not develop additional proprietary technologies that are patentable;
. the patents of others may harm our business; and
. we may choose not to file a patent for certain trade secrets or know-how, and 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 Our Reliance on Third Parties

We rely on third parties to conduct our pre-clinical studies and clinical trials and we must work
effectively with collaborators to develop our drug candidates. If these third parties do not successfully
carry out their contractual duties or meet expected deadlines, we may not be able to obtain regulatory
approval for or commercialize our drug candidates and our business could be substantially harmed.

We have relied upon and plan to continue to rely upon third-party CROs to generate, monitor or
manage data for our ongoing pre-clinical and clinical trials. We rely on these parties for execution of our
pre-clinical studies and clinical trials. Specifically, we engage CROs in pre-clinical development for their
services, including cell line construction, virus clearance validation, biacore, pharmacokinetics studies
and toxilogical studies, among others. We also rely on CROs in clinical trials to the extent of leveraging
their network of staff located at hospital sites, familiarity with hospital IRB procedures, network of
investigators as well as capability of assisting us in accelerated patient enrollment and clinical trial
execution according to GCP standards. For further details of our collaboration with CROs, see “Business
— Research and Development — Collaboration with CROs”. However, we may not be able to control
their commitment to our studies or certain aspects of their activities. Outsourcing these functions
involves the risk that third parties may not perform according to our standards, may not produce results in
a timely manner or may fail to perform at all. There is also a risk that the quality control and quality
assurance procedures as well as the standard operating procedures of these third parties may not be
complete or updated at all times. 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 reliance on the third parties does not relieve us of our regulatory responsibilities.
While we, our CROs for our clinical trials and our clinical investigators are required to comply with
GCPs, which are regulations and guidelines enforced by the NMPA for all of our drugs in clinical
development, we may inadvertently fail to comply with applicable GCPs. If we or any of our CROs or
clinical investigators fail to comply with applicable GCPs, the clinical data generated in our clinical trials
may be deemed unreliable and the NMPA may require us to perform additional clinical trials before
approving our marketing applications. In addition, our pivotal clinical trials must be conducted with
product produced under cGMP regulations. 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. This may result in us
having difficulty bridging the work gap on time and on budget. Even if we are able to engage proper
alternatives, switching to a new CRO may increase our cost and result in delays. 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 pre-clinical and
clinical trials. 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 or our
clinical investigators 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.
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Switching or adding 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. Our future revenues are
dependent on our ability to work effectively with collaborators to develop our drug candidates, including
obtaining regulatory approval. Our arrangements with collaborators will be critical to successfully
bringing products to market and commercializing them. We rely on collaborators in various respects,
including to undertake research and development programs and conduct clinical trials, manage or assist
with the regulatory filings and approval process and to assist 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 have entered into collaborations and may form or seek collaborations in the future, and we may not
realize the benefits of such collaborations.

As we operate an open platform business model, we enter into various collaborations arrangements
from time to time. See “Business — Collaboration with Strategic Business Partners” for details. Any of
these relationships may require us to incur non-recurring and other charges, increase our near and
long-term expenditures, or disrupt our management and business.

We face significant competition in seeking appropriate strategic partners and the negotiation
process is time-consuming and complex. Moreover, 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 can expect to relinquish some or all of the control over the future success of that drug
candidate to the third party. For any drug candidates that we may seek to in-license from third parties, we
may face significant competition from other pharmaceutical or biopharmaceutical companies with
greater resources or capabilities than us, and any agreement that we do enter into may not result in the
anticipated benefits.

Further, collaborations involving our drug candidates are subject to numerous risks, which may
include the following:

. collaborators have significant discretion in determining the efforts and resources that they
will apply to a collaboration;

. collaborators may not pursue development and commercialization of our drug candidates or
may elect not to continue or renew development or commercialization programs based on
clinical trial results, changes in their strategic focus due to the acquisition of competitive
drugs, availability of funding, or other external factors, such as a business combination that
diverts resources or creates competing priorities;
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. collaborators may delay clinical trials, provide insufficient funding for a clinical trial, stop
a clinical trial, abandon a drug candidate, repeat or conduct new clinical trials, or require a

new formulation of a drug candidate for clinical testing;

. collaborators could independently develop, or develop with third parties, drugs that compete

directly or indirectly with our drug candidates;

. a collaborator with marketing and distribution rights to one or more of our drug candidates

may not commit sufficient resources to their marketing and distribution;

. collaborators 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;

. disputes may arise between us and a collaborator that cause the delay or termination of the
research, development or commercialization of our drug candidates, or that result in costly

litigation or arbitration that diverts management attention and resources;

. collaborations may be terminated and, if terminated, may result in a need for additional
capital to pursue further development or commercialization of the applicable drug

candidates; and

. collaborators may own or co-own intellectual property covering our drug candidates that
results from our collaborating with them, and in such cases, we may not have the exclusive

right to commercialize such intellectual property.

As aresult, we may not be able to realize the benefit of current or future collaborations, strategic
partnerships or the license of our third-party drugs if we are unable to successfully integrate such
products with our existing operations and company culture, which could delay our timelines or otherwise
adversely affect our business. We also cannot be certain that, following a strategic transaction or license,
we will achieve the revenue or specific net income that justifies such transaction. 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
collaborations and 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 prospects, financial condition

and results of operations.
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We depend on a stable and adequate supply of quality materials and equipment for research and
development and manufacturing, and price increases or interruptions of such supply could have an
adverse impact on our business.

Our business operations require a substantial amount of raw materials, such as cell culture media
and other materials needed for research and development purposes. In 2017, 2018 and the four months
ended April 30, 2019, the research and development materials and consumables amounted to RMB11.4
million, RMB13.6 million and RMB9.2 million, respectively. In addition, we used raw materials for our
CDMO and CMO services amounting to RMBO0.4 million, RMBO0.4 million and RMBO0.2 million in 2017,
2018 and the four months ended April 30, 2019, respectively. We utilize advanced technologies in our
research and development and manufacturing processes and rely on well-known suppliers in the
pharmaceutical industry for our procurement needs, in particular for fermenters and filling machines. In
the event of significant price increases for such materials, we cannot assure you that we will be able to
raise the prices of our products and services sufficiently to cover the increased costs. As a result, any
significant price increase for our needed materials may have an adverse effect on our profitability.

In addition, any significant disruption in our supplier relationships could harm our business. For
example, we require a stable supply of materials for our drug candidates in the course of our research and
development activities, and such needs are expected to increase significantly once we enter commercial
production of drugs upon receipt of marketing approval. Any significant delay in receiving such materials
in the quantity and quality that we need could delay the completion of our clinical studies, regulatory
approval of our drug candidates or our ability to timely meet market demand for our commercialized
products, as applicable. Our suppliers may not be able to cater to our growing demands or may reduce or
cease their supply of materials to us at any time. In addition, we cannot assure you that our suppliers have
obtained and will be able to renew all licenses, permits and approvals necessary for their operations or
comply with all applicable laws and regulations, and their failure to do so may lead to interruption in their
business operation, which in turn may result in short supply of materials we need. Furthermore, some of
our suppliers are based overseas and may need to maintain export or import licenses to continue
supplying to us. Any interruption in our supply of materials due to any of the above or for any other
reason would force us to procure supplies from replacement suppliers, which may not be available to us
on commercially favorable terms or at all. This in turn could have a material adverse effect on our
business, financial condition and results of operations.

We may not be able to successfully license-in new drug candidates, or license-out our existing drug
candidates.

From time to time, we may seek to license-in or license-out drug candidates. We license-in
promising drugs or drug candidates to expand our existing portfolio. For example, we licensed in
TOM?218, a megestrol acetate oral suspension product, in 2018 for the marketing and distribution of this
product. We cannot assure you that if we decide to license-in other drug candidates in the future, we will
be successful in identifying favorable candidates or that the prospective licensor would agree to license
such products to us at favorable commercial terms or at all. Even if we are able to license-in the drugs or
drug candidates that we target, we cannot assure you that the products will be successfully
commercialized.

Conversely, we may license-out our existing drug candidates to other drug developers in line with

our drug development strategy and to generate revenue and cash flow from licensing fees and royalties.
For example, we licensed-out the right of commercialization in China, Hong Kong and Macau of
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TABO14, a bevacizumab-based drug for treatment of wAMD, in 2017. We cannot assure you that if we
decide to license-out other drug candidates in the future, we will successfully be able to do so, or that any
such partner will be able to successfully develop or commercialize products licensed from us, which in
turn could adversely affect the licensing fees that we may receive from such arrangement. If we are
unable to successfully identify a licensee partner for a particular drug candidate and are not able to
further develop such drug candidate in-house, we may not be able to recover our investment in that
product.

Even after we successfully license-in or license-out drug candidates, we cannot assure you that our
licensors or licensees will not breach the relevant license agreements, whether inadvertently or
otherwise. Alternatively, our licensors or licensees might conclude that we have materially breached our
license agreements. In either case, the license agreements may be terminated, thereby removing our
ability to develop and commercialize the drug candidates we licensed-in or generate licensing fees and
royalties from the drug candidates we licensed out.

We may be restricted from transferring our scientific data abroad.

On March 17, 2018, the General Office of the State Council promulgated the Measures for the
Management of Scientific Data ((BH2:B#5 & FLHFIL)), or the Scientific Data Measures, which provides
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 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. Given the term state secret is not clearly defined, if and to
the extent our research and development of drug candidates will be subject to the Scientific Data
Measures and any subsequent 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
pre-clinical studies or clinical trials conducted within China) abroad or to our foreign partners in China.
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 conditions 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.

RISKS RELATING TO OUR OPERATIONS

Our success depends on the ability to retain our research and development, manufacturing, clinical
trial and sales and marketing team and other key executives, and to attract, train, retain and
motivate qualified and highly skilled personnel.

Our success depends on our research and development capability, in particular certain key research
and development personnel as a team, including Dr. Liu, Jun, our vice general manager and chief
scientific officer, Mr. Liu, Donglian, our vice general manager, Dr. Liu, Ming, our vice general manager
and chief medical officer, Mr. Chen, Xiaobao, senior director of the chemical drug business, and the other
principal members of our management and scientific teams. Although we have formal employment
agreements with each of our executive officers, these agreements do not prevent our executives from

- 75 -



RISK FACTORS

terminating their employment with us at any time. We do not maintain “key person insurance” for any of
our executives or other employees. The loss of the services of any of these persons could impede the

achievement of our research, development and commercialization objectives.

To induce valuable employees to remain at our Company, in addition to salary and cash incentives,
we have provided share incentives that vest over time. The value to employees of these equity grants that
vest over time may be significantly affected by movements in the market price of our Shares that are
beyond our control, and may at any time be insufficient to counteract more lucrative offers from other
companies. In addition, we may retain our former key research and development personnel as advisors to
continue to provide services to our projects. For example, Dr. Liang, Min, a former Director and
executive vice general manager and the leader of the development of TVP211, left our Group in March
2019 and was retained by our Group as an external consultant to continue to give advice on the
development of TVP211. The early- stage discovery of TVP211 was completed in 2014, and the project
was then transferred to our biologics development and trial production team led by Mr. Liu, Donglian for
laboratory-scale production. As a result, the departure of Dr. Liang, Min does not have a direct impact on
our continuing development of TVP211. However, if we want to develop new oncolytic virus-based drug
candidates, our capability may be limited, in which case we may need to recruit additional research and

development personnel with the relevant expertise or seek in-license opportunities.

Recruiting and retaining qualified scientific, technical, clinical, and manufacturing and sales and
marketing personnel in the future will also be critical to our success. In addition, we rely on consultants
and advisors, including scientific and clinical advisors, to assist us in formulating our discovery, clinical
development and commercialization strategy. The loss of the services of our executive officers or other
key employees and consultants could impede the achievement of our research, development and
commercialization objectives and seriously harm our ability to successfully implement our business
strategy.

Furthermore, replacing executive officers, key employees or consultants may be difficult and may
take an extended period of time because of the limited number of individuals in our industry with the
breadth of skills and experience required to successfully develop, gain regulatory approval of and
commercialize products like those we develop. Competition to hire from this limited pool is intense, and
we may be unable to hire, train, retain or motivate these key personnel or consultants on acceptable terms
given the competition among numerous pharmaceutical and biopharmaceutical companies for similar
personnel. To compete effectively, we may need to offer higher compensation and other benefits, which
could materially and adversely affect our financial condition and results of operations. In addition, we
may not be successful in training our professionals to keep pace with technological and regulatory
standards. Any inability to attract, motivate, train or retain qualified scientists or other technical
personnel may have a material adverse effect on our business, financial condition, results of operations,

cash flows and prospects.

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

We had 325 employees as of the Latest Practicable Date. As our development and
commercialization plans and strategies evolve, we must add a significant number of additional
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managerial, operational, manufacturing, sales, marketing, financial and other personnel. Our recent
growth and any future growth will impose significant additional responsibilities on members of
management, including:

. identifying, recruiting, integrating, maintaining, and motivating additional employees;

. 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 recent growth and any future growth, and our
management may also have to divert a disproportionate amount of its attention away from day-to-day
activities in order to devote a substantial amount of time to managing these growth activities.

If we are not able to effectively manage our growth and further expand our organization by hiring
new employees and expanding our groups of consultants and contractors as needed, we may not be able to
successfully implement the tasks necessary to further develop and commercialize our drug candidates
and, accordingly, may not achieve our research, development and commercialization goals.

If we engage in acquisitions or strategic partnerships, this may increase our capital requirements,
dilute our shareholders, cause us to incur debt or assume contingent liabilities, and subject us to
other risks.

From time to time, we may evaluate various acquisitions and strategic partnerships, including
establishing joint ventures, licensing or acquiring complementary products, intellectual property rights,
technologies or businesses. Any completed, in-process or potential acquisition or strategic partnership
may entail numerous risks, including:

. 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;

. 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;
and
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. 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.

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.

PRC regulations and rules concerning mergers and acquisitions, including the Regulations on
Mergers and Acquisitions of Domestic Companies by Foreign Investors (the “M&A Rules”) and other
recently adopted regulations and rules with respect to mergers and acquisitions established additional
procedures and requirements that could make merger and acquisition activities by foreign investors more
time-consuming and complex. For example, the M&A Rules require that the Ministry of Commerce of
China (the “MOFCOM”) be notified in advance of any change-of-control transaction in which a foreign
investor takes control of a PRC domestic enterprise, if (i) any important industry is concerned, (ii) such
transaction involves factors that have or may have impact on the national economic security or (iii) such
transaction will lead to a change in control of a domestic enterprise which holds a famous trademark or
PRC time-honored brand. Moreover, according to the Anti-Monopoly Law of PRC and the Provisions on
Thresholds for Prior Notification of Concentrations of Undertakings issued by the State Council, the
concentration of business undertakings by way of mergers, acquisitions or contractual arrangements that
allow one market player to take control of or to exert decisive impact on another market player must also
be notified in advance to the anti-monopoly authority of the State Council when the threshold is crossed
and such concentration shall not be implemented without the clearance of prior notification. In addition,
the Regulations on Implementation of Security Review System for the Merger and Acquisition of
Domestic Enterprise by Foreign Lenders, or the Security Review Rules, issued by the MOFCOM specify
that mergers and acquisitions by foreign investors that raise “national defense and security” concerns and
mergers and acquisitions through which foreign investors may acquire the de facto control over domestic
enterprises that raise “national security” concerns are subject to strict review by the MOFCOM, and the
rules prohibit any activities attempting to bypass a security review by structuring the transaction through,
among other things, trusts, entrustment or contractual control arrangements. In the future, we may grow
our business by acquiring complementary businesses. Complying with the requirements of the
above-mentioned regulations and other relevant rules to complete such transactions could be
time-consuming, and any required approval and filing processes, including obtaining approval or filings
from the MOFCOM or its local counterparts may delay or inhibit our ability to complete such
transactions. It is unclear whether our business would be deemed to be in an industry that raises “national

tE)

defense and security” or “national security” concerns. However, the MOFCOM or other government
agencies may publish explanations in the future determining that our business is in an industry subject to
the security review, in which case our future acquisitions in China, including those by way of entering
into contractual control arrangements with target entities, may be closely scrutinized or prohibited. Our
ability to expand our business or maintain or expand our market share through future acquisitions would

as such be materially and adversely affected.
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If we fail to comply with applicable anti-bribery and anti-corruption laws, our reputation may be
harmed and we could be subject to penalties and significant expenses that have a material adverse
effect on our business, financial condition and results of operations.

We are subject to the anti-bribery and anti-corruption laws in China. Applicable anti-bribery and
anti-corruption laws are expected to impose a broader impact on our operations along with our business
expansion. The healthcare sector in China generally poses elevated risks of violations of anti-bribery and
anti-corruption laws, particularly in the context of improper payments to facilitate improved outcomes in
research studies or drug supply negotiations, as well as securing sales opportunities at hospitals and other
medical institutions. The PRC government has implemented various anti-bribery and anti-corruption
regulations to address and mitigate such practices, including requiring market participants to adopt
internal controls and risk management measures addressing bribery and corruption risks and undergo
periodic inspections from relevant authorities as to their anti-bribery and anti-corruption status. We
cannot assure you that our researchers, marketing and sales personnel and other staff, as well as third
parties that we collaborate with, such as CROs, hospitals and medical professionals, will fully comply
with anti-bribery and anti-corruption regulations at all times, or that we or they will be able to detect and
identify all instances of improper practices in respect of our clinical trials and other parts of our business.
Our procedures and controls to monitor anti-bribery and anti-corruption compliance may fail to protect
us from reckless or criminal acts committed by our employees or agents. Any failure to comply with
applicable anti-bribery and anti-corruption laws, due to either our own deliberate or inadvertent acts or
those of others, could harm our reputation and subject us to criminal or civil penalties, other sanctions
and/or significant expenses, which could have a material adverse effect on our business, including our
financial condition, results of operations, cash flows and prospects.

If our employees engage in bribery or corrupt practices or other improper conduct, we may be
subject to liability and our reputation and business could be harmed. Additionally, any challenges
to or investigations into our practices under these laws could generate negative publicity and could
be costly to respond to, and thus could harm our business.

We could be liable for actions taken by our employees that violate anti-bribery, anti-corruption and
other related laws and regulations in China or other countries. The government authorities may seize the
products involved in any illegal or improper conduct engaged in by our employees. We may be subject to
claims, fines or suspension of our operations. Our brand and reputation, our sales activities or the price of
our Shares could be adversely affected if the Group is associated with any negative publicity as a result of
illegal or improper actions, or allegations of illegal or improper actions, taken by our employees.

It is also possible that the PRC government could adopt new or different regulations affecting the
way in which pharmaceuticals are sold to address bribery, corruption or other concerns. Although we are
not aware of any such new or different regulations in this regard being adopted in China and other
countries, any such new or different regulations could possibly increase the costs incurred by us in
promoting pharmaceuticals or impose restrictions on sales and marketing activities, which could in turn
increase our costs and adverse affect our business, financial condition and results of operations.

If we fail to effectively manage our anticipated growth or execute our growth strategies, our
business, financial condition, results of operations and prospects could suffer.

Our growth strategies include, among other things, rapidly advancing our clinical trials for drug
candidates and strengthening our in-house sales and marketing force and commercial-scale
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manufacturing capacities. For more information, see “Business — Our Strategies”. Pursuing our growth
strategies has resulted in, and will continue to result in, substantial demands on capital and other
resources. In addition, managing our growth and executing on our growth strategies will require, among
other things, our ability to continue to innovate and develop advanced technology in the highly
competitive global and PRC biopharmaceutical market, effective coordination and integration of our
facilities and teams across different areas, successful hiring and training of personnel, effective cost
control, sufficient liquidity, effective and efficient financial and management control, effective quality
control, and management of our suppliers to leverage our purchasing power. Any failure to execute on our
growth strategies or realize our anticipated growth could adversely affect our business, financial
condition, results of operations and prospects.

Our internal computer systems, or those used by our CROs or partners or other contractors or
consultants, may fail or suffer security breaches.

Despite the implementation of security measures, our internal computer systems and those of our
CROs, partners and other contractors and consultants are vulnerable to damage from computer viruses
and unauthorized access. Although to our knowledge we have not experienced any material system failure
or security breach to date, if such an event were to occur and cause interruptions in our operations, it
could result in a material disruption of our development programs and our business operations.

In the ordinary course of our business, we collect and store sensitive data, including, among other
things, legally protected patient health information, personally identifiable information about our
employees, intellectual property, and proprietary business information. We manage and maintain our
applications and data utilizing on-site systems and outsourced vendors. These applications and data
encompass a wide variety of business critical information including research and development
information, commercial information and business and financial information. Because information
systems, networks and other technologies are critical to many of our operating activities, shutdowns or
service disruptions occurring to our Company or vendors that provide information systems, networks, or
other services to us pose increasing risks. Such disruptions may be caused by events, such as hacking,
phishing attacks, ransomware, dissemination of computer viruses, worms and other destructive or
disruptive software, denial of service attacks and other malicious activity, as well as power outages,
natural disasters (including extreme weather), terrorist attacks or other similar events. Such events could
have an adverse impact on us and our business, including loss of data and damage to equipment and data.
In addition, system redundancy may be ineffective or inadequate, and our disaster recovery planning may
not be sufficient to cover all eventualities. Significant events could result in a disruption of our
operations, damage to our reputation or a loss of revenues. In addition, we may not have adequate
insurance coverage to compensate for any losses associated with such events.

We could be subject to risks caused by misappropriation, misuse, leakage, falsification or
intentional or accidental release or loss of information maintained in the information systems and
networks of our Company and our vendors, including personal information of our employees and
patients, and company and vendor confidential data. In addition, outside parties may attempt to penetrate
our systems or those of our vendors or fraudulently induce our personnel or the personnel of our vendors
to disclose sensitive information in order to gain access to our data and/or systems. Like other companies,
we have on occasion experienced, and will continue to experience, threats to our data and systems,
including malicious codes and viruses, phishing, and other cyber-attacks. The number and complexity of
these threats continue to increase over time. If a material breach of our information technology systems
or those of our vendors occurs, the market perception of the effectiveness of our security measures could
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be harmed and our reputation and credibility could be damaged. We could be required to expend
significant amounts of money and other resources to repair or replace information systems or networks.
In addition, we could be subject to regulatory actions and/or claims made by individuals and groups in
private litigation involving privacy issues related to data collection and use practices and other data
privacy laws and regulations, including claims for misuse or inappropriate disclosure of data, as well as
unfair or deceptive practices.

We have developed and maintained systems and controls designed to prevent these events from
occurring, and we have a process to identify and mitigate threats. They are costly and require ongoing
updates to adapt to technology advancements and increasingly sophisticated security breaches. Despite
our efforts, we are unable to prevent such security breaches from occurring at its entirety. We rely on
vendors to maintain our information systems, which exposes us to additional security risks and requires
additional resources to protect our technology and information systems.

We have limited insurance coverage, which could expose us to significant costs and business
disruption.

We maintain property insurance policies covering physical damage to, or loss of, our property,
facilities, electronic equipment and inventories. We hold employer’s liability insurance generally
covering death or work-related injury of employees. We do not maintain other insurance on our assets,
key-man life insurance on any of our senior management or key personnel, or business interruption
insurance. As we have not commenced commercial sales of our self-developed drug candidates, we have
not insured against product liability despite the sales of an in-licensed product. Our insurance coverage
may be insufficient to cover any claim for damage to our fixed assets or employee injuries, or product
liability in the future. Any liability or damage to, or caused by, our facilities or our personnel beyond our
insurance coverage may result in our incurring substantial costs and a diversion of resources.

Any disruption of our current facilities or in the development of new facilities could reduce or
restrict our production capacity or ability to develop or sell products, which could have a material
and adverse effect on our business, financial condition and results of operations.

We currently manufacture all of our existing products for research and development purposes and
our CDMO and CMO services at our Suzhou Production Center. We currently do not maintain back-up
facilities, and thus depend on these facilities for the continued operation of our business. Natural
disasters or other unanticipated catastrophic events, including power interruptions, water shortage,
storms, fires, earthquakes, terrorist attacks and wars, as well as changes in governmental planning for the
land underlying these facilities, could significantly impair our ability to manufacture products and
operate business. Catastrophic events may also destroy any inventory located in those facilities. The
occurrence of such an event could significantly disrupt our business and materially reduce our revenue
and profitability.

If our manufacturing facilities or the equipment in them 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 facilities 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 the approvals of the NMPA or other
comparable regulatory authorities before selling any drugs manufactured at that facility. Such an event

— 81—



RISK FACTORS

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 facilities could result in our inability to satisfy
the demands of our clinical trials or commercialization. A number of factors could cause interruptions,
including equipment malfunctions or failures, technology malfunctions, work stoppages, damage to or
destruction of either facility due to natural disasters, regional power shortages, product tampering or
terrorist activities. Any disruption that impedes our ability to manufacture our drug candidates in a timely
manner could materially harm our business, financial condition and results of operation.

Currently, we maintain insurance coverage against damage to our property, facilities, electronic
equipment and inventories. However, our insurance coverage may not reimburse us, or may not be
sufficient to reimburse us, for any expenses or losses we may suffer.

All our manufacturing facilities are located in Suzhou, which expose us to geographic concentration
risk.

We rely on our Suzhou Production Center for all of our product manufacturing needs. As a result,
we are exposed to a risk of disruption if production at the Suzhou Production Center is interrupted. In
addition, substantially all of our inventory of raw materials are stored in the same area, and the additional
facilities we plan to develop in Suzhou are also expected to be located in the same area. As a result,
contaminations, power failures, the breakdown or substandard performance of equipment, the destruction
of equipment and other property due to natural disasters (including but not limited to flooding, typhoons,
earthquakes and mudslides), acts of terror or other third party interference (in each case, whether
affecting our facility directly or the Suzhou geographical area generally) could severely impact our
ability to maintain quality inventories or receive adequate and timely supplies. If there is such an
unexpected interruption in the supply of our products or damage to our inventory, we may be unable to
manufacture sufficient products and satisfy our research and development needs or customers of our
CDMO or CMO services on a timely basis, if at all. As a result, we could suffer loss of market share
which may not be recaptured and incur other penalties, and our reputation could be harmed, which could
materially and adversely affect our business, financial condition and results of operations.

Our efforts to expand our manufacturing capacity may not be successful, and we may not be able to
precisely anticipate market demand.

In anticipation of commercialization of our drug candidates, we aim to significantly expand our
manufacturing capacity, mainly through the construction of a new workshop specialized in ADC drug
production, which is currently at a planning and design stage, at our Suzhou Production Center. However,
the timing and success of these plans are subject to significant uncertainty. In particular, we have not yet
obtained the relevant approvals and permits with respect to drug production at the new ADC workshop,
and we cannot assure you that we will be able to do so timely or at all. Moreover, such plans are capital
intensive and require significant upfront investment, and there can be no assurance that we will be able to
timely obtain such financing, if at all.

Furthermore, given the size of our new facilities, we may not be able to fully utilize them
immediately or within a reasonable period of time after we commence operation. During the construction
and ramp up period, there may be significant changes in the macroeconomics of the pharmaceutical and
biopharmaceutical industry, including, among other things, market demand, product and supply pricing
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trends and customer preferences. Any adverse trends in these respects could result in operational
inefficiency and unused capacity in our facilities. We may also experience various unfavorable events in
the course of developing our new manufacturing facilities, such as:

. unforeseen delays due to construction, land use rights or regulatory issues, which could
result in loss of business opportunities;

. construction cost overruns, which may require diverting resources and management’s
attention from other projects; and

. difficulty finding sufficient numbers of trained and qualified staff.

The success of our business expansion also depends on our ability to advance drug candidates
through the development, regulatory approval and commercialization stages. Any delay, suspension or
termination in such respects would harm our ability to generate satisfactory returns on our investment in
manufacturing expansion, if at all, which in turn could have a material adverse effect on our business,
financial condition and results of operations.

In conducting drug discovery and development, we face potential liabilities, in particular, product
liability claims or lawsuits 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 trials, 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. If we cannot successfully defend ourselves against or obtain indemnification
from our collaborators for product liability claims, we may incur substantial liabilities or be required to
limit commercialization of our drug candidates. Even successful defense would require significant
financial and management resources. Regardless of the merits or eventual outcome, 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;
o costs to defend the related litigation;
o 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;
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. the inability to commercialize any approved drug candidate; and
. a decline in the market price of our Shares.

To cover such liability claims arising from clinical studies, we purchase clinical trial insurance in
the conduct of 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
is 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.

We may not be able to maintain effective quality control over our products.

The quality of our products, including drug candidates manufactured by us for research and
development purposes, will depend significantly on the effectiveness of our quality control and quality
assurance, which in turn depends on factors such as the production processes used in our manufacturing
facilities, the quality and reliability of equipment used, the quality of our staff and related training
programs and our ability to ensure that our employees adhere to our quality control and quality assurance
protocol. See “Business — Quality Management System”. However, 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. We cannot assure you that we have properly documented all of our
quality control and quality assurance activities in the past. We are, however, working on improving our
documentation procedures for quality control and quality assurance activities. Any significant failure or
deterioration of our quality control and quality assurance protocol or standard operating procedures could
render our products unsuitable for use, result in gaps in the audit of our processes, jeopardize any GMP
certifications we may have and/or harm our market reputation and relationship with business partners.
Any such developments may have a material adverse effect on our business, financial condition and
results of operations.

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

Our business operations are subject to numerous environmental, health and safety laws and
regulations, including those governing laboratory procedures and the handling, use, storage, treatment
and disposal of hazardous materials and wastes. Our operations may involve the use of hazardous and
flammable materials, including chemicals and biological materials, and may produce hazardous waste
products. We may contract with third parties for the disposal of these materials and wastes. However, we
cannot eliminate the risk of accidental contamination, exposure or injury from these materials in the
course of our operations. In the event of contamination or injury resulting from our use of hazardous
materials, we could be held liable for any resulting damages, clean-up costs and administrative actions
against us and any liability could exceed our resources. We also could incur significant costs associated
with civil or criminal fines and penalties.
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We maintain statutory employees’ social insurance to cover us for costs and expenses we may incur
due to injuries to our employees resulting from the use of or exposure to hazardous materials, while this
insurance may not provide adequate coverage against potential liabilities. We do not maintain insurance
for environmental liability or toxic tort claims that may be asserted against us in connection with our
storage, use or disposal of biological or hazardous materials.

As the requirements imposed by environmental, health and safety laws and regulations may change
and more stringent laws or regulations may be adopted, we may have difficulties complying with, or
accurately predicting the potentially substantial cost of complying with, these laws and regulations,
which may subject us to rectification orders, substantial fines, monetary damages and suspension or
cessation of research activities and other business operations. These current or future laws and
regulations may impair our research and development or production efforts. Failure to comply with these
laws and regulations also may result in substantial fines, penalties or other sanctions.

There are legal defects regarding some of our leased properties.

As of the Latest Practicable Date, we leased from third parties three properties in the PRC with an
aggregate gross floor area of approximately 525.6 sq.m., and the registration for these properties with the
relevant regulatory authorities were not completed. According to PRC law, the non-registration of lease
agreements will not affect the validity of such lease agreements, but the relevant local housing
administrative authorities can require us to complete registrations within a specified timeframe and we
may be subject to a fine between RMB1,000 and RMB10,000 per lease for any delay in making these
registrations. Further, we cannot assure you that we would be able to renew our leases on acceptable
terms upon their expiration. If we are not able to renew them upon expiration, or if relevant leases are
terminated as a result of challenges therewith by third parties, we may be forced to relocate from affected
properties and incur additional costs, and our business, financial condition and results of operations may
be adversely affected. In addition, we have not been able to obtain from the respective lessor of two
properties we leased, located at 3 floor, No.665 Zhangjiang Road, China (Shanghai) Pilot Free Trade
Zone and 4 floor, No. 3-2, Park Street, Nangang District, Taipei, Taiwan, respectively, a valid property
ownership certificate. As a result, the lease agreement may be challenged as to its validity. If the lease
agreement is deemed to be invalid by the relevant PRC or Taiwanese authorities or if the lessor does not
possess valid titles, we may not be able to continue to lease such property and be forced to relocate, which
may cause our business, financial condition and results of operations to be adversely affected. For details
of our properties, see “Business — Property”.

We may be required to make additional contributions of social insurance fund and/or housing
provident fund and late payments and fines under PRC national laws and regulations.

Under relevant PRC laws and regulations, we are required to make social insurance fund and
housing provident fund contributions for our employees. During the Track Record Period: (1) we did not
make in full the social insurance fund and housing provident funds contributions for certain employees
required by the PRC government; and (2) we did not make the social insurance fund contributions for our
Taiwanese employees. The relevant PRC authorities may demand us to pay the outstanding social
insurance funds within a stipulated deadline and we may be liable for a late payment fee equal to 0.05%
of the outstanding amount for each day of delay. If we fail to make such payments, we may be liable for
a fine of one to three times the amount of the outstanding contributions. In addition, we may be demanded
to pay the underpaid amount to the housing provident fund within a prescribed time limit, failing which
we may be subject to the compulsory enforcement by the People’s Court. Our PRC Legal Advisers are of
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the opinion that the risk of us being fined is remote provided that we pay the unpaid amount for social
insurance and house provident funds in full amount in a timely manner after receiving notices to rectify
such non-compliance from the relevant PRC authorities. As of the Latest Practicable Date, we had not
received any notification from the relevant authorities demanding payment of the social insurance funds
and the housing provident funds. See “Business — Legal Proceedings and Compliance” for details.

However, we cannot assure you that we will not be subject to any order to rectify non-compliance
in the future, nor can we assure you that there are no, or will not be any, employee complaints regarding
payment of the social insurance funds and the housing provident funds against us, or that we will not
receive any claims in respect of the social insurance funds and housing provident funds under national
laws and regulations. In addition, we may incur additional expenses to comply with such laws and
regulations by the PRC government or relevant local authorities.

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

Valuations of our properties as of August 31, 2019 prepared by JLL, an independent property
valuer, are set forth in the property valuation report set out as Appendix III to this prospectus. The
valuations are made based on assumptions which, by their nature, are subjective and uncertain and may
differ from actual results. 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 valuation 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.

Increased labor costs could slow our growth and affect our profitability.

Our operations require a sufficient number of qualified employees. In recent years, the average
labor cost in the global pharmaceutical market has been steadily increasing as the competition for
qualified employees has become more intense, according to Frost & Sullivan Report. We cannot assure
you that there will be no further increase in labor cost. If there is a significant increase in our labor cost,
our operations and profitability may be adversely affected.

In addition, we adopted the Pre-IPO Share Option Scheme for the primary purpose of providing
incentives and reward to employees of the Group. See “Statutory and General Information — E. Pre-IPO
Share Option Scheme” in Appendix V to this prospectus for more details. In 2017, 2018 and the four
months ended April 30, 2019, we incurred RMBO0.4 million, RMB25.7 million and RMB4.9 million
share-based compensation for stock options granted under our Pre-IPO Share Option Scheme,
respectively. Share options granted under our existing or future share-based compensation scheme could
adversely affect our net income.

Any future litigation, legal disputes, claims or administrative proceedings against us could be costly
and time-consuming to defend.

We may become subject, from time to time, to legal proceedings and claims that arise in the
ordinary course of business or pursuant to governmental or regulatory enforcement activity. While we do
not believe that the resolution of any lawsuits against us will, individually or in the aggregate, have a
material adverse effect on our business, financial condition and results of operations, litigation to which
we subsequently become a party might result in substantial costs and divert management’s attention and
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resources. Furthermore, any litigations, legal disputes, claims or administrative proceedings which are
initially not of material importance may escalate and become important to us due to a variety of factors,
such as the facts and circumstances of the cases, the likelihood of loss, the monetary amount at stake and
the parties involved.

Our insurance might not cover claims brought against us, might not provide sufficient payments to
cover all of the costs to resolve one or more such claims and might not continue to be available on terms
acceptable to us. In particular, any claim could result in unanticipated liability to us if the claim is outside
the scope of the indemnification arrangement we have with our collaborators, our collaborators do not
abide by the indemnification arrangement as required, or the liability exceeds the amount of any
applicable indemnification limits or available insurance coverage. A claim brought against us that is
uninsured or underinsured could result in unanticipated costs and could have a material adverse effect on
our financial condition, results of operations or reputation.

Negative news or publicity about us, our Directors or our management may adversely affect our
reputation, business and growth prospects.

Any negative news or publicity concerning us, our substantial shareholders, our current and former
Directors and management, affiliates or any entity that shares our brand name, even if proven untrue,
could adversely affect our reputation and business prospects. We cannot assure you that negative
publicity about us or any of our affiliates or any entity that shares such names would not damage our
brand image. Given our specialized industry and market, negative publicity and word of mouth could
travel quickly and negatively impact our relationships with third parties, which could have a material
adverse effect on our business, financial condition and results of operations.

We may be unable to detect, deter and prevent all instances of fraud or other misconduct committed
by our employees or other third parties.

Our employees or third parties such as our suppliers, distributors, CROs for research and
development may commit fraud or other misconduct and such acts could subject us to financial losses and
harm our business and operations. We cannot assure you that such misconducts can be completely
prevented or deterred even if extensive internal controls and corporate governance practices are in place.
In addition to potential financial losses, improper acts of its employees or third parties could subject us to
third party claims and regulatory investigations. Any such fraud or other misconduct committed against
us, whether involving past acts or future acts, could have an adverse effect on our business, financial
position and results of operations.

RISKS RELATING TO OUR DOING BUSINESS IN THE PRC AND TAIWAN

Risks Relating to the PRC

The pharmaceutical industry in China is highly regulated and such regulations are subject to change
which may affect approval and commercialization of our drug candidates.

We conduct substantially all of our operations in China. The pharmaceutical industry in China is
subject to comprehensive government regulation and supervision, encompassing the approval,
registration, manufacturing, packaging, licensing and marketing of new drugs. In recent years, the
regulatory framework in China regarding the pharmaceutical industry has undergone significant changes,
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and we expect that it will continue to undergo significant changes. Any such changes or amendments may
result in increased compliance costs on our business or cause delays in or prevent the successful
development or commercialization of our drug candidates in China and reduce the benefits we believe are
available to us from developing and manufacturing drugs in China. In particular, the NMPA’s recent
reform of the drug approval system may face implementation challenges. The timetable for completion of
the reforms is uncertain, and thus our ability to commercialize our drug candidates in a timely manner
could adversely affected.

Changes in the political and economic policies of the PRC government may materially and adversely
affect our business, financial condition and results of operations and may result in our inability to
sustain our growth and expansion strategies.

Due to our extensive operations in China, our business, results of operations, financial condition
and prospects may be influenced to a significant degree by economic, political, legal and social
conditions in China. China’s economy differs from the economies of developed countries in many
respects, including with respect to the amount of government involvement, level of development, growth
rate, control of foreign exchange and allocation of resources.

Though China has been one of the world’s fastest growing economies in recent years in terms of
GDP growth, it may not be able to sustain the same growth rate. For example, China’s real GDP growth
rate declined from approximately 7.7% in 2012 to 6.6% in 2018. In addition, the ongoing trade frictions
between China and the United States that began in the first half of 2018 continue to add downward
pressure to China’s economic growth, and there remains an uncertainty over whether China and the
United States will reach an agreement over such trade frictions and the terms of such agreement, if any.
We cannot assure you that China’s GDP growth rate will not further decline. A deterioration in China’s
business environment as a result of the slowdown in economic growth could reduce business activities
and demand for our services, which could materially and adversely affect our business, financial
condition and results of operations.

While the PRC economy has experienced overall growth, growth has been uneven across different
regions and among various economic sectors of China. The PRC government has implemented various
measures to encourage economic development and guide the allocation of resources. Some of these
measures may benefit the overall PRC economy, but may have a negative effect on us. For example, our
financial condition and results of operations may be adversely affected by government control over
capital investments or changes in tax regulations that are currently applicable to us. In addition, in the
past the PRC government implemented certain measures, including interest rate increases, to control the
pace of economic growth. These measures may cause decreased economic activity in China, which may
adversely affect our business and results of operation.

There are uncertainties regarding the interpretation and enforcement of PRC laws, rules and
regulations.

Substantially all of our operations are conducted in China through our PRC-incorporated
subsidiaries, and are governed by PRC laws, rules and regulations. The PRC legal system is a civil law
system based on written statutes. Unlike the common law system, prior court decisions may be cited for
reference but have limited precedential value.

In 1979, the PRC government began to promulgate a comprehensive system of laws, rules and
regulations governing economic matters in general. The overall effect of legislation over the past three
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decades has significantly enhanced the protections afforded to various forms of foreign investment in
China. However, China has not developed a fully integrated legal system, and recently enacted laws, rules
and regulations may not sufficiently cover all aspects of economic activities in China or may be subject to
significant degrees of interpretation by PRC regulatory agencies. In particular, the interpretation and
enforcement of these laws, rules and regulations involve uncertainties and can be inconsistent and
unpredictable due to the fact that: (i) they are relatively new, (ii) limited availability of published court
decisions, and such decisions are non-binding in nature, and (iii) relevant regulators are given significant
discretion in the enforcement of such laws, rules and regulations. In addition, the PRC legal system is
based in part on government policies and internal rules, some of which are not published on a timely basis
or at all, and which may have a retroactive effect. As a result, we may not be aware of our violation of
these policies and rules until after the occurrence of the violation.

In addition, any administrative and court proceedings in China may be protracted, resulting in
substantial costs and diversion of resources and management attention. Since PRC administrative and
court authorities have significant discretion in interpreting and implementing statutory and contractual
terms, it may be more difficult to evaluate the outcome of administrative and court proceedings and the
level of legal protection we enjoy than in more developed legal systems. These uncertainties may impede
our ability to enforce the contracts we have entered into and could materially and adversely affect our
business, financial condition and results of operations.

We face uncertainties relating to the recently enacted Foreign Investment Law, which may adversely
affect us.

The PRC Foreign Investment Law ({1 #E A RILANE SN 175 )) (the “Foreign Investment
Law”) was approved in March 2019 and effective from January 1, 2020. The Foreign Investment Law
may materially impact our current corporate governance practices and business operations in many
aspects and may increase our compliance costs. For instance, the Foreign Investment Law would impose
stringent ad hoc and periodic information reporting requirements on foreign investors and the applicable
foreign invested entities. Depending on the circumstances, non-compliance with the information
reporting obligations, concealment of information or providing misleading or false information could
result in monetary fines. In addition, the Foreign Investment Law embodies an expected PRC regulation
trend of rationalizing the foreign investment regulatory regime in line with prevailing international
practice and the legislative efforts to unify the corporate legal requirements for both foreign and domestic
investments.

We may rely on dividends and other distributions on equity paid by our PRC subsidiaries to fund any
cash and financing requirements we may have, and any limitation on the ability of our PRC
subsidiaries to make payments to us could have a material and adverse effect on our ability to conduct
our business.

We are a holding company incorporated in Hong Kong, and we may rely on dividends and other
distributions on equity paid by our PRC subsidiaries for our cash and financing requirements, including
the funds necessary to pay dividends and other cash distributions to our shareholders or to service any
debt we may incur. If any of our PRC subsidiaries incur debt on its own behalf in the future, the
instruments governing the debt may restrict its ability to pay dividends or make other distributions to us.
Under PRC laws and regulations, our PRC subsidiaries may pay dividends only out of their respective
accumulated profits as determined in accordance with PRC accounting standards and regulations. In
addition, a wholly foreign-owned enterprise is required to set aside at least 10% of its accumulated
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after-tax profits each year, if any, to fund a certain statutory reserve fund, until the aggregate amount of
such fund reaches 50% of its registered capital. Such reserve funds cannot be distributed to us as
dividends. At its discretion, a wholly foreign-owned enterprise may allocate a portion of its after-tax
profits based on PRC accounting standards to an enterprise expansion fund, or a staff welfare and bonus
fund. In addition, registered share capital and capital reserve accounts are also restricted from withdrawal
in China, up to the amount of net assets held in each operating subsidiary.

Additionally, in response to the persistent capital outflow in China and Renminbi’s depreciation
against the U.S. dollar, the People’s Bank of China (the “PBOC”) and the State Administration of Foreign
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Exchange (the “SAFE”) promulgated a series of capital control measures. See “— Restrictions on
currency exchange may limit our ability to utilize our revenue effectively” below for further details. Any
limitation on the ability of our PRC subsidiaries to pay dividends or make other kinds of payments to us
could materially and adversely limit our ability to grow, make investments or acquisitions that could be
beneficial to our business, pay dividends to our investors or other obligations to our suppliers, or

otherwise fund and conduct our business.

Our business benefits from certain discretionary financial incentives granted by local governments.
Expiration of, or changes to, these incentives or policies would have an adverse effect on our results of
operations.

In the past, local governments in China granted certain financial incentives from time to time to our
PRC subsidiaries as part of their efforts to encourage the development of local businesses, and we
recognized RMB4.7 million, RMB12.5 million and RMBO0.1 million in government grant income in 2017,
2018 and the four months ended April 30, 2019, respectively. See “Financial Information — Consolidated
Statements of Profit or Loss — Other Gains/(Losses) — Net — Government Grants”. The timing, amount
and criteria of government financial incentives are determined within the sole discretion of the local
government authorities and cannot be predicted with certainty before we actually receive any financial
incentive. We generally do not have the ability to influence local governments in making these decisions.
Local governments may decide to reduce or eliminate incentives at any time. In addition, some of the
government financial incentives are granted on a per-project basis and subject to the 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, and if we fail to satisfy any such conditions, we may be deprived of the relevant incentives.
We cannot assure you of the continued availability of the government incentives currently enjoyed by us.
Any reduction or elimination of incentives would have an adverse effect on our results of operations.

We are subject to PRC tax laws and regulations.

We are subject to periodic examinations on fulfillment of our tax obligation under the PRC tax
laws and regulations by PRC tax authorities. We are currently under an examination by the Tax Bureau of
Suzhou Industrial Park, as part of the State Administration of Taxation’s (“SAT”) initiative to examine
pharmaceutical industry nationwide, which informed us of the examination in June 2019. Although we
believe that in the past we acted in compliance with the requirements under the relevant PRC tax laws and
regulations in all material aspects and established effective internal control measures in relation to
accounting regularities, we cannot assure you that the current examination and future examinations by
PRC tax authorities would not result in fines, other penalties or actions that could adversely affect our
business, financial condition and results of operations, as well as our reputation. Furthermore, the PRC
government from time to time adjusts or changes its tax laws and regulations. Such adjustments or
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changes, together with any uncertainty resulting therefrom, could have an adverse effect on our business,
financial condition and results of operations.

Our dividend income from our PRC subsidiaries may be subject to a higher rate of withholding tax
than that which we currently anticipate.

The Enterprise Income Tax Law (the “EIT Law”) and its implementation rules provide that
China-sourced income of foreign enterprises, such as dividends paid by a PRC subsidiary to its equity
holders that are non-PRC resident enterprises, will normally be subject to PRC withholding tax at a rate
of 10%, unless any such foreign investor’s jurisdiction of incorporation has a tax treaty with China that
provides for a different withholding arrangement.

Pursuant to the Arrangement between Mainland China and Hong Kong Special Administrative
Region for the Avoidance of Double Taxation and Prevention of Fiscal Evasion with respect to Taxes on
Income (< AT b 0 7 5 5 91 47 15 [ ) 7 36 iy 75 ik O 8 o 0B8N B 1 I B8 19 %2 Bk ) ), the withholding tax
rate on dividends paid by our PRC subsidiary to the Company would generally be reduced to 5%,
provided that the Company is the beneficial owner of the PRC-sourced income and we have obtained the
approval of the competent tax authority. On February 3, 2018, the SAT issued the Announcement on
Certain Issues Concerning the Beneficial Owners in a Tax Agreement (B A B i#h & H <2 5 I 5 N A
B A )) (“Circular 97), which provides guidance for determining whether a resident of a
contracting state is the “beneficial owner” of an item of income under China’s tax treaties and similar
arrangements. According to Circular 9, a beneficial owner generally must be engaged in substantive
business activities and an agent will not be regarded as a beneficial owner. There is no assurance that the
reduced withholding tax rate will be available.

Restrictions on currency exchange may limit our ability to utilize our revenue effectively.

The PRC government imposes controls on the convertibility of Renminbi into foreign currencies
and, in certain cases, the remittance of currency out of China. Substantially all of our revenue is
denominated in Renminbi. Shortages in availability of foreign currency may then restrict the ability of
our PRC subsidiaries to remit sufficient foreign currency to our offshore entities for our offshore entities
to pay dividends or make other payments or otherwise to satisfy our foreign currency denominated
obligations. Renminbi is currently convertible under the “current account”, which includes dividends,
trade and service-related foreign exchange transactions, but not under the “capital account”, which
includes foreign direct investment and foreign currency debt, including loans we may secure for our
onshore subsidiaries. Currently, our PRC subsidiaries may purchase foreign currency for settlement of
“current account transactions”, including payment of dividends to us, without the approval of the SAFE
by complying with certain procedural requirements. However, the relevant PRC governmental authorities
may limit or eliminate our ability to purchase foreign currencies in the future for current account
transactions.

Furthermore, in response to the persistent capital outflow in China and Renminbi’s depreciation
against the U.S. dollar, the PBOC and the SAFE promulgated a series of capital control measures,
including stricter vetting procedures for domestic companies to remit foreign currency for overseas
investments, dividends payments and shareholder loan repayments. The PRC government may continue
to strengthen its capital controls, and more restrictions and substantial vetting process may be put
forward by the SAFE for cross-border transactions falling under both the current account and the capital
account.
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Since our revenue is denominated in Renminbi, any existing and future restrictions on currency
exchange may limit our ability to utilize revenue generated in Renminbi to fund our business activities
outside of the PRC or pay dividends in foreign currencies to holders of our Shares. Foreign exchange
transactions under the capital account remain subject to limitations and require approvals from, or
registration with, the SAFE and other relevant PRC governmental authorities. This could affect our
ability to obtain foreign currency through debt or equity financing for our subsidiaries.

It may be difficult to effect service of process upon us or our management that reside in China or to
enforce against them or us in China any judgments obtained from foreign courts.

Most of our operating subsidiaries are incorporated in China. Some of our management reside in
China from time to time. Almost all of our assets and some of the assets of our management are located in
China. Therefore, it may not be possible for investors to effect service of process upon us or our
management inside China. China has not entered into treaties or arrangements providing for the
recognition and enforcement of judgments made by courts of most other jurisdictions.

On July 14, 2006, Hong Kong and China 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 (KB A A1 b B2 35 Y 45 1l 47 318 25 e A B 8 ) MDA T g A W o o ) R o S A e i 22
PE)) (the “Arrangement”), pursuant to which a party with a final court judgment rendered by a Hong
Kong court requiring payment of money in a civil and commercial case according to a choice of court
agreement in writing may apply for recognition and enforcement of the judgment in China. Similarly, a
party with a final judgment rendered by a Chinese court requiring payment of money in a civil and
commercial case pursuant to a choice of court agreement in writing may apply for recognition and
enforcement of such judgment in Hong Kong. A choice of court agreement in writing is defined as any
agreement in writing entered into between parties after the effective date of the Arrangement in which a
Hong Kong court or a Chinese court is expressly designated as the court having sole jurisdiction for the
existing or potential dispute. On January 18, 2019, the Supreme People’s Court and the Hong Kong SAR
Government signed 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 (7 A 1 B 75 5 i Fll 47 I 16 25 e AF B 58 n] RN SLA T B P 25 R A HI R 22 HE) (the
“New Arrangement”), which seeks to establish a mechanism with greater clarity and certainty for
recognition and enforcement of judgments in wider range of civil and commercial matters between Hong
Kong SAR and the Mainland. The New Arrangement discontinued the requirement 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 and the completion of the
relevant legislative procedures in the Hong Kong SAR. The New Arrangement will, upon its
effectiveness, supersedes the Arrangement. Therefore, before the New Arrangement becomes effective it
may be difficult or impossible to enforce a judgment rendered by a Hong Kong court in China if the
parties in the dispute do not agree to enter into a choice of court agreement in writing.

Furthermore, China does not have treaties or agreements providing for the reciprocal recognition
and enforcement of judgments awarded by courts of the United States, the United Kingdom, or most other
western countries. Hence, the recognition and enforcement in China of judgments of a court in any of
these jurisdictions in relation to any matter not subject to a binding arbitration provision may be difficult
or even impossible.
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Any failure by the Shareholders or beneficial owners of our Shares who are PRC residents to comply
with certain PRC foreign exchange regulations relating to offshore investment activities by such PRC
residents could restrict our ability to distribute profits, restrict our overseas and cross-border
investment activities and subject us to liability under PRC laws.

The SAFE has promulgated several regulations requiring PRC residents to register with PRC
government authorities before engaging in direct or indirect offshore investment activities, including
Circular of the State Administration of Foreign Exchange on the Administration of Foreign Exchange
Involved in Overseas Investment, Financing and Roundtrip Investment through Special Purpose Vehicles
Conducted by domestic Residents in China via Special-Purpose Companies (£ B35 A J& B 48 48 F5 ik H
(923 W AN R AR AR 450 A1 HE A BIAT B ) AL A3 A1) ) (“SAFE Circular 37”) issued and effective
on July 4, 2014. SAFE Circular 37 requires PRC residents to register with local branches of SAFE in
connection with their direct establishment or indirect control of an offshore entity, for the purpose of
overseas investment and financing, with assets or equity interests of onshore companies or offshore assets
or interests held by the PRC residents, referred to in SAFE Circular 37 as a “special purpose vehicle”.
SAFE Circular 37 further requires amendment to the registration in the event of any significant changes
with respect to the special purpose vehicle. On February 13, 2015, the SAFE promulgated the Notice on
Further Simplifying and Improving Policies for the Foreign Exchange Administration of Direct
Investment (3% 71 FE & HE oy B it 3 — 25 1L A0 ol B 42 3 S A B B IBUR 3@ 51)) (“SAFE
Circular 13”), which came into effect on June 1, 2015. Pursuant to SAFE Circular 13, local banks shall
review and handle foreign exchange registration for overseas direct investment, including the initial
foreign exchange registration and amendment registration under SAFE Circular 37, while the application
for remedial registrations shall still be submitted to, reviewed and handled by the relevant local branches
of the SAFE.

If a shareholder who is a PRC citizen or resident does not complete the registration with the local
banks or local SAFE branches, the PRC subsidiaries of the special purpose vehicle may be prohibited
from distributing their profits and proceeds from any reduction in capital, share transfer or liquidation to
the special purpose vehicle, and the special purpose vehicle may be restricted to contribute additional
capital to its PRC subsidiaries. Moreover, failure to comply with the various SAFE registration
requirements described above may result in liabilities for the PRC subsidiaries of the special purpose
vehicle under PRC laws for evasion of applicable foreign exchange restrictions, including (i) the
requirement by the SAFE to return the foreign exchange remitted overseas within a period of time
specified by the SAFE, with a fine of up to 30% of the total amount of foreign exchange remitted overseas
and deemed to have been evasive and (ii) in circumstances involving serious violations, a fine of no less
than 30% of and up to the total amount of remitted foreign exchange deemed evasive.

We face uncertainty relating to PRC laws and regulations relating to transfers by a non-resident
enterprise of assets of a PRC resident enterprise.

On February 3, 2015, the SAT issued the Public Announcement on Several Issues Concerning
Enterprise Income Tax for Indirect Transfer of Assets by Non-Resident Enterprises (B FE J& R A 2
PR A S SE TS B T M A 2 )) (“Circular 77), which supersedes certain provisions in the
Notice on Strengthening the Administration of Enterprise Income Tax on non-Resident Enterprises
(KRR s I B A S RO RE i e 1 SE P 1S B B 4 A1) (“Circular 698”), which was previously
issued by the SAT on December 10, 2009, as well as certain other rules providing clarification on Circular
698. Circular 7 provides comprehensive guidelines relating to, and heightened the PRC tax authorities’
scrutiny over, indirect transfers by a non-resident enterprise of the assets of PRC resident enterprises
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(“PRC Taxable Assets”), including equity interests. For example, Circular 7 specifies that when a
non-resident enterprise transfers PRC Taxable Assets indirectly through disposal of equity interests in an
overseas holding company which directly or indirectly holds such PRC Taxable Assets, the PRC tax
authorities are entitled to reclassify the nature of such transaction by disregarding the existence of such
overseas holding company and considering the transaction to be a direct transfer of PRC Taxable Assets,
if deeming such transaction to have been conducted for the purposes of avoiding EIT and without any
other reasonable commercial purpose.

Except as provided in Circular 7, transfers of PRC Taxable Assets under the following
circumstances shall be automatically deemed as having no reasonable commercial purpose, and are
subject to PRC enterprise income tax: (i) more than 75% of the value of the equity interest of the overseas
enterprise is directly or indirectly attributable to the PRC Taxable Assets; (ii) more than 90% of the total
assets (cash excluded) of the overseas enterprise are directly or indirectly composed of investment in
China at any time during the year prior to the indirect transfer of PRC Taxable Assets, or more than 90%
of the income of the overseas enterprise is directly or indirectly from China during the year prior to the
indirect transfer of PRC Taxable Assets; (iii) the overseas enterprise and its subsidiaries directly or
indirectly hold PRC Taxable Assets and have registered with the relevant authorities in the host countries
(regions) in order to meet the local legal requirements in relation to organization forms, yet prove to be
inadequate in their ability to perform their intended functions and withstand risks as their alleged
organization forms suggest; or (iv) the income tax from the indirect transfer of PRC Taxable Assets
payable abroad is lower than the income tax in China that may be imposed on the direct transfer of such
PRC Taxable Assets.

Although Circular 7 contains certain exemptions (including, (i) where a non-resident enterprise
derives income from the indirect transfer of PRC Taxable Assets by acquiring and selling shares of a
listed overseas holding company which holds such PRC Taxable Assets on a public market; and (ii) where
there is an indirect transfer of PRC Taxable Assets, but if the non-resident enterprise had directly held and
disposed of such PRC Taxable Assets, the income from the transfer would have been exempted from
enterprise income tax in the PRC under an applicable tax treaty or arrangement), it remains unclear
whether any exemptions under Circular 7 will be applicable to the transfer of our Shares or to any future
acquisition by us outside of the PRC involving PRC Taxable Assets, or whether the PRC tax authorities
will reclassify such transaction by applying Circular 7. Therefore, the PRC tax authorities may deem any
transfer of our Shares by our Shareholders that are non-resident enterprises, or any future acquisition by
us outside of the PRC involving PRC Taxable Assets, to be subject to the foregoing regulations, which
may subject our Shareholders or us to additional PRC tax reporting obligations or tax liabilities.

Provisions of Circular 7, which impose PRC tax liabilities and reporting obligations, do not apply
to “non-resident enterprise acquiring and disposing of the equity interests of the same offshore listed
company in a public market” (the “Public Market Safe Harbor”), which is determined by whether the
parties, number and price of the shares acquired and disposed are not previously agreed upon, but
determined in accordance with general trading rules in the public securities markets, according to one
implementing rule for Circular 698. In general, transfers of the Shares by Shareholders on the Stock
Exchange or other public market would not be subject to the PRC tax liabilities and reporting obligations
imposed under Circular 7 if the transfers fall under the Public Market Safe Harbor. As stated in
“Information about this Prospectus and the Global Offering” in this prospectus, potential investors should
consult their professional advisors if they are in any doubt as to the tax implications of subscribing for,
purchasing, holding, disposing of and dealing in the Shares.
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We may be deemed to be a Chinese tax resident, which could result in unfavorable tax consequences to
us and our non-PRC shareholders.

We are incorporated under the laws of Hong Kong, and most of our operations are conducted
through our PRC-incorporated subsidiaries. Pursuant to the EIT Law and its implementation rules, if an
enterprise incorporated outside China has its “de facto management bodies” within China, such
enterprise would generally be deemed a “Chinese resident enterprise” for tax purposes and be subject to
EIT at a rate of 25.0% on its global incomes. “De facto management body” is defined as the body that has
actual overall management and control over the business, personnel, accounts and properties of an
enterprise. In April 2009, the SAT promulgated a circular to clarify the certain criteria for the
determination of the “de facto management bodies” for foreign enterprises controlled by Chinese
enterprises. These criteria include: (i) members of senior management who are in charge of the
enterprise’s day-to-day operation and senior management division which operates from China; (ii)
decisions relating to the enterprise’s financial and human resource matters are made or subject to
approval by organizations or personnel in China; (iii) the enterprise’s primary assets, accounting books
and records, company seals, and board and shareholders’ meeting minutes are located or maintained in
China and (iv) 50.0% or more of voting board members or senior executives of the enterprise habitually
reside in China. According to these regulations, we might be regarded as a Chinese resident enterprise by
Chinese tax authority and be required to pay EIT at a rate of 25.0% for all of our global income. In
addition, if we are deemed to be a Chinese tax resident, the EIT Law and its implementing rules provide
that dividends paid by us to our non-PRC shareholders and, while less clear, capital gains recognized by
them with respect to the sale of our Shares may be subject to a tax of 10% for non-PRC resident enterprise
shareholders and potentially 20% for non-PRC resident individual shareholders. In the case of dividend
payments, such PRC tax may be withheld at source.

Government control of currency conversion of and regulations on loans to, and direct investment in,
PRC entities by offshore holding companies may delay or prevent us from making loans or additional
contributions to our PRC subsidiaries, which could restrict our ability to utilize the proceeds from the
Global Offering effectively and affect our ability to fund and expand our business.

The PRC government imposes controls on the convertibility of foreign currencies into Renminbi.
Under China’s existing foreign-exchange regulations, foreign-exchange transactions under capital
accounts continue to be subject to significant foreign-exchange controls and require the registration with,
and approval of, PRC governmental authorities. In particular, if one subsidiary receives foreign-currency
loans from us or other foreign lenders, these loans must be registered with the SAFE or its local
counterparts. If we finance such subsidiary by means of additional capital contributions, these capital
contributions must be filed with or approved by certain government authorities, including the Ministry of
Commerce or its local counterparts.

In August 2008, the SAFE promulgated the Circular on the Relevant Operating Issues Concerning
the Improvement of the Administration of the Payment and Settlement of Foreign Currency Capital of
Foreign Invested Enterprises (2% 4MME BRI &R A ) B A 5 35 A1 1 £ & A 36 5P FE & A 5 S0 45 R A
A B EF B E R A1) (“SAFE Circular 142”), providing that the Renminbi capital converted
from foreign-currency-registered capital of a foreign-invested enterprise may only be used for purposes
within the business scope approved by the applicable government authority and may not be used for
equity investments within China. On March 30, 2015, SAFE released the Notice on the Reform of the
Management Method for the Settlement of Foreign Exchange Capital of Foreign-invested Enterprises

(B 5 A R A5 3L sy B A el o A s 15 A ZE AP T A 5 45 T A 2 X4 1)) (“SAFE Circular 197),
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which came into force and superseded SAFE Circular 142 from June 1, 2015. On June 9, 2016, SAFE
further promulgated the Circular on the Reform and Standardization of the Management Policy of the
Settlement of Capital Projects (€[ ol s F A7 &0 & A TH H 45 [ B EBUR ) (“SAFE Circular
16”).

SAFE Circular 19 has made adjustments to certain regulatory requirements on the settlement of
foreign exchange capital of foreign-invested enterprises, and some foreign exchange restrictions under
SAFE Circular 142 are expected to be lifted. Under SAFE Circular 19 and SAFE Circular 16, the
settlement of foreign exchange by foreign invested enterprises shall be governed by the policy of foreign
exchange settlement on a discretionary basis. However, SAFE Circular 19 and SAFE Circular 16 also
reiterate that the settlement of foreign exchange shall only be used for its own operation purposes within
the business scope of the foreign invested enterprises and following the principles of authenticity.
Considering that SAFE Circular 19 and SAFE Circular 16 are relatively new, it is unclear how they will
be implemented, and there exists high uncertainties with respect to its interpretation and implementation
by authorities. For example, under SAFE Circular 19 and SAFE Circular 16, we may not be allowed to
convert foreign currency-registered capital of our PRC subsidiaries which are foreign-invested
enterprises into Renminbi capital for securities investments or other finance and investment except for
principal-guaranteed bank products. Further, SAFE Circular 19 and SAFE Circular 16 restrict a
foreign-invested enterprise from using Renminbi converted from its registered capital to provide loans to

a its non-affiliated company.

Violations of SAFE Circular 19 and SAFE Circular 16 could result in severe monetary or other
penalties. We cannot assure you that we will be able to complete the necessary government registrations
or obtain the necessary government approvals on a timely basis, if at all, with respect to future loans or
capital contributions by us to our PRC subsidiaries and conversion of such loans or capital contributions
into Renminbi. If we fail to complete such registrations or obtain such approvals, our ability to capitalize
or otherwise fund our PRC operations may be negatively affected, which could adversely affect our
ability to fund and expand our business.

Fluctuation in the value of Renminbi may have a material adverse effect on our business.

The value of Renminbi against Hong Kong dollar and other foreign currencies is affected by,
among other things, changes in China’s foreign exchange policies and international economic and
political developments. There remains significant international pressure on the PRC government to adopt
a more flexible currency policy, which may result in further and more significant fluctuations in the value

of Renminbi against Hong Kong dollar and other foreign currencies.

Substantially all of our revenue and expenses are denominated in Renminbi and fluctuations in
exchange rates may adversely affect the value of our net asset and earnings. In addition, the dividends
from our Shares will be denominated in Hong Kong dollars. As a result, any appreciation of Renminbi
against Hong Kong dollars or any other foreign currencies may result in a decrease in the value of the
dividend earnings. Conversely, any depreciation of the Renminbi may adversely affect the value of our
Shares in foreign currency. Therefore, any significant fluctuation in the value of the Renminbi against
foreign currencies could materially and adversely affect us and the value of your investment in our

Shares.
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Any failure to comply with PRC regulations regarding employee stock incentive plans may subject the
PRC participants or us to fines and other legal or administrative sanctions.

In February 2012, the SAFE promulgated the Notices on Issues Concerning the Foreign Exchange
Administration for Domestic Individuals Participating in Stock Incentive Plans of Overseas Publicly
Listed Companies. Accordingly, PRC residents who are granted shares or share options by a company
listed on an overseas stock market under its employee stock incentive plan are required to register with
the SAFE or its local counterparts by following certain procedures. We and our employees who are PRC
residents and individual beneficial owners who have been granted Pre-IPO Share Options pursuant to the
Pre-IPO Share Option Scheme will be subject to these rules due to our listing on the Stock Exchange. We
will assist our employees to register their share options or shares. However, any failure of our PRC
individual beneficial owners and holders of share options or shares to comply with the SAFE registration
requirements in the future may subject them to fines and sanctions and may, in rare instances, limit the
ability of our PRC subsidiaries to distribute dividends to us.

In addition, the SAT has issued circulars concerning employee share options or restricted shares.
Under these circulars, employees working in the PRC who exercise share options, or whose restricted
shares vest, will be subject to PRC individual income tax (“IIT”). The PRC subsidiaries of an overseas
listed company have obligations to file documents related to employee share options or restricted shares
with relevant tax authorities and to withhold IIT of those employees related to their share options or
restricted shares. During the Track Record Period, our PRC subsidiaries currently withheld IIT from the
PRC employees in connection with their exercise of share options. However, any failure to report and
withhold IIT according to relevant laws, rules and regulations in the future may result in such PRC
subsidiaries facing sanctions imposed by the tax authorities or other PRC government authorities.

The political relationships between China and other countries may affect our business operations.

During the Track Record Period, we have formed partnerships with entities in foreign countries
and regions. Establishing new collaboration partnerships is key to our future growth. Our business is
therefore subject to constantly changing international economic, regulatory, social and political
conditions, and local conditions in those foreign countries and regions. As a result, China’s political
relationships with those foreign countries and regions may affect the prospects of maintaining existing or
establishing new collaboration partnerships. There can be no assurance that potential collaboration
partners will not alter their perception of us or their preferences as a result of adverse changes to the state
of political relationships between China and the relevant foreign countries or regions. Any tensions and
political concerns between China and the relevant foreign countries or regions may adversely affect our
business, financial condition, results of operations, cash flows and prospects.

Risks Relating to Taiwan

Change in relations between Taiwan and the PRC could adversely affect our business and the market
value of our Shares.

Certain functional departments of our Company and some of our senior management are located in
Taiwan. Taiwan has a unique international political status. Relations between Taiwan and the PRC have at
times been strained. Any changes in cross-strait relationship could materially and adversely affect our
business and the market value of our Shares.
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Taiwan restrictions on increase in our investments in the PRC may prevent certain of our existing
Shareholders from making future investments in us.

As authorized by the Act Governing Relations between the Peoples of the Taiwan Area and
Mainland Area (€5 ¥ b [ B [bE b [ A R B4R 56 1)) and the Reviewing Principles of Investment or
Technical Cooperation with China (7EKRE b @ 7 F 4% & sk Bl & 7EFF & 7)) (the “Reviewing
Principles”), the Ministry of Economic Affairs (the “MOEA”) published a list of businesses in which
Taiwanese nationals or legal persons may not invest or cooperate with the PRC. A Taiwanese individual
or company is not allowed to invest in any business that is identified on such list in the PRC, which in turn
prohibits us from investing in such businesses in the PRC. Items not identified on such list are regarded as
general items in which investment is permitted with prior approval by the Investment Commission of the
MOEA (the “IC”). Under the Regulations Governing Permission of Investment or Technical Cooperation
with China (C7E K B #h [ 7 8% & sk B0 & 4F #F nf 15 )) and the Reviewing Principles, when a
Taiwanese individual or company desires to invest in the PRC or provide technology, patents and other
intellectual property rights to PRC individuals or entities, it must obtain a prior approval from the IC,
except in the event that the investment is made to a certain PRC enterprise with an aggregate amount of
less than US$1 million, in which case only a post-investment filing within six months after the
completion of investment with the IC for record is required. See “Regulatory Overview — Relevant Laws
and Regulations of Taiwan — License, Registrations and Permits — Investments in the PRC” for details.

Substantially all of our operations are conducted in China through our PRC-incorporated
subsidiaries, while the above-mentioned Taiwan regulations restrict certain types of investments by
Taiwanese companies in the PRC. Therefore, our pursuit of further financing from, or business
cooperation with, Centerlab Entities would be adversely affected. During the Track Record Period, we
entered into certain transactions with Centerlab Entities. See Note 33 to Appendix I — “Accountant’s
Report” to this prospectus for a summary of these transactions. Furthermore, we do not know when or if
such laws and policies governing investment in the PRC will be amended, and we cannot assure you that
such Taiwan investment laws and policies will permit Centerlab Entities to hold interest or make further
investments in our Company in the future. Our growth prospects and profitability may be adversely
affected if we are restricted from seeking additional investments or doing business with Centerlab
Entities or other entities based in Taiwan.

Moreover, our Taiwan Legal Advisor advised us that our investment in our PRC subsidiaries by
using the net proceeds will be regarded as additional investments in the PRC by Taiwanese shareholders
who hold 10% or more of the Company’s shares or serve as the Company’s director, supervisor, manager
or any equivalent position. Therefore, prior approvals by, or post-investment declaration filings with the
IC will be required with respect to certain Centerlab Entities when the Company funds its PRC
subsidiaries with net proceeds from the Global Offering. We cannot assure you if the relevant Taiwanese
shareholders would be able to obtain such approvals or file declarations properly and promptly, and
failure in compliance with the regulations may adversely affect our ability to make use of the net
proceeds.

You may experience difficulties effecting service of legal process and enforcing judgments against us
and our management in Taiwan.

Our Taiwan Legal Adviser has advised us that any final judgment obtained against us in any court
other than the courts of Taiwan in respect of any legal suit or proceeding arising out of or relating to the
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Global Offering, will be enforced by the courts of Taiwan without further review of the merits only if the
Taiwan court in which enforcement is sought is satisfied with the following:

. the court rendering the judgment has jurisdiction over the subject matter according to the
laws of Taiwan;

. the judgment and the court procedures resulting in the judgment are not contrary to the
public order or good morals of Taiwan;

. if the judgment was rendered by default by the court rendering the judgment, (i) we were
duly served within a reasonable period of time within the jurisdiction of such court in
accordance with the laws and regulations of such jurisdiction, or (ii) process was served on
us with judicial assistance of Taiwan; and

. judgments of the courts of Taiwan are recognized in the jurisdiction of the court rendering
the judgment on a reciprocal basis.

RISKS RELATING TO THE GLOBAL OFFERING

No public market currently exists for our Shares; an active trading market for our Shares may not
develop and the market price for our Shares may decline or became volatile.

No public market currently exists for our Shares. The initial Offer Price for our Shares to the public
will be the result of negotiations between our Company and ICBCI Capital (for itself and on behalf of the
Underwriters), and the Offer Price may differ significantly from the market price of the Shares following
the Global Offering. We have applied to the Stock Exchange for the listing of, and permission to deal in,
the Shares. A listing on the Stock Exchange, however, does not guarantee that an active and liquid trading
market for our Shares will develop, or if it does develop, that it will be sustained following the Global
Offering, or that the market price of the Shares will not decline following the Global Offering.
Furthermore, Centerlab, certain other existing Shareholders, certain participants of the Pre-IPO Share
Option Scheme and all Cornerstone Investors have agreed to be subject to lock-up arrangements, which
will restrict them from selling their Shares and therefore reduce the available free float for our Shares
during the relevant lock-up period. The absence of any sale of Shares by such persons during the relevant
lock-up period may cause or contribute to limited liquidity in the market for our Shares. See
“Underwriting” and “Cornerstone Investors” for details.

The price and trading volume of our Shares may be volatile, which could lead to substantial losses
to investors.

The price and trading volume of our Shares may be subject to significant volatility in response to
various factors beyond our control, including the general market conditions of the securities in Hong
Kong and elsewhere in the world. In particular, events with adverse impact on investors’ confidence and
risk appetites, such as acts of God, acts of war and terrorism, natural disasters, political unrest or
large-scale protests, epidemics and other disasters which are beyond our control, may cause severe
fluctuation in stock markets. The business performance and the market price of the shares of other
companies engaging in similar business may also affect the price and trading volume of our Shares. In
addition to market and industry factors, the price and trading volume of our Shares may be highly volatile
for specific business reasons, such as the results of clinical trials of our drug candidates, the results of our
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applications for approval of our drug candidates, regulatory developments affecting the pharmaceutical
industry, 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 with significant operations and assets in China have experienced price volatility in the past,
and it is possible that our Shares may be subject to changes in price not directly related to our
performance.

There will be a gap of several days between pricing and trading of our Shares, and the price of our
Shares when trading begins could be lower than the offer price.

The initial price to the public of our Shares sold in the Global Offering is expected to be
determined on the Price Determination Date. However, the Shares will not commence trading on the
Stock Exchange until they are delivered, which is expected to be the fifth Business Day after the Price
Determination Date. As a result, investors may not be able to sell or otherwise deal in the Shares during
that period. Accordingly, holders of our Shares are subject to the risk that the price of the Shares when
trading begins could be lower than the Offer Price as a result of adverse market conditions or other
adverse developments that may occur between the time of sale and the time trading begins.

Future sales or perceived sales of substantial amount of our Shares in the public market could
materially adversely affect the prevailing market price of our Shares and our ability to raise capital
in the future.

Prior to the Global Offering, there has not been a public market for our Shares. Future sales or
perceived sales by our existing Shareholders of our Shares after the Global Offering could result in a
significant decrease in the prevailing market price of our Shares. Only a limited number of the 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 Shares in the public
market or the perception that these sales may occur could significantly decrease the prevailing market
price of our Shares and our ability to raise equity capital in the future.

You will incur immediate and significant dilution and may experience further dilution if we issue
additional Shares or other equity securities in the future, including pursuant to the Pre-IPO Share
Option Scheme.

The Offer Price of the Offer Shares is higher than the net tangible asset value per Share
immediately prior to the Global Offering. Therefore, purchasers of the Offer 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
Offer Shares may experience dilution in the net tangible asset value per share of their Shares if we issue
additional Shares in the future at a price which is lower than the net tangible asset value per Share at that
time. As of the Latest Practical Date, the aggregate number of underlying Shares pursuant to the
outstanding Pre-IPO Share Options was 12,684,000 Shares, representing approximately 2.23% of the
total issued Shares immediately following the completion of the Global Offering, assuming the
Over-Allotment Option is not exercised and no further Shares are issued pursuant to the Pre-IPO Share
Option Scheme. We may continue to issue Shares pursuant to the Pre-IPO Share Option Scheme, which
would further dilute Shareholders’ interests in our Company. For details, please refer to “Statutory and
General Information — E. Pre-IPO Share Option Scheme” in Appendix V in this prospectus.
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Because we do not expect to pay dividends in the foreseeable future after the Global Offering, you
must rely on price appreciation of our Shares for a return on your investment.

We currently intend to retain most, if not all, of our available funds and any future earnings after
the Global Offering to fund the development and commercialization of our drug candidates. As a result,
we do not expect to pay any cash dividends in the foreseeable future. Therefore, you should not rely on an
investment in our Shares as a source for any future dividend income.

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. Accordingly, the return on your investment in our Shares will likely depend entirely upon
any future price appreciation of our Shares. There is no guarantee that our Shares will appreciate in value
after the Global Offering or even maintain the price at which you purchased the Shares. You may not
realize a return on your investment in our Shares and you may even lose your entire investment in our
Shares.

We have significant discretion as to how we will use the net proceeds of the Global Offering, and you
may not necessarily agree with how we use them.

Our management may spend the net proceeds from the Global Offering in ways you may not agree
with or that do not yield a favorable return to our shareholders. We plan to use the net proceeds from the
Global Offering to conduct clinical trials on our drug candidates and to expand our sales and marketing
staff in preparation for the approval and commercialization of those drug candidates. For details, see
“Future Plans and Use of Proceeds — Use of Proceeds”. However, our management will have discretion
as to the actual application of our net proceeds. You are entrusting your funds to our management, whose
judgment you must depend on, for the specific uses we will make of the net proceeds from this Global
Offering.

We cannot assure you that our Shares will remain listed on the Stock Exchange.

Although it is currently intended that the Shares will remain listed on the Stock Exchanges, there
is no guarantee of the continued listing of the Shares. Among other factors, we may not continue to satisfy
the listing requirements of the Stock Exchange. Accordingly, Shareholders will not be able to sell their
Shares through trading on the Stock Exchange if the Shares are no longer listed on the Stock Exchange.

Facts, forecasts and statistics in this prospectus relating to the pharmaceutical industry 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 that we believe are reliable, including official
government publications as well as a report prepared by Frost & Sullivan that we commissioned.
However, we cannot guarantee the quality or reliability of these sources. Neither we, the Sole Global
Coordinator, the Sole Sponsor, the Underwriters nor our or their respective affiliates or advisers have
verified the facts, forecasts and statistics nor ascertained the underlying economic assumptions relied
upon in those facts, forecasts and statistics obtained from these sources. Due to possibly flawed or
ineffective collection methods or discrepancies between published information and factual information
and other problems, the statistics in this prospectus relating to the pharmaceutical industry in and outside
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China may be inaccurate and you should not place undue reliance on it. We make no representation as to
the accuracy of such facts, forecasts and statistics obtained from various sources. Moreover, these facts,
forecasts and statistics involve risk and uncertainties and are subject to change based on various factors

and should not be unduly relied upon.

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 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. 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 Hong Kong in making your investment decision regarding our
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 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 our Global Offering. By applying to
purchase our 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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AND EXEMPTIONS FROM COMPLIANCE WITH THE COMPANIES
(WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

In preparation for the Global Offering, we have sought and have been granted the following
waivers and exemptions from strict compliance with, and consents under, the relevant provisions of the
Listing Rules and the Companies (Winding Up and Miscellaneous Provisions) Ordinance:

WAIVER IN RELATION TO MANAGEMENT PRESENCE IN HONG KONG

According to Rule 8.12 of the Listing Rules, the Company must have sufficient management
presence in Hong Kong. This normally means that at least two of the executive Directors must be
ordinarily resident in Hong Kong. Since we have our headquarters and major business operations based in
the PRC, we do not, and for the foreseeable future do not expect to, have executive Directors who are
ordinarily resident in Hong Kong, for the purposes of satisfying the requirements under Rule 8.12 of the
Listing Rules. Currently, all of our executive Directors reside in the PRC and Taiwan.

Accordingly, we have applied to the Stock Exchange for, and the Stock Exchange has granted to us,
a waiver from strict compliance with Rule 8.12 of the Listing Rules. We propose that the following
measures and arrangements to be adopted for maintaining regular communication between the Stock
Exchange and the Company:

(i)  both of our authorized representatives, namely Ms. Yeh-Huang, Chun-Ying (¥ #li4% % 1o),
our executive Director and general manager, and Mr. Lui, Wing Yat Christopher ({4 #—5E
£), one of our joint company secretaries who is ordinarily resident in Hong Kong, will act
as our principal channel of communication with the Stock Exchange. Mr. Yao, Jau-Chang (%
I 5E4), the other of our joint company secretaries, has also been appointed as an
alternate authorized representative of the Company;

(i1))  each of our authorized representatives has means to contact all the Directors (including our
independent non-executive Directors) promptly at all times as and when the Stock Exchange
wishes to contact the Directors on any matter;

(iii) each Director will provide his or her mobile phone number, office phone number, e-mail
address and facsimile number to our authorized representatives and the Stock Exchange;

(iv) each Director will provide his or her phone numbers or means of communication to the
authorized representatives when he or she is travelling or otherwise out of office;

(v)  both of our executive Directors have confirmed that they possess or can apply for valid
travel documents to visit Hong Kong for business purposes and would be able to come to
Hong Kong and, when required, meet with the Stock Exchange upon reasonable notice; and

(vi) we have appointed Somerley Capital Limited to act as the compliance advisor of the
Company who will act as our additional channel of communication with the Stock Exchange
for the period commencing from the Listing Date and ending on the date that we publish our
financial results for the first full financial year after the Listing Date pursuant to Rule 13.46
of the Listing Rules. The compliance advisor will advise us on on-going compliance
requirements and other issues arising under the Listing Rules and other applicable laws and
regulations in Hong Kong after Listing and have full access at all times to the authorized
representatives and the Directors.
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WAIVER IN RELATION TO APPOINTMENT OF JOINT COMPANY SECRETARIES

According to Rule 8.17 of the Listing Rules, an issuer must appoint a company secretary who
satisfies Rule 3.28 of the Listing Rules.

According to Rule 3.28 of the Listing Rules, a company secretary must be a person who, by virtue
of his/her academic or professional qualifications or relevant experience, is, in the opinion of the Stock
Exchange, capable of discharging the functions of company secretary. The Stock Exchange considers the

following academic or professional qualifications to be acceptable:
(a)  a member of The Hong Kong Institute of Chartered Secretaries;

(b)  a solicitor or barrister (as defined in the Legal Practitioners Ordinance (Chapter 159 of the

Laws of Hong Kong)); and

(c) a certified public accountant (as defined in the Professional Accountants Ordinance
(Chapter 50 of the Laws of Hong Kong)).

In assessing “relevant experience”, the Stock Exchange will consider the individual’s:
(a)  length of employment with the issuer and other issuers and the roles played;

(b)  familiarity with the Listing Rules and other relevant law and regulations including the
Securities and Futures Ordinance, 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.

We have appointed Mr. Yao, Jau-Chang (Bk#i554E) (“Mr. Yao™) as one of our joint company
secretaries taking effect on the Listing Date. Mr. Yao joined us in April 2018 as a vice general manager in
charge of the general management division, overseeing financial, accounting, legal, procurement,
information technology and communication matters, and is familiar with the day-to-day corporate affairs
of our Group. For further details, please see the section headed “Directors and Senior Management —

Joint Company Secretaries”.

Since Mr. Yao does not possess the relevant experience as stipulated in the Notes to Rule 3.28 of
the Listing Rules, we have appointed Mr. Lui, Wing Yat Christopher ({2 #—%t42) (“Mr. Lui”) as the
other of our joint company secretaries. Mr. Lui is a Chartered Secretary and an Associate of both The
Hong Kong Institute of Chartered Secretaries and The Institute of Chartered Secretaries and
Administrators in the United Kingdom. For further details, please see the section headed “Directors and

Senior Management — Joint Company Secretaries”.
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Over a period of three years from the Listing Date, we propose to implement the following
measures to assist Mr. Yao to become a company secretary with the relevant experience as required under
the Listing Rules:

(1) Mr. Lui, who possesses the requisite qualification and experience as required under Rule
3.28 of the Listing Rules, will ensure that Mr. Yao would be able to acquire the necessary
knowledge and experience to satisfy the requirements of Rule 3.28 of the Listing Rules.
Such assistance will be continuing for a period of three years since the Listing Date, which
should be sufficient for Mr. Yao to acquire the requisite knowledge and experience;

(i1)  in the initial three years from the Listing Date, Mr. Yao is to work closely with Mr. Lui, who
will provide assistance to Mr. Yao in the discharge of his duty as company secretary;

(iii) Mr. Yao has received and will receive training to familiarize himself with the Listing Rules
and other relevant rules and regulations in Hong Kong; and

(iv)  Mr. Yao will also be advised by our Hong Kong legal advisors and compliance adviser if and
when necessary.

We have applied to the Stock Exchange for, and the Stock Exchange has granted to us, a waiver
from strict compliance with the requirements of Rules 3.28 and 8.17 of the Listing Rules. The waiver will
be revoked immediately if Mr. Lui ceases to provide assistance and guidance to Mr. Yao. In the event that
Mr. Yao has obtained relevant experience under Rule 3.28 of the Listing Rules at the end of the said initial
three-year period, the above joint company secretaries arrangement will no longer be required by the
Company.

WAIVER AND EXEMPTION IN RELATION TO THE PRE-IPO SHARE OPTION SCHEME

Rule 17.02(1)(b) of, and paragraph 27 of Appendix 1A to, the Listing Rules, and paragraph 10 of
Part I of the Third Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance,
requires the Company to disclose, among other things, details of the number, description and amount of
any shares in or debentures of the Company which any person has, or is entitled to be given, an option to
subscribe for, together with certain particulars of each option, namely the period during which it is
exercisable, the price to be paid for shares or debentures subscribed for under it, the consideration (if any)
given or to be given for it or for the right to it and the names and addresses of the persons to whom it was
given (the “Share Option Disclosure Requirements”).

As of the Latest Practicable Date, the Company had granted Pre-IPO Share Options (whether
exercised, lapsed or outstanding) to 97 grantees (including two Directors, five members of our senior
management, one former Director who is currently a connected person of the Company, and 89 other
current or former employees) to subscribe for an aggregate of 16,969,000 Shares (representing
approximately 12.35% of the total number of Shares and Preferred Shares in issue as of the Latest
Practicable Date) on the terms set out in the section headed “Statutory and General Information — E.
Pre-IPO Share Option Scheme” in Appendix V to this prospectus. These grantees consist solely of our
current and former employees.

We have applied to the Stock Exchange and the SFC, respectively for, (i) a waiver from strict
compliance with the disclosure requirements under Rule 17.02(1)(b) of, and paragraph 27 of Appendix
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1A to, the Listing Rules; and (ii) a certificate of exemption under section 38A of the Companies (Winding
Up and Miscellaneous Provisions) Ordinance exempting the Company from strict compliance with the
disclosure requirements under paragraph 10(d) of Part I of the Third Schedule to the Companies (Winding
Up and Miscellaneous Provisions) Ordinance, on the ground that strict compliance with the above
requirements would be unduly burdensome for the Company for the following reasons:

(a)

(b)

(c)

(d)

(e

()

given that 97 grantees are involved, strict compliance with the Share Option Disclosure
Requirements in setting out full details of all the grantees under the Pre-IPO Share Option
Scheme, including their names, addresses and entitlements on an individual basis, in this
prospectus will require a substantial number of pages of additional disclosure that do not
provide any material information to the investing public, and would be costly and unduly
burdensome for the Company in light of a significant increase in cost and timing for
prospectus preparation and printing;

the grant and exercise in full of the Pre-IPO Share Options will not cause any material
adverse impact in the financial position of the Company;

non-compliance with the Share Option Disclosure Requirements would not prevent the
Company from providing its potential investors with an informed assessment of the
activities, assets, liabilities, financial position, management and prospects of the Company;

material information relating to the Pre-IPO Share Options will be disclosed in this
prospectus, including the aggregate number of grantees and total number of Shares subject
to the Pre-IPO Share Option Scheme, the consideration paid for the grant of the Pre-IPO
Share Options, the exercise price per Share, the potential dilution effect on the shareholding
and impact on earnings per Share upon full exercise of the Pre-IPO Share Options. The
Directors consider that the information that is reasonably necessary for the potential
investors to make an informed assessment of the Company in their investment decision
making process has been included in this prospectus;

the Company will comply with the Share Option Disclosure Requirements in respect of (i)
our Directors; (ii) members of our Company’s senior management as referred to in the
section headed “Directors and Senior Management — Our Senior Management” of this
prospectus; (iii) Dr. Liang, Min (2 & {# 1), a former Director who is currently a connected
person of the Company as explained in the section headed “Connected Transactions — Fully
Exempt Continuing Connected Transactions — 5. Consultancy Agreement with Dr. Liang”
of this prospectus; and (iv) other grantees with Pre-IPO Share Options representing 300,000
Shares or more (collectively, the “Key Grantees”). As of the Latest Practicable Date, there
were in total 16 Key Grantees, who had been granted Pre-IPO Share Options (whether
exercised, lapsed or outstanding) entitling them to subscribe for an aggregate of 12,100,000
Shares, representing approximately 71.3% of all Pre-IPO Share Options that had been
granted (whether exercised, lapsed or outstanding). The Directors consider that the
disclosure of information on the Key Grantees will already present a sufficiently
informative picture of the entitlements under the Pre-IPO Share Option Scheme; and

the above manner of disclosure is consistent with the conditions ordinarily expected by the
Stock Exchange in similar circumstances, as set out in the Guidance Letter HKEx-GL11-09
issued in July 2009 and updated in March 2014 by the Stock Exchange.
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In light of the above, our Directors are of the view that the grant of the waiver and exemption

sought under this application will not prejudice the interests of the investing public.

The Stock Exchange has agreed to grant to us a waiver under the Listing Rules on the conditions

that:

(a)

(b)

(c)

(d)

(e

(f)

(2)

in respect of the Pre-IPO Share Options granted to grantees who are not Key Grantees,
disclosure will be made, on an aggregate basis by band, of (1) the aggregate number of
grantees, (2) the number of underlying Shares, (3) the exercise period and exercise price and
(4) the consideration paid by grantees in the section headed “Statutory and General
Information — E. Pre-IPO Share Option Scheme” in Appendix V to this prospectus;

the aggregate number of Shares underlying the Pre-IPO Share Options and the percentage to
the Company’s total issued share capital represented by such number of Shares as of the
Latest Practicable Date and immediately following the completion of the Global Offering
(assuming the Over-Allotment Option is not exercised and no further Shares are issued
pursuant to the Pre-IPO Share Option Scheme) will be disclosed in the section headed
“Statutory and General Information — E. Pre-IPO Share Option Scheme” in Appendix V to

this prospectus;

the dilutive effect and impact on earnings per Share upon the full exercise of the Pre-IPO
Share Options will be disclosed in the section headed “Statutory and General Information —

E. Pre-IPO Share Option Scheme” in Appendix V to this prospectus;

a summary of the major terms of the Pre-IPO Share Option Scheme will be disclosed in the
section headed “Statutory and General Information — E. Pre-IPO Share Option Scheme” in

Appendix V to this prospectus;

the particulars of the waiver will be disclosed in this prospectus;

a list of all the grantees under the Pre-IPO Share Option Scheme (including the Key
Grantees) containing all the particulars as required under Rule 17.02(1)(b) and paragraph 27
of Appendix 1A of the Listing Rules and paragraph 10 of Part I of the Third Schedule to the
Companies (Winding Up and Miscellaneous Provisions) Ordinance will be made available
for public inspection as disclosed in the section headed “Documents Delivered to the

Registrar of Companies and Available for Inspection” in Appendix VI to this prospectus; and

the certificate of exemption under the Companies (Winding Up and Miscellaneous
Provisions) Ordinance exempting the Company from the disclosure requirements provided
in paragraph 10(d) of Part I of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance will be granted by the SFC.
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The SFC has agreed to grant to us the certificate of exemption under section 38A of the Companies
(Winding Up and Miscellaneous Provisions) Ordinance exempting the Company from strict compliance
with the disclosure requirements under paragraph 10(d) of Part I of the Third Schedule to the Companies
(Winding Up and Miscellaneous Provisions) Ordinance on the conditions that:

(a)  full details of the Pre-IPO Share Options granted to each of the Key Grantees will be
disclosed in this prospectus, such details to include all the particulars required under
paragraph 10 of Part I of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance;

(b)  in respect of the Pre-IPO Share Options granted to grantees who are not Key Grantees,
disclosures will be made on an aggregate basis and categorized by reference to the number
of Shares underlying the Pre-IPO Share Options. For each category, the following details are
disclosed in this prospectus: (1) the aggregate number of grantees, (2) the number of
underlying Shares, (3) the exercise period and exercise price and (4) the consideration paid
by grantees;

(c) a list of all the grantees under the Pre-IPO Share Option Scheme (including the Key
Grantees) containing all the particulars as required under paragraph 10 of Part I of the Third
Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance will be
made available for public inspection as disclosed in the section headed “Documents
Delivered to the Registrar of Companies and Available for Inspection” in Appendix VI to
this prospectus; and

(d)  the particulars of the exemption will be set out in this prospectus which would be issued on
or before October 29, 2019.

EXEMPTION FROM COMPLIANCE WITH FINANCIAL INFORMATION DISCLOSURE
REQUIREMENTS UNDER THE COMPANIES (WINDING UP AND MISCELLANEOUS
PROVISIONS) ORDINANCE

According to section 38(1) of the Companies (Winding Up and Miscellaneous Provisions)
Ordinance, this prospectus shall include an accountant’s report which contains the matters specified in
the Third Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance.

According to paragraph 27 of Part I of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance, the Company is required to include in this 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 this prospectus as well as an explanation of the
method used for the computation of such income or turnover and a reasonable breakdown of the more
important trading activities.

According to paragraph 31 of Part I of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance, the Company is required to include in this prospectus a report
prepared by the Company’s auditor with respect to profits and losses and assets and liabilities of the
Company in respect of each of the three financial years immediately preceding the issue of this
prospectus.
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According to section 38A(1) of the Companies (Winding Up and Miscellaneous Provisions)
Ordinance, the SFC may issue, subject to such conditions (if any) as the SFC thinks fit, a certificate of
exemption from 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 interests of the investing public and compliance with any or all of such
requirements would be irrelevant or unduly burdensome, or is otherwise unnecessary or inappropriate.

According to Rule 4.04(1) of the Listing Rules, the Accountant’s Report contained in this
prospectus must include, inter alia, the results of the Company in respect of each of the three financial
years immediately preceding the issue of this prospectus or such shorter period as may be acceptable to
the Stock Exchange.

According to Rule 18A.06 of the Listing Rules, an eligible biotech company shall comply with
Rule 4.04, modified so that references to “three financial years” or “three years” in that rule shall instead
reference to “two financial years” or “two years”, as the case may be.

Accordingly, we have applied to the SFC for, and the SFC has granted to us, a certificate of
exemption from strict compliance with the requirements under paragraph 27 of Part I and paragraph 31 of
Part IT of the Third Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance,
on the condition that the particulars of the exemption will be set out in this prospectus which would be
issued on or before October 29, 2019, on the following grounds:

(a)  the Company is primarily engaged in the research and development, application and
commercialization of biotech products, and falls within the scope of biotech company as
defined under Chapter 18A of the Listing Rules;

(b)  the Accountant’s Report for each of the two financial years ended December 31, 2017 and
2018 and the four months ended April 30, 2019 has been prepared and is set out in Appendix
I to this prospectus in accordance with Rule 18A.06 of the Listing Rules;

(c) as of the Latest Practicable Date, we had not commercialized any self-developed product
and therefore generated minimal revenue. The details of our major activities have been fully
disclosed in the section headed “Business” in this prospectus;

(d) notwithstanding that the financial results set out in this prospectus are only for the two
financial years ended December 31, 2017 and 2018 and the four months ended April 30,
2019 in accordance with Chapter 18A of the Listing Rules, other information required to be
disclosed under the Listing Rules and requirements under the Companies (Winding up and
Miscellaneous Provisions) Ordinance has been adequately disclosed in this prospectus
pursuant to the relevant requirements; and

(e)  given that the Company is only required to disclose its financial results for each of the two
financial years ended December 31, 2017 and 2018 and the four months ended April 30,
2019 under Chapter 18A of the Listing Rules and preparation of the financial results for the
year ended December 31, 2016 would require additional work to be performed by the
Company and its auditors, it will be unduly burdensome for the Company to comply with the
relevant requirements under the Companies (Winding Up and Miscellaneous Provisions)
Ordinance as stated above.
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The Company is of the view that the Accountant’s Report covering the two years ended December
31, 2017 and 2018 and the four months ended April 30, 2019, together with other disclosure in this
prospectus, has already provided the potential investors with adequate and reasonably up-to-date
information in the circumstances to form a view on the track record of the Company; and our Directors
confirm that all information which is necessary for the investing public to make an informed assessment
of the business, assets and liabilities, financial position, management and prospects has been included in
this prospectus. Therefore, the exemption would not prejudice the interests of the investing public.

WAIVER AND CONSENT IN RELATION TO THE SUBSCRIPTION FOR OFFER SHARES BY
EXISTING SHAREHOLDERS AS CORNERSTONE INVESTORS

As of the Latest Practicable Date, Centerlab was a Controlling Shareholder of the Company that
held 37.18% of the total issued share capital of the Company immediately before the Global Offering, and
Vivo Capital was a substantial shareholder of the Company which held 19.02% of the total issued share
capital of the Company immediately before the Global Offering. Each of Centerlab and Vivo Capital have
entered into a cornerstone investment agreement with us, pursuant to which each of Centerlab and Vivo
Capital has agreed to, subject to certain conditions, acquire at the Offer Price a certain number of our
Shares.

Rule 9.09 of the Listing Rules provides that there must be no dealing in the securities for which
listing is sought by any core connected person of an issuer (except as permitted by Rule 7.11 of the
Listing Rules) from 4 clear business days before the expected hearing date until listing is granted.

Rule 10.04 of the Listing Rules provides that a person who is an existing shareholder of an 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 listing applicant either in his or its own name or through nominees if the conditions
set out in Rules 10.03(1) and (2) of the Listing Rules are fulfilled, namely (i) that no securities are offered
to them on a preferential basis and no preferential treatment is given to them in the allocation of the
securities; and (ii) that the minimum prescribed percentage of public shareholders required by Rule
8.08(1) of the Listing Rules is achieved.

Paragraph 5(2) of Appendix 6 to the Listing Rules provides that no allocations will be permitted to
directors or existing shareholders of a listing applicant or their close associates, whether in their own
names or through nominees, unless the conditions set out in Rules 10.03 and 10.04 of the Listing Rules as
set out above are fulfilled, without the prior written consent of the Stock Exchange.

According to the Guidance Letter HKEX-GL85-16 issued in January 2016 and updated in February
2018 by the Stock Exchange, a listing applicant’s existing shareholders or their close associates are
permitted to participate either as cornerstone investors or as placees in an initial public offering, subject
to the satisfaction of certain conditions set out therein and the giving of certain confirmations by the
relevant parties.

As further described in the section headed “Cornerstone Investors” of this prospectus, Centerlab
and Vivo Capital (collectively, the “Relevant Cornerstone Investors”) have entered into cornerstone
investment agreements with the Company. Centerlab is a Controlling Shareholder of the Company and
Vivo Capital is a substantial shareholder of the Company. Therefore, Centerlab and Vivo Capital are core
connected persons of the Company.
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WAIVERS FROM STRICT COMPLIANCE WITH THE LISTING RULES
AND EXEMPTIONS FROM COMPLIANCE WITH THE COMPANIES
(WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

We have applied to the Stock Exchange for, and the Stock Exchange has granted to us, a waiver
from strict compliance with Rules 9.09 of the Listing Rules to permit the Relevant Cornerstone Investors

to participate in the Global Offering as Cornerstone Investors, subject to the following conditions:

(a)  the Company will comply with the public float requirements under Rules 8.08(1) and
18A.07 of the Listing Rules;

(b)  the Offer Shares to be subscribed for by and allocated to each of the Relevant Cornerstone
Investors will be at the same Offer Price and on substantially the same terms as the
remaining Cornerstone Investor which is not an existing Shareholder (including being
subject to a six-month lock-up period following the Listing, other than Centerlab which will
be subject to a twelve-month lock-up period following the Listing as Centerlab is and will

continue to be a Controlling Shareholder of the Company); and

(¢c)  details of the allocation of Offer Shares to each of the Relevant Cornerstone Investors will

be disclosed in the allotment results announcement of the Company.

We have applied to the Stock Exchange for, and the Stock Exchange has granted to us, a waiver
from strict compliance with Rule 10.04 of the Listing Rules and consent under paragraph 5(2)of
Appendix 6 to the Listing Rules to permit the Relevant Cornerstone Investors to participate in the Global
Offering as Cornerstone Investors, subject to the following conditions:

(a)  the Company will comply with the public float requirements under Rules 8.08(1) and
18A.07 of the Listing Rules;

(b)  the Offer Shares to be subscribed for by and allocated to each of the Relevant Cornerstone
Investors will be at the same Offer Price and on substantially the same terms as the
remaining Cornerstone Investor which is not an existing Shareholder (including being
subject to a six-month lock-up period following the Listing, other than Centerlab which will
be subject to a twelve-month lock-up period following the Listing as Centerlab is and will
continue to be a controlling shareholder of the Company);

(c)  no preferential treatment has been or will be given to any of the Relevant Cornerstone
Investors by virtue of its relationship with the Company in any allocation of Offer Shares in
the International Offering other than the preferential treatment of assured entitlement under

the relevant cornerstone investment agreement; and

(d)  details of the allocation of Offer Shares to each of the Relevant Cornerstone Investors will

be disclosed in the allotment results announcement of the Company.
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INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

DIRECTORS’ RESPONSIBILITY STATEMENT

This prospectus, for which the Directors 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 with regard to us. The
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 are no other matters the omission of which would make any statement
herein or this prospectus misleading.

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. For applicants under the Hong Kong Public Offering, this prospectus
and the Application Forms set out the terms and conditions of the Hong Kong Public Offering.

The Hong Kong Offer Shares are offered solely on the basis of the information contained and
representations made in this prospectus and the Application Forms and on the terms and subject to the
conditions set out herein and therein. 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 Joint Global Coordinators, the Joint Bookrunners, the Joint Lead Managers, the Sole
Sponsor and any of the Underwriters, any of their respective directors, agents, employees or advisers or
any other party involved in the Global Offering.

The Listing is sponsored by the Sole Sponsor and the Global Offering is managed by the Joint
Global Coordinators. The Hong Kong Public Offering is fully underwritten by the Hong Kong
Underwriters under the terms and conditions of the Hong Kong Underwriting Agreement and is subject to
us and ICBCI Capital (for itself and on behalf of the Underwriters) agreeing on the Offer Price. The
International Offering is expected to be fully underwritten by the International Underwriters subject to
the terms and conditions of the International Underwriting Agreement, which is expected to be entered
into on or around the Price Determination Date.

If, for any reason, the Offer Price is not agreed among us and ICBCI Capital (for itself and on
behalf of the Underwriters), the Global Offering will not proceed and will lapse. For full information
about the Underwriters and the underwriting arrangements, please see the section headed “Underwriting”
in this prospectus.

Neither the delivery of this prospectus nor any offering, sale or delivery made in connection with
the Shares should, 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.

PROCEDURES FOR APPLICATION FOR THE HONG KONG OFFER SHARES

The procedures for applying for the Hong Kong Offer Shares are set forth in the section headed
“How to Apply for Hong Kong Offer Shares” in this prospectus and in the Application Forms.
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INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

STRUCTURE AND CONDITIONS OF THE GLOBAL OFFERING

Details of the structure of the Global Offering, including its conditions, are set forth in the section
headed “Structure of the Global Offering” in this prospectus.

OVER-ALLOTMENT OPTION AND STABILIZATION

Details of the arrangements relating to the Over-Allotment Option and stabilization are set forth in
the section headed “Structure of the Global Offering” in this prospectus.

RESTRICTIONS ON OFFERS AND SALES OF SHARES

Each person acquiring the Hong Kong Offer Shares under the Hong Kong Public Offering will be
required to, or be deemed by his acquisition of Offer Shares to, confirm that he is aware of the restrictions
on offers of the Offer Shares described in this prospectus.

No action has been taken to permit a public offering of the Offer Shares or the general distribution
of this prospectus and/or the Application Forms in any jurisdiction other than in Hong Kong.
Accordingly, this prospectus may not be used for the purposes 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. The distribution of this
prospectus and the offering 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 and pursuant to
registration with or authorization by the relevant securities regulatory authorities or an exemption
therefrom.

APPLICATION FOR LISTING OF THE SHARES ON THE STOCK EXCHANGE

We have applied to the Listing Committee for the listing of, and permission to deal in, the Shares
in issue prior to completion of the Global Offering and those to be issued pursuant to the Global Offering
(including the Over-Allotment Option) and the Pre-IPO Share Option Scheme.

No part of our equity or debt securities 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 in the near future.

COMMENCEMENT OF DEALINGS IN THE SHARES

Dealings in the Shares on the Stock Exchange are expected to commence on November 8, 2019.
The Shares will be traded in board lots of 400 Shares each. The stock code of the Shares will be 1875.

SHARES WILL BE ELIGIBLE FOR ADMISSION INTO CCASS

If the Stock Exchange grants the listing of, and permission to deal in, the Shares and we comply
with the stock admission requirements of HKSCC, the Shares will be accepted as eligible securities by
HKSCC for deposit, clearance and settlement in CCASS with effect from the Listing Date 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 business day after any trading day.
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INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

All activities under CCASS are subject to the General Rules of CCASS and CCASS Operational

Procedures in effect from time to time.

Investors should seek the advice of their stockbroker or other professional advisers for details of
the settlement arrangement as such arrangements may affect their rights and interests. All necessary

arrangements have been made to enable the Shares to be admitted into CCASS.
PROFESSIONAL TAX ADVICE RECOMMENDED

You should consult your professional advisers if you are in any doubt as to the taxation
implications of subscribing for, purchasing, holding or disposing of, or dealing in, the Shares or
exercising any rights attaching to the Shares. We emphasize that none of our Company, the Joint Global
Coordinators, the Joint Bookrunners, the Joint Lead Managers, the Sole Sponsor, the Underwriters, any
of our or their respective directors, officers or representatives or any other person involved in the Global
Offering accepts responsibility for any tax effects or liabilities resulting from your subscription,
purchase, holding or disposing of, or dealing in, the Shares or your exercise of any rights attaching to the
Shares.

REGISTER OF MEMBERS AND STAMP DUTY

Our register of members will be maintained by Tricor Investor Services Limited, the Share
Registrar. All Shares issued pursuant to applications made in the Global Offering will be registered on our
register of members to be maintained by the Share Registrar. Unless the Directors otherwise agree, all
transfer and other documents of title of Shares must be lodged for registration with and registered by the
Share Registrar.

Dealings in our Shares registered on our register of members 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 Shares. In addition, a fixed duty of
HKS$5 is charged on each instrument of transfer (if required).

EXCHANGE RATE CONVERSION

Unless otherwise specified, amounts denominated in HK$, NT$ and RMB have been translated, for

the purpose of illustration only, into each other in this prospectus at the following exchange rates:

HK$1.0000 : RMB0.90136 (set by the PBOC for foreign exchange transactions prevailing on
October 21, 2019)

HK$0.2566 : NT$1.0000 (the mid-point of the selling and buying rate of the Hong Kong
Association of Banks on October 21, 2019)

No representation is made that any amounts in HK$, NT$ or RMB were or could have been or could

be converted into each other at such rates or any other exchange rates on such date or any other date.
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INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

ROUNDING

Certain amounts and percentage figures included in this prospectus have been subject to rounding
adjustments. Accordingly, figures shown as totals in certain tables may not be an arithmetic aggregation
of the figures preceding them.

LANGUAGE

If there is any inconsistency between this prospectus and its Chinese translation, this prospectus
shall prevail, provided that if there is any inconsistency between the Chinese names of the entities or
enterprises established in the PRC or Taiwan mentioned in this prospectus and their English translations,
the Chinese names shall prevail. The English translations of the Chinese names of such PRC or Taiwanese

entities or enterprises are provided for identification purposes only.

OTHERS

Unless otherwise specified, all references to any shareholdings in our Company following the

completion of the Global Offering assume that the Over-Allotment Option is not exercised.
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INDUSTRY OVERVIEW

The information presented in this section, including certain facts, statistics and data, is
derived from various official government publications and other publications and from a market
research report prepared by Frost & Sullivan, which was commissioned by us, unless otherwise
indicated. We believe that these sources are appropriate for such information and we have taken
reasonable care in extracting and reproducing such information. Therefore, we have no reason to
believe that such information is false or misleading in any material respect or that any fact has been
omitted that would render such information false or misleading in any material respect. However, the
information has not been independently verified by our Company, the Sole Sponsor, the Joint Global
Coordinators, the Joint Bookrunners, the Joint Lead Managers, the Underwriters, any of our or their
respective directors, officers or representatives or any other person involved in the Global Offering
(excluding Frost & Sullivan) and no representation is given as to its accuracy. The information and
statistics may not be consistent with other information and statistics compiled within or outside of
China.

SOURCE OF INFORMATION

In connection with the Global Offering, we have commissioned Frost & Sullivan, an Independent
Third Party, to conduct an analysis of, and to report on, the PRC pharmaceutical market with a focus on
the oncology drug market, the biologics market and the small molecular oncology drug market. The
report we commissioned, or the Frost & Sullivan Report, has been prepared by Frost & Sullivan
independent of our influence. The fee payable to Frost & Sullivan for preparing the Frost & Sullivan
Report is HK$682,000, which we consider reflects market rates for similar services. Frost & Sullivan is
an independent global market research and consulting company which was founded in 1961 and is based
in the United States. Services provided by Frost & Sullivan include market assessments, competitive
benchmarking, and strategic and market planning for a variety of industries. We have included certain
information from the Frost & Sullivan Report in this prospectus because we believe this information
facilitates an understanding of this market for potential investors. Frost & Sullivan has been covering the
China market from its offices in China since the 1990’s.

The Frost & Sullivan Report that we commissioned includes information on the PRC
pharmaceutical market, certain segments thereof and other market and economic data, which have been
quoted in this prospectus. The Frost & Sullivan Report is based on its in-house database, third-party
reports and publicly available data from reputable industry organizations. To prepare the Frost & Sullivan
Report, Frost & Sullivan also conducted analysis on projected figures based on historical data,
macroeconomic data and specific industry related drivers, and reviewed WHO guidance and company
annual reports of companies listed in the PRC and overseas.

In compiling and preparing the Frost & Sullivan Report, Frost & Sullivan has adopted the
following assumptions: (i) the social, economic and political environments of the PRC will remain stable
during the forecast period, which will ensure a sustainable and steady development of the PRC
pharmaceutical market; (ii) the PRC pharmaceutical market will grow as expected due to rising
healthcare demand and supply; (iii) the PRC government will continue to support healthcare reform; and
(iv) the exchange rate of Renminbi against the U.S. dollar will remain stable during the forecast period.
Except as otherwise noted, all the data and forecasts in this section are derived from the Frost & Sullivan
Report. Our Directors confirm that, after taking reasonable care, they are not aware of any adverse change
in the market information that would qualify, contradict or have a material impact on such information
since the date of the Frost & Sullivan Report.
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CHINA’S ONCOLOGY DRUG MARKET

China’s oncology drug market has grown rapidly in recent years. Revenue of oncology drugs in
China grew from US$15.0 billion in 2014 to US$24.2 billion in 2018, representing a CAGR of 12.8%. It
is expected to further grow to US$48.7 billion in 2023, at a CAGR of 15.0% from 2018, and to US$101.6
billion in 2030 at a CAGR of 11.1% from 2023, outpacing the growth and representing an increasing
percentage of China’s overall pharmaceutical market, as shown in the following chart:

Billion USD Period CAGR
At wholesale price level 20.6%
2014-2018 12.8% 19.9%
19.1%
2018-2023E 15.0%

17.4%

2023E-2030E 11.1%

g0 o0u 4% %

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

mmmm China Oncology Market ~ ==@= % of China Pharmaceutical Market
* Exchange rate: US$1 = RMB6.5

Source: Frost & Sullivan Report

According to Frost & Sullivan, while competition in China’s oncology drug market is fierce,
companies with in-house capabilities throughout the entire industry value chain of oncology drug
development, including drug discovery, process development, clinical development, quality control and
assurance and commercialization, are better positioned to capture the growth potential of this market.

Epidemiology of Cancer in China

China’s cancer incidence grew from 3.8 million in 2014 to 4.3 million in 2018, representing a
CAGR of 2.8%, compared to a CAGR of 2.5% and 1.0% of the world’s and the United States’ cancer
incidence, respectively, over the same period. It is expected to further increase to 4.9 million in 2023,
representing a CAGR of 2.6% between 2018 and 2023, compared to a projected CAGR of 2.5% and 0.7%
of the world’s and the United States’ cancer incidence, respectively, over the same period. The following
chart sets forth the historical and projected cancer incidence in China for the periods indicated:

Period CAGR
2014-2018 2.8%
2018-2023E 2.6%
Thousand 2023E-2030E 23% g 5.696.1

5,584,

53522 54700 -
4.986.0 5.109.3 52319

7 48654 ©

o 43997 45144 46296 20

3.844.0 3.952.4 40015 41724 48

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: Frost & Sullivan Report
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In 2018, China reported 0.9 million new cases of lung cancer, more than any other type of cancer
and accounting for 41.4% of new cases of lung cancer worldwide. The following chart sets forth the 10
most prevalent types of cancer in 2018 in China as measured by the number of new cases reported:

Thousand

867.5

112.8

Lung Stomach Colorectal Liver Breast Thyroid Esophagus Cervical CNS Pancreas

Source: Frost & Sullivan Report

The overall five-year survival rate of oncology patients was 40.5% in China in the period from
2012 through 2015 and 67.1% in the United States in the period from 2009 through 2015, respectively.
According to Frost & Sullivan, the difference was primarily due to wider application of more advanced
therapies, such as biologics and small molecularly targeted drugs, in the United States.

Comparison of Oncology Drug Use in China and the United States

Oncology drugs primarily consist of biologics, such as mAbs, and chemical drugs, which
principally comprise small molecular drugs, including small molecularly targeted drugs and
chemotherapy drugs. According to Frost & Sullivan, biologics and small molecularly targeted drugs, with
better efficacy and lower toxicity than chemotherapy drugs, are considered more advanced treatments.
The following chart sets forth the top ten oncology drugs in China and the United States in terms of sales

revenue in 2018:

Market Size Market Size
Rank Generic Name (Billion RMB) in Category Rank Generic Name (Billion USD) in Category
China UsS
. 5 5 Small Molecularly
1 Paclitaxel 4.1 Chemotherapy Drug 1 Lenalidomide 6.5 Targeted Drug
2 Pemetrexed 35 Chemotherapy Drug 2 Rituximab 4.4 Biologic
3 Trastuzumab 32 Biologic 3 Nivolumab 4.2 Biologic
4 Bevacizumab 32 Biologic 4 Pembrolizumab 42 Biologic
5 Docetaxel 3.0 Chemotherapy Drug 5 Pegfilgrastim 39 Biologic
Tegafur Gimeracil . .
6 3.1 Chemotherapy Drug 6 Trastuzumab 3.0 Biologic

Oteracil Potassium
Small-molecularly Small-molecularly

7 Imatinib 3.0 7 Ibrutinib capsules 3.0

Targeted Drug Targeted Drug
8 Rituximab 2.5 Biologic 8 Bevacizumab 3.0 Biologic
. .. Small-molecularly BT Small-molecularly
9 Osimertinib 2.5 Tegsoizd Die 9 Palbociclib 29 Targeted Drug
10 Capecitabine 2.4 Chemotherapy Drug 10 Denosumab 2.8 Biologic

Source: Frost & Sullivan Report
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While the top 10 oncology drugs in the United States in 2018 are either biologics or small
molecularly targeted drugs, five out of the top 10, including four of the top six, oncology drugs in China
in 2018 are chemotherapy drugs, indicating significant growth potential for biologics and small
molecularly targeted drugs in China. In addition, three of the top 10 oncology drugs in the United States
in 2018, namely nivolumab, palbociclib and pembrolizumab, were recently approved in China in 2018,
suggesting the beginning of a paradigm shift toward biologics and small molecularly targeted drugs in

China’s oncology drug market.

Trends in China’s Oncology Drug Market

Managing Cancer as a Chronic Disease

As treatments become more sophisticated and oncology patients live longer, cancer is increasingly
viewed as a chronic disease that requires attention to not just treatment but also detection and
rehabilitation. According to Frost & Sullivan, there is increasing demand for more advanced screening
methods, such as gene sequencing and imaging detection, and rehabilitation solutions, such as special

nutritional support, cachexia treatment and comorbidity treatment.

Expanding Combination Therapies

Combination therapies use more than one medication or modality to treat a single disease.
Compared with conventional monotherapies, which applies only one medication or modality,
combination therapies generally have greater efficacy, cause fewer side-effects and are less likely to

induce drug resistance.

Reimbursement of Oncology Drugs in China

Historically, in terms of cancer treatment, only chemotherapy drugs were included in National
Reimbursement Drug List, or the NRDL, and the biologics market was essentially a self-pay market, but
the PRC government has made significant efforts to enhance the affordability of biologics. The latest
version of the NRDL, issued in February 2017, allowed for inclusion of more expensive oncology drugs.
In July 2017, 36 innovative, patented drugs were incorporated into the List B catalogue after price
negotiations with the PRC government, half of which were oncology drugs, including five oncology
biologics such as Roche’s rituximab (MabThera/Rituxan) and bevacizumab (Avastin). As a result of
negotiations with the PRC government, prices of these 36 drugs have decreased by 44% on average, with
the largest price reduction exceeding 60%. In 2018, 17 oncology-focused drugs were added to the NRDL.
As more biologics are listed in the NRDL, the affordability of biologics is expected to increase, thus
allowing greater market access. Given the PRC government’s increasing attention on significant public
health issues, it is expected that more innovative drugs will be included in the NRDL. In addition, the
price gap between biosimilars and the originator drug is expected to help biosimilars gain access to the

NRDL and reach a broader patient group that cannot afford or is unwilling to pay for originator drugs.
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CHINA’S BIOLOGICS MARKET

China’s biologics market reached RMB262.2 billion in 2018. Driven by the increasing
affordability of biologics and an growing patient pool, this market is expected to further grow to
RMB641.2 billion in 2023, at a CAGR of 19.6% from 2018, and to RMB1,319.8 billion in 2030, at a

CAGR of 10.9% from 2023, as shown in the following chart:

Billion RMB Period CAGR
1,319.8
1,219.8

2014-2018 22.4% L1101
2018-2023E 19.6%

924.9

2023E-2030E  10.9%

2622 3172

218.5

453 1836

116.7

2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

2014 2015 2016 2017

Source: Frost & Sullivan Report

The following chart sets forth a breakdown of China’s biologics market by category in 2018:

Bl Recombinant therapeutic
proteins

W Blood products

B Vaccines 44.3%
mAbs
Others'”
6.1%
Note:
(1) Including immuno serum, in vitro immunological reagents and cytokines etc.

Source: Frost & Sullivan Report
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The following chart sets forth a breakdown of the global biologics market by category in 2018:

1.2%

H mAbs

Bl Recombinant therapeutic
proteins

B Vaccines

Others™

Note:
(1) Including bi-specific, ADC and CAR-T and cytokines etc.

Source: Frost & Sullivan Report

In 2018, mAbs represented 6.1% of China’s biologics market and 55.3% of the global biologics
market, respectively, indicating significant growth potential for mAbs in China’s biologics market.

Growth Drivers of China’s Biologics Market
A Growing Oncology Patient Population

China’s cancer incidence grew from 3.8 million in 2014 to 4.3 million in 2018, representing a
CAGR of 2.8%. It is expected to further increase to 4.9 million in 2023, representing a CAGR of 2.6%
between 2018 and 2023. In particular, in 2018, China reported 0.9 million new cases of lung cancer, more
than any other type of cancer. Many biologics, such as mAbs, have proved to have superior efficacy for
cancer treatment, resulting in growing acceptance among patients and doctors, which further stimulates
demand.

Increasing Investment

The pharmaceutical industry, especially the biologics industry, is capital-intensive and requires
heavy investment in both research and development and manufacturing facilities. Capital investment in
China’s pharmaceutical industry in 2018 reached US$4.8 billion, providing much-needed capital support.

Favorable Policies

The PRC government has established a set of regulations and policies to support the development
of China’s biologics market. Notably, in October 2017, the General Office of the CPC Central Committee
and the General Office of the State Council issued the Opinions on Deepening the Reform of the
Evaluation and Approval Systems and Encouraging Innovation on Drugs and Medical Devices (< B ¥
Al 2 T 2 41 T R e o oD B i B R A AR B 1Y & 5L ) ), which aims to improve the regulatory regime for

the biologics industry, encourage technological innovation for new drugs and enhance the
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competitiveness of the biologics industry. See “Regulatory Overview” for more information. Also, as a
result of the series of favorable policies, the NMPA has accelerated the review and approval process for
innovative drugs. Biologics NDAs approved by the NMPA increased from 16 in 2013 to 29 in 2017, while
biologics INDs approved increased from 78 to 227 over the same period. Oncology drug candidates
accounted for 41.7% of the 187 therapeutic biologics INDs approved in 2017.

Increasing Affordability

Chinese residents’ average disposable income has grown rapidly, increasing from RMB20,167 in
2014 to RMB28,228 in 2018. This trend is expected to increase, enhancing Chinese residents’ ability and
willingness to pay for more expensive medical treatments, particularly those for life-threatening
diseases. In addition, recent reforms in government-sponsored medical insurance schemes have lowered
the cost of biologics to Chinese residents. See “— China’s Oncology Drug Market — Reimbursement of
Oncology Drugs in China” for details.

Overview of China’s mAbs Market

China’s mAbs market only accounted for 6.1% of China’s biologics market in 2018. With the
increasing availability of biosimilars and new mAb launches, China’s mAbs market is expected to grow to
RMB156.5 billion in 2023, representing a CAGR of 57.9% from 2018 and significantly outpacing the
growth of China’s biologics market during the same period. The following chart sets forth the historical

and projected size of China’s mAbs market for the periods indicated:

Billion RMB Period CAGR 3678
333.6 3536
2014-2018 21.1% 308.9
2018-2023E 57.9%
2442
2023E-2030E  13.0%

203.5

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: Frost & Sullivan Report

Overview of China’s Bevacizumab Market

Vascular endothelial growth factor, or VEGEF, is a growth factor protein that induces blood vessel
growth. Bevacizumab is an anti-VEGF mAb commonly used to treat cancers. Avastin, the originator
bevacizumab product developed by Roche, recorded worldwide sales of US$7.0 billion in 2018. Avastin
has been the most widely used anti-VEGF mAb drug with abundant real-world evidence of its efficacy
and safety since its entry into the market in 2004. Avastin’s approved indications in China are mCRC and
nsNSCLC. The combined incidence of these two indications in China was 625,800 in 2018 and is
expected to grow to 708,600 by 2023. Upon the expiry of the patents on Avastin, bevacizumab biosimilars
are expected to enter the market and bring about rapid market growth. The following chart sets forth the
historical and projected size of China’s bevacizumab market, comprising Avastin and its biosimilars for
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the treatment of the approved indications in the PRC, namely mCRC and nsNSCLC, for the periods

indicated:
Billion RMB CAGR Originator ~ Biosimilars Total
2014-2018 29.7% - 29.7%
2018-2023E 16.1% 343.9% 32.7%
(19-23E) 177

M Bevacizumab Biosimilars

B Originator (Avastin)

16.8 17.2

2023E-2030E 2.1% 6.4%

7.8

15 1.7

2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: Frost & Sullivan Report

See “Business — Our Drug Candidates — Our Core Product — Market Opportunity and

Competition” for an overview of the competitive landscape of China’s bevacizumab market.

Entry Barriers to China’s Bevacizumab Biosimilar Market

The main factors deterring the new entrants to compete in China’s bevacizumab market are set

forth below:

Professional Talents. To develop and commercialize biosimilars, a biotech company is
required to establish a well-trained team to fulfil stringent biosimilar regulations, navigate
the regulatory process as well as plan and execute marketing activities after getting

approval.

Diversified Product Portfolio. 1t is necessary for a biotech company to have a diversified
product portfolio to mitigate the risk of price erosion in the fierce competition. With a
well-organized portfolio, a biotech company can benefit from synergic effects in clinical
development, regulatory approval process and sales activities, which will render savings on
budget and time. New market players, however, have to take higher risks and costs in the

beginning of their business with a limited number of products.

Heavy Investment. The research, development and manufacturing of biosimilars requires a
large amount of upfront investment. Given biosimilars are normally facing intensive price

competition, upfront investment burdens the new market players.

Growth Drivers of China’s Bevacizumab Market

In addition to those enumerated in “— China’s Biologics Market — Growth Drivers of China’s

Biologics Market”, the growth of China’s bevacizumab market is driven by the following factors.
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Growing Patient Population of mCRC and nsNSCLC

The combined incidence of mCRC and nsNSCLC, Avastin’s approved indications in China, was
625,800 in 2018 and is expected to grow to 708,600 by 2023, thus driving market growth.

Increasing Market Penetration with Price Reduction

Avastin was included in the latest version of the NRDL issued in February 2017 following
price-negotiations with the PRC government that reduced its price to RMB1,998/100mg. Avastin’s sales
revenue, which grew steadily from RMBI.1 billion in 2014 to RMB1.7 billion in 2017, increased
significantly to RMB3.2 billion in 2018 after inclusion into the NRDL despite an approximate 60% price
cut-off, according to Frost & Sullivan. This reflects the rapid market expansion due to the patients’
improved affordability, which was in turn a result of the price reduction. In addition, the patents on
Avastin will expire in 2019, upon which a large number of bevacizumab biosimilars are expected to enter
the market and further drive down market price. The increasing market penetration is expected to
continue to benefit manufacturers of bevacizumab, together with those of more affordable bevacizumab
biosimilars, with sharp increase of the drug sales volume and revenue despite a reduction in the price.
This trend is particularly beneficial to first movers of biosimilars given the originators have educated the
market and established recognition among patients and physicians in terms of its efficacy and safety.
They can leverage their advantages in pricing to penetrate patients who cannot afford or are unwilling to
pay for the more expensive originators. As such, the first movers of biosimilars can quickly ramp up their
products by establishing reputation and loyalty of prescriptions, and creating additional entry barriers to
later entrants.

Potential Expansion of Indications

The initial FDA approval for bevacizumab in 2004 was limited to the treatment of mCRC. Since
then, however, the FDA and the EMA have approved six and seven, respectively, more indications for
bevacizumab. The combined incidence of the seven FDA- or EMA-approved indications of Avastin in
China was 818,700 in 2018 and is expected to grow to 918,200 by 2023, according to Frost & Sullivan.
The NMPA has so far approved two indications for bevacizumab, but, under the current favorable
regulatory environment in China for biologics, more indications are expected to be approved, thus
enlarging the potential patient pool for bevacizumab.

Emerging Combination Therapies

There is abundant clinical evidence indicating the superior efficacy of bevacizumab when used in
combination with other therapies, such as the PC (paclitaxel and carboplatin) chemotherapy, PD-1/PD-L1
inhibitors therapy and tyrosine kinase inhibitors (TKIs) therapy. The development of combination
therapies involving bevacizumab will be a significant driver of market demand for bevacizumab.

Overview of China’s ADCs market

ADCs are complex molecules composed of an antibody linked to a biologically active cytotoxic
agent, a targeted therapy designed to kill cancer cells and spare healthy cells. Such unique targeting
capabilities and promising clinical trial results of ADCs have made them a promising treatment in the
fight against cancer. In the United States, Kadcyla, an ADC drug containing trastuzumab and emtansine
(Trastuzumab-MCC-DM1), is considered the standard second-line treatment for metastatic HER2+
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breast cancer patients who received trastuzumab, pertuzumab and taxane in the first-line treatment.
According to Frost & Sullivan, Kadcyla had worldwide sales of US$1.0 billion in 2018. There is currently
no ADC product available in China, with the first product, Kadcyla, expected to launch in 2020 and
12 other products undergoing clinical trials. The incidence of HER2+ breast cancer in China was 27,900
in 2018 and is expected to grow to 31,600 by 2023. With several upcoming product launches beginning in
2020, China’s market for ADC products that target HER2+ breast cancer is expected to enter a period of
rapid growth. The following chart sets forth the projected size of this market for the periods indicated:

Million RMB Period CAGR

2,696.9
2020E-2024E  207.4% 249084 20164 2,680.1

2024E-2030E 10.4% 2,333.3
2,020.1
1,487.7
742.0
230.8
16.7 43.9
[

2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: Frost & Sullivan Report

There are various challenges on the development and manufacturing of ADC drugs. Specifically, as
part of the development of ADCs, in the selection of specific antibody, the development of stable linker
and selection of efficient cytotoxin needs accurate control, which requires high-level experts and research
ability. Advanced analytical method and conjugation technology and optimal scale-up process are
required in the manufacturing process. Also, the production facilities must be specifically designed for
ADC manufacturing. These challenges need pharmaceutical companies to devote a large amount of time
and money, leading to high entry barriers and relatively mild competition in this market. The following
chart sets forth the filing status of ADC drug candidates containing the cytotoxin of emtansine DM1 in
China as of the Latest Practicable Date, according to Frost & Sullivan:

Filing Status in | Relevant Filing

Drug name Company China Date*

TAAO013 Our Group Phase I December 2018
Kadcyla Roche NDA March 2019
B003/F0002-ADC Shanghai Pharmaceuticals/ Phase I March 2019

Fudan-Zhangjiang
Bio-Pharmaceutical
HS630 Hisun Phase I June 2019
SHR-A1201 Hengrui Phase I August 2019

Source: Frost & Sullivan Report

* Denotes the date on which the relevant status was disclosed

Overview of China’s Nimotuzumab Market

Nimotuzumab is an mAb that targets the epidermal growth factor receptor (EGFR), a signaling
protein that controls cell division, and is used to treat certain cancers that feature an overexpression of the
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EGFR. The incidence of EGFR-positive advanced nasopharyngeal cancer reached 37,700 in 2018 and is
expected to grow to 42,500 by 2023 at a CAGR of 2.5%. The incidence of EGFR-positive advanced
esophageal cancer in China reached 143,000 in 2018 and is expected to grow to 167,000 by 2023 at a
CAGR of 3.1%. Such trends, coupled with the inclusion of nimotuzumab in the NRDL in 2017, are
expected to usher in a period of rapid growth for China’s nimotuzumab market. The following chart sets
forth the historical and projected size of China’s market of nimotuzumab for treatment of nasopharyngeal
cancer and esophageal cancer for the periods indicated:

3.407.9 3,543.7
2014-2018 12.6% 3,081.3
2018-2023E 28.9%

2,504.8
2023E-2030E 12.3%

812.3
4891 0277

3043 3261 3587 4348

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: Frost & Sullivan Report

In addition, the incidence of metastatic pancreatic cancer in China reached 83,900 in 2018 and is
expected to grow to 98,600 by 2023 at a CAGR of 3.3%, according to Frost & Sullivan.

Overview of China’s Market for Anti-VEGF mAbs as a Treatment for wAMD

Vascular endothelial growth factor, or VEGF, is a growth factor protein that induces blood vessel
growth. In wAMD, the overexpression of VEGF causes abnormal blood vessels to grow beneath the
macula and leak blood and fluid, leading to scarring and permanent visual impairment. By blocking the
function of VEGF, anti-VEGF mAbs can be an effective treatment for wAMD. The incidence of wAMD in
China grew from 3.0 million in 2014 to 3.5 million in 2018 at a CAGR of 3.8% and is expected to further
grow to 4.1 million by 2023, representing a CAGR of 3.0% between 2018 and 2023. The following chart
sets forth the historical and projected size of China’s market for anti-VEGF mAbs as a treatment for
wAMD for the periods indicated:

Billion RMB Period CAGR -

2014-2018 43.1% 148
2018-2023E 24.5% 126
2023E-2030E  18.4%

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: Frost & Sullivan Report
Overview of China’s Oncolytic Virus Market

An oncolytic virus is a virus that can infect and kill cancer cells while leave normal cells
undamaged. Although the oncolytic virotherapy has been investigated for several decades, only three
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marketed oncolytic virus medications have been approved by national regulatory agencies globally. In
China, four oncolytic virus drugs are undergoing clinical trials, with an increasing number of
pharmaceutical companies are in the process of pre-clinical studies or preparing for INDs. Since
oncolytic virus is a promising tool to regulate the immune system and local tumor micro environment,
future application will focus on improving the systemic delivery of oncolytic viruses and increase their
spread and persistence in tumor micro environment. This will enable oncolytic virotherapy to combine
with immunotherapy such as checkpoint inhibitors anti-PD-1/PD-L1 monoclonal antibodies, resulting in
a large growth potential for the oncolytic virus market.

CHINA’S SMALL MOLECULAR ONCOLOGY DRUG MARKET

China’s small molecular oncology drug market reached US$1.8 billion in 2018, representing a
CAGR of 17.8% from 2014 and outpacing the growth of China’s overall oncology drug market over the
same period. The following chart sets forth the historical and projected size of China’s small molecular
oncology drug market for the periods indicated:

Billion USD Period CAGR 10.3

2014-2018 17.8%
2018-2023E 18.4%
2023E-2030E 13.6%

8.2

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

* Exchange rate: US$1 = RMB6.5
Source: Frost & Sullivan Report

Overview of China’s Market for Temozolomide Capsules

Temozolomide is an alkylating agent commonly used to treat glioma. With improved efficacy and
fewer side effects compared to conventional chemotherapy drugs, temozolomide capsules are today used
as a first-line medication for both newly diagnosed and recurrent glioma.
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The price of temozolomide-based drugs has been on a steady decrease since their inclusion in the
NRDL, and this trend is expected to continue, further driving market growth. The following chart sets

forth the historical and projected size of China’s market for temozolomide capsules for the periods

indicated:
Billion RMB Period CAGR
2014-2018 10.2%
2018-2023E 6.2%

2023E-2030E 0.4% 26 26 26 26 26 2.6
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Source: Frost & Sullivan Report

Overview of China’s Megestrol Acetate Oral Suspension Market

Megestrol acetate is a progestin medication that can be used to treat cachexia. Megestrol acetate is
easier to absorb and has better tolerance in oral suspension than in solid dosage forms, but currently it is
only available in solid dosage forms in China. The first megestrol acetate oral suspension product is
expected to enter the market in 2020 and bring about rapid market growth. The following chart sets forth

the projected size of China’s megestrol acetate oral suspension market for the periods indicated:

Million RMB Period CAGR
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Source: Frost & Sullivan Report
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Overview of China’s Liposome Delivery Drug Market

Using liposomes to deliver drugs is the first and the most popular novel drug delivery systems
because it offers drugs novel characteristics, including specific-site targeting and sustained-release,
which further improves safety and efficacy of drugs. These advantages and application of liposome
expand the drug efficacy and reduce the side effects, promoting the dosage improvement in chemical
drugs, especially in those systemic treatment drug such as chemotherapy drugs, which shows great
potentials in cancer therapy with more selectivity, efficacy, and safety. Entry barriers to this market
include (i) technical challenges in manufacturing process, such as the partical size, pyrogen control and
solvent residual, which require precise control capacity of liposome delivery drugs production and
long-term technology accumulation, and (ii) heavy investment on equipment and research and
development. In China, there is a liposomal docetaxel drug candidate which has entered Phase I clinical

stage and a liposomal oxaliplatin drug candidate undergoing CDE review, according to Frost & Sullivan.
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RELEVANT LAWS AND REGULATIONS OF THE PRC

The following is a brief summary of the laws and regulations in the PRC that currently may
materially affect the Group and its operations. The principal objective of this summary is to provide
potential investors with an overview of the key laws and regulations applicable to the Group. This
summary does not purport to be a comprehensive description of all the laws and regulations applicable to
the business and operations of the Group and/or which may be important to potential investors. Investors
should note that the following summary is based on the laws and regulations in force as at the date of this
prospectus, which may be subject to change.

Regulations on Company Establishment and Foreign Investment
Company Law

The establishment, operation and management of companies in China is governed by the PRC
Company Law (13 A RALFIE /s 7)), which was passed by the Standing Committee of the National
People’s Congress on December 29, 1993 and came into effect on July 1, 1994, and was revised or
amended on December 25, 1999, August 28, 2004, October 27, 2005, December 28, 2013 and October 26
2018 respectively. The PRC Company Law applies to both the PRC domestic companies and
foreign-invested companies, unless otherwise provided in the relevant foreign investment laws and
regulations.

Regulations Relating to Foreign Investment

Investments in the PRC by foreign investors, particularly the establishment procedures,
examination and approval procedures, registered capital, foreign exchange, taxation and labor matters of
a wholly foreign-owned enterprise, are subject to the Wholly Foreign-Owned Enterprise Law of the PRC
(N R LA 3 & A 2E615), or the Wholly Foreign-invested Enterprise Law, promulgated on April 12,
1986, and amended on October 31, 2000 and September 3, 2016 respectively, the Detailed Implementing
Rules for the Wholly Foreign-Owned Enterprise Law of the People’s Republic China (*F 3 A\ R 3L 1[5 4h
EA L EMEANN]) promulgated on December 12, 1990, and amended on April 12, 2001 and February
19, 2014 respectively, and the Interim Administrative Measures for the Record-filing of the Incorporation
and Change of Foreign-invested Enterprises (¥ 45 & 1 3 8% 57 & 58 B M 53 8 B 17 %) promulgated
on October 8, 2016, and amended or revised on July 30, 2017 and June 29, 2018 respectively.

Furthermore, investment activities in China by foreign investors are principally governed by the
Guidance Catalogue of Industries for Foreign Investment (7% & 7 2645 H $%), or the Catalogue,
which was promulgated and is amended from time to time by the MOFCOM and the NDRC. Pursuant to
the latest Catalog, amended and issued on June 28, 2018 and effective on July 28, 2018, or the 2018
Catalog, industries listed therein are divided into two categories: encouraged industries and the industries
within the Catalog of special management measures, or the Negative List. The Negative List is further
divided into two sub-categories: restricted industries and prohibited industries. Establishment of wholly
foreign-owned enterprises is generally allowed in industries outside of the Negative List. For the
restricted industries within the Negative List, some are limited to equity or contractual joint ventures,
while in some cases Chinese partners are required to hold the majority interests in such joint ventures. In
addition, restricted category projects are subject to government approvals and certain special
requirements. Foreign investors are not allowed to invest in industries in the prohibited category.
Industries not listed in the Catalog are generally open to foreign investment unless specifically restricted
by other PRC regulations.
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Pursuant to the Interim Administrative Measures for the Record-filing of the Incorporation and
Change of Foreign-invested Enterprises (¥} & > ZE w7 58 M5 R HL T 1T 15, foreign-invested
enterprises investing in categories not subject to special management measures as provided in the 2018
Catalog are only required to complete an online filing of their incorporation and changes with local
counterparts of the MOFCOM.

On March 15, 2019, the National People’s Congress promulgated the Foreign Investment Law (#h
P 4% & %), which will come into effect on January 1, 2020 and replace the trio of existing laws regulating
foreign investment in China, namely, the Sino-foreign Equity Joint Venture Enterprise Law (H' 3£ A &It
I AN &SRS 2 3E78), the Sino-foreign Cooperative Joint Venture Enterprise Law (4% A R ALFI
AN A VERE 2 3£1%), and the Wholly Foreign-invested Enterprise Law, together with their
implementation rules and ancillary regulations. The existing foreign-invested enterprises established
prior to the effective of the Foreign Investment Law may keep their corporate forms within five years. The
implementing rules of the Foreign Investment Law will be stipulated separately by State Council.
Pursuant to the Foreign Investment Law, “foreign investors” means natural person, enterprise, or other
organization of a foreign country, “foreign-invested enterprises” (FIEs) means any enterprise established
under PRC law that is wholly or partially invested by foreign investors and “foreign investment” means
any foreign investor’s direct or indirect investment in mainland China, including: (i) establishing FIEs in
mainland China either individually or jointly with other investors; (ii) obtaining stock shares, stock
equity, property shares, other similar interests in Chinese domestic enterprises; (iii) investing in new
projects in mainland China either individually or jointly with other investors; and (iv) making investment
through other means provided by laws, administrative regulations, or State Council provisions.

The Foreign Investment Law stipulates that China implements the management system of
pre-establishment national treatment plus a negative list to foreign investment and the government
generally will not expropriate foreign investment, except under special circumstances, in which case it
will provide fair and reasonable compensation to foreign investors. Foreign investors are barred from
investing in prohibited industries on the negative list and must comply with the specified requirements
when investing in restricted industries on that list. When a license is required to enter a certain industry,
the foreign investor must apply for one, and the government must treat the application the same as one by
a domestic enterprise, except where laws or regulations provide otherwise. In addition, foreign investors
or FIEs are required to file information reports and foreign investment shall be subject to the national
security review.

Government Regulation of Pharmaceutical Product Development and Approval

In the PRC, the NMPA is the authority that monitors and supervises the administration of
pharmaceutical products and medical appliances and equipment as well as food, health food and
cosmetics, while the local provincial drug administrative authorities are responsible for supervision and
administration of drugs within their respective administrative regions. The NMPA’s predecessor, the State
Food and Drug Administration, or the SFDA, was established on August 19, 1998 as an organization
under the State Council to assume the responsibilities previously handled by the Ministry of Health of the
PRC, or the MOH, the State Pharmaceutical Administration Bureau of the PRC and the State
Administration of Traditional Chinese Medicine of the PRC. The NMPA was founded in March 2003 to
replace the SFDA.

The primary responsibilities of the NMPA include:

° monitoring and supervising the administration of pharmaceutical products, medical
appliances and equipment as well as food, health food and cosmetics in the PRC;
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° formulating administrative rules and policies concerning the supervision and administration
of food, health food, cosmetics and the pharmaceutical industry; evaluating, registering and

approving of new drugs, generic drugs, imported drugs and traditional Chinese medicine;

° approving and issuing permits for the manufacture and export/import of pharmaceutical
products and medical appliances and equipment and approving the establishment of
enterprises to be engaged in the manufacture and distribution of pharmaceutical products;
and

° examining and evaluating the safety of food, health food and cosmetics and handling

significant accidents involving these products.

The MOH is an authority at the ministerial level under the State Council and is primarily
responsible for national public health. Following the establishment of the NMPA in 2003, the MOH was
put in charge of the overall administration of the national health in the PRC excluding the pharmaceutical
industry. In March 2008, the State Council placed the NMPA under the management and supervision of
the MOH. The MOH performs a variety of tasks in relation to the health industry such as establishing
social medical institutes and producing professional codes of ethics for public medical personnel. The
MOH is also responsible for overseas affairs, such as dealings with overseas companies and governments.
In 2013, the MOH and the National Population and Family Planning Commission were integrated into the
National Health and Family Planning Commission of the PRC, or the NHFPC. On March 17, 2018, the
First Session of the Thirteenth National People’s Congress approved the State Council Institutional
Reform Proposal (I27#5 B #5277 %2), according to which the responsibilities of NHFPC and certain
other governmental authorities are consolidated into the National Health Commission, or the NHC, and
the NHFPC shall no longer be reserved. In addition, NMPA shall be established under the management
and supervision of the State Administration for Market Regulation, or the SAMR. There will be no drug
supervision institutions at municipal and county level, and the local SAMR will instead perform the drug
supervision functions such as drug sales and operation. The responsibilities of the NHC include
organizing the formulation of national drug policies, the national essential medicine system and the
National Essential Medicines List and drafting the administrative rules for the procurement, distribution

and use of national essential medicines.
Healthcare System Reform

The PRC government recently promulgated several healthcare reform policies and regulations to
reform the healthcare system. On March 17, 2009, the Central Committee of the PRC Communist Party
and the State Council jointly issued the Guidelines on Strengthening the Reform of Healthcare System
(Eﬁﬁ@ﬁfk%%%ﬁiﬁgfﬁﬂ ) ). On December 27, 2016, the State Council issued the Notice on the
Issuance of the 13th Five-year Plan on Strengthening the Reform of Healthcare System (B A EJ 8§ [ + =
| AL B g A B T O BB A3 &), On April 25, 2017, the General Office of the State Council
issued the Notice on the Main Tasks of Strengthening the Reform of Healthcare System in 2017 (55 B
I R B A B % R AL B i i AE B o 2l 201 7 4R BE CAE(TBS A4 AT). On August 20, 2018, the General
Office of the State Council issued the Notice on the Main Tasks of Strengthening the Reform of
Healthcare System in second half of 2018 (BH A B8 A VR AL 55 4E 7 A= 8 i 20 5201 84F N 2 4E 51 85 TAF
B Y ).
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Highlights of the aforementioned healthcare reform policies and regulations include the following:

The overall objective of the reform is to establish a basic healthcare system to cover both urban and
rural residents and provide the Chinese people with safe, effective, convenient and affordable healthcare
services. The PRC government aims to extend basic medical insurance coverage to at least 90% of the
country’s population by 2011 and increase the amount of subsidies on basic medical insurance for urban
residents and rural cooperative medical insurance to RMB120 ($17.54) per person per year by 2010. By
2020, a basic healthcare system covering both urban and rural residents should be established.

The reforms aim to promote orderly market competition and improve the efficiency and quality of
the healthcare system to meet the various medical needs of the Chinese population. From 2009, basic
public healthcare services such as preventive healthcare, maternal and child healthcare and health
education will be provided to urban and rural residents. In the meantime, the reforms also encourage
innovations by pharmaceutical companies to eliminate low-quality and duplicative products.

Drug Administration Laws and Regulations

The PRC Drug Administration Law (*7#E A R A0 B 4% i, 4 B %) as promulgated by the Standing
Committee of the National People’s Congress in 1984 and the Implementing Measures of the PRC Drug
Administration Law (3 A R R0 B 25 0 45 1 B i 04 9]) as promulgated by the MOH in 1989 have
laid down the legal framework for the establishment of pharmaceutical manufacturing enterprises,
pharmaceutical trading enterprises and for the administration of pharmaceutical products including the
development and manufacturing of new drugs and medicinal preparations by medical institutions. The
PRC Drug Administration Law also regulates the packaging, trademarks and the advertisements of
pharmaceutical products in the PRC. Certain revisions to the PRC Drug Administration Law took effect
on December 1, 2001. They were formulated to strengthen the supervision and administration of
pharmaceutical products, and to ensure the quality of pharmaceutical products and the safety of
pharmaceutical products for human use. The revised PRC Drug Administration Law applies to entities
and individuals engaged in the development, production, trade, application, supervision and
administration of pharmaceutical products. It regulates and prescribes a framework for the administration
of pharmaceutical manufacturers, pharmaceutical trading companies, and medicinal preparations of
medical institutions and the development, research, manufacturing, distribution, packaging, pricing and
advertisements of pharmaceutical products.

The PRC Drug Administration Law was later amended on December 28, 2013 and April 24, 2015
by the Standing Committee of the National People’s Congress. It provides the basic legal framework for
the administration of the production and sale of pharmaceutical products in China and covers the
manufacturing, distributing, packaging, pricing and advertising of pharmaceutical products.

According to the PRC Drug Administration Law, no pharmaceutical products may be produced
without a pharmaceutical production license. A manufacturer of pharmaceutical products must obtain a
pharmaceutical production license from one of NMPA’s provincial level branches in order to commence
production of pharmaceuticals. Prior to granting such license, the relevant government authority will
inspect the manufacturer’s production facilities, and decide whether the sanitary conditions, quality
assurance system, management structure and equipment within the facilities have met the required
standards.

On August 26, 2019, the Standing Committee of the NPC promulgated the amended Drug
Administration Law, which will take effect on December 1, 2019. The newly amended Drug
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Administration Law brings a series of changes to the drug supervision and administration system,
including but not limited to the clarification of the drug marketing authorization holder system, pursuant
to which, the marketing authorization holder shall assume responsibilities for non-clinical study, clinical
trials, manufacturing and marketing, post-marketing study, monitoring, reporting and handling of
adverse reactions of the drug.

The PRC Drug Administration Implementation Regulations promulgated by the State Council took
effect on September 15, 2002 and were later amended on February 6, 2016 and March 2, 2019 to provide
detailed implementation regulations for the revised PRC Drug Administration Law.

Non-Clinical Research

On August 6, 2003, the NMPA promulgated the Administrative Measures for Good Laboratories
Practice of Non-clinical Laboratory (Z&4%) 3 lifi /K W %5 & &2 & 2L HL#), which were revised on July 27,
2017, to improve the quality of non-clinical research, and began to conduct the Good Laboratories
Practice. Pursuant to the Circular on Administrative Measures for Certification of Good Laboratory
Practice for Non-clinical Laboratory (2543 ifi /K ifF 702 & 45 P 0 52 58 45 PR HFL) issued by the
NMPA on April 16, 2007, the NMPA is responsible for the certification of non-clinical research
institutions nationwide and local provincial drug administrative authorities is in charge of the daily
supervision of non-clinical research institutions. The NMPA decides whether an institution is qualified
for undertaking pharmaceutical non-clinical research by evaluating the institution’s organizational
administration, its research personnel, its equipment and facilities, and its operation and management of
non-clinical pharmaceutical projects. A Good Laboratory Practice Certification will be issued by the
NMPA if all the relevant requirements are satisfied, which will also be published on the NMPA’s website.

Pursuant to the Regulations for the Administration of Affairs Concerning Experimental Animals
(E 5 9% HA% ) promulgated by the State Science and Technology Commission on November 14,
1988, as amended on January 8, 2011, July 18, 2013 and March 1, 2017 respectively by the State Council,
the Administration Measures on Good Practice of Experimental Animals (5% ¥)E &4 HIHFE)
jointly promulgated by the State Science and Technology Commission and the State Bureau of Quality
and Technical Supervision on December 11, 1997, and the Administrative Measures on the Certificate for
Experimental Animals (Trial) (B 5% 8% 7 n] 7654 #FL (3017) ) promulgated by the State Science and
Technology Commission and other regulatory authorities on December 5, 2001, performing
experimentation on animals requires a Certificate for Use of Laboratory Animals.

Regulations Related to the Clinical Trials

To improve the quality of clinical trials, the NMPA promulgated the Administration of Quality of
Drug Clinical Practice (Z&4 ki JK 5t B & /=2 % P AL #0) on August 6, 2003. Pursuant to the Administration
of Quality of Drug Clinical Practice, clinical trial means systematical investigation of drugs conducted on
human subjects (patients or healthy volunteers) to prove or reveal the function, adverse reactions and/or
absorption, distribution, metabolism and excretion of the drug being investigated. The purpose of a
clinical trial is to determine the therapeutic efficacy and safety of the drug. On February 19, 2004, the
NMPA issued the Circular on Measures for Certification of Drug Clinical Practice (Trial) (ZEY I K wl B
WA E RS R E ML (3U17)), providing that the NMPA is responsible for certification of clinical trial
institutions, and that the NHFPC is responsible for certification of clinical trial institutions within its
duties. Under the Circular on the Measures for Certification of Drug Clinical Practice (trial), the NMPA
and the NHFPC would decide whether an institution is qualified to undertake pharmaceutical clinical
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trials upon the evaluation of the institution’s organizational administration, its research personnel, its
equipment and facilities, its management system and its standard operational rules. If all requirements
are met, a GCP Certification will be issued by the NMPA and the result will be published on the NMPA’s
website.

The conduct of clinical trials must adhere to the GCP and the protocols approved by the ethics
committees of each study site. The sponsor of clinical trials should provide insurance to the human
subjects participating in the clinical trial and bear the cost of the treatment and the corresponding
financial compensation for the human subjects who suffer harm or death related to the trial. Since 2015,
the NMPA has strengthened the enforcement against widespread data integrity issues associated with
clinical trials in China. To ensure authenticity and reliability of the clinical data, the NMPA mandates
applicants of the pending drug registration submissions to conduct self-inspection and verification of
their clinical trial data. Based on the submitted self-inspection results, the NMPA also regularly launches
onsite clinical trial audits over selected applications and reject those found with data forgery.

Examination and Approval of New Drug

On July 10, 2007, the NMPA promulgated the Administrative Measures on the Registration of
Pharmaceutical Products (% jh 3 it 5 B H##L), or the Registration Measures, which became effective on
October 1, 2007. Under the Registration Measures, new drug generally refer to those medicines that have
not yet been marketed in the PRC. In addition, certain marketed medicines may also be treated as new
drug if the type or application method of such medicines has been changed or new therapeutic functions
have been added to such medicines. The registration classification and application dossier of
pharmaceutical drugs is specified in the Reform Plan for Registration Category of Chemical Medicine ({t
ELHE R MO TAE 77 %) and the Appendix I of the Registration Measures and the registration
classification and application dossier of biological products is specified in Appendix III of the
Registration Measures. Category 1 of the Appendix II of the Registration Measures are drugs never been
marketed anywhere in the world and Category 2 of the Appendix II of the Registration Measures are
preparations changing route of administration and never been marketed anywhere in the world. Category
1 of the Appendix III of the Registration Measures are biological products never been marketed anywhere
in the world and Category 2 of the Appendix III of the Registration Measures are monoclonal antibodies.
According to the Registration Measures, the approval of new drug requires the following steps:

Application of Clinical Research

° upon completion of the pre-clinical research of the new drug, application for registration of the
new drug will be submitted to the drug regulatory authorities at the provincial level for review in
formalities. If all the formality requirements are met, the drug regulatory authorities at the
provincial level will issue a notice of acceptance and conduct site inspections on the research and
original data of the new drug. The drug regulatory authorities at the provincial level will
subsequently issue a preliminary opinion and notify a medical examination institute to conduct a
sample examination on the new drug (if the new drug is a biological product), according to the
Circular on Adjusting acception work of Registration of Pharmaceutical Products ([ i 5 2&
oE 22 3 TAERY A 45 ) promulgated by the NMPA on November 11, 2017, the Registration apply
reviewed, approved and Record-filed by NMPA should be received by NMPA, including applies for
clinical trial, manufacture of new drugs and generic drugs, the Registration apply reviewed,
approved and Record-filed by NMPA should be received by drug regulatory authorities at the
provincial level should still be received by drug regulatory authorities at the provincial level.
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According to the Decision of the State Council on Cancelling and Delegating to lower level a Batch
of Administrative Licensing ITtems (B Be B i B AT BC— HEAT B o] I P E)
promulgated by the State Council on February 27, 2019, the prior review of domestic drugs is
cancel and the Registration apply of domestic drugs should be directly received by NMPA;

° the drug regulatory authorities at the provincial level will then submit their preliminary opinion,
inspection report and application materials to the Drug Review Center of the NMPA and notify the

applicant of the progress;

° after receiving the application materials, the Drug Review Center of the NMPA will arrange for
pharmaceutical, medical or other professionals to conduct a technical review on the application
materials and request for supplemental materials and explanations, if necessary. After completion
of the technical review, the Drug Review Center of the NMPA will issue an opinion and submit

such opinion to the NMPA, along with the application materials;

° after receiving the technical opinion from the Drug Review Center, the NMPA will assess whether

or not to grant the approval for conducting the clinical research on the new drug.
Clinical Trial

° after obtaining the NMPA’s approval for conducting the clinical research, the applicant may
proceed with the relevant clinical research (which is generally conducted in three phases for a new

drug under the Registration Measures) at institutions with appropriate qualification:

° Phase I refers to the preliminary clinical trial for clinical pharmacology and body safety. It
is conducted to observe the human body tolerance for new drug and pharmacokinetics, so as

to provide a basis for determining the prescription plan.

° Phase II refers to the stage of preliminary evaluation of clinical effectiveness. The purpose
is to preliminarily evaluate the clinical effectiveness and safety of the medicine used on
patients with targeted indication, as well as to provide a basis for determining the Phase III
clinical trial research plan and the volume under the prescription plan.

° Phase Il is a clinical trial stage to verify the clinical effectiveness. The purpose is to test and
determine the clinical effectiveness and safety of the medicine used on patients with
targeted indication, to evaluate the benefits and risks thereof and, eventually, to provide

sufficient basis for review of the medicine registration application.

° Phase IV refers the stage of surveillance and research after the new drug is launched. The
purpose is to observe the clinical effectiveness and adverse effects of the medicine over a
much larger patient population and longer time period than in Phase I to III clinical trials,
and evaluate the benefits and risks when it is administered to general or special patient

population in larger prescription volume.
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Approval of New Drugs

° after completion of the relevant clinical research, the applicant shall submit its clinical research
report together with the relevant supporting documents to the drug regulatory authorities at the
provincial level and shall provide raw materials of the standard products and research result on
relevant standard products to the PRC National Institute for the Control of Pharmaceutical and
Biological Products;

° the drug regulatory authorities at the provincial level will then review the relevant documents in
formalities. If all the formality requirements are met, the drug regulatory authorities at the
provincial level will issue a notice of acceptance and within five days of notice and start
conducting site inspections. The drug regulatory authorities at the provincial level will issue a
preliminary opinion and then collect three samples of the new drug (if the new drug is not a
biological product) and notify the relevant medicine examination institute to review the medicine
standards;

° the drug regulatory authorities at the provincial level will then submit their preliminary opinion,
inspection report and application materials to the Drug Review Center of the NMPA and notify the
applicant of the progress;

° the medical examination institute will review the medicine standards and report its opinion to the
Drug Review Center of the NMPA and send a copy of the opinion to the drug regulatory authorities
at the provincial level and the applicant;

° after receiving the application materials, the Drug Review Center of the NMPA will arrange for
pharmaceutical, medical or other professionals to conduct a technical review on the application
materials and request for supplemental materials and explanations, if necessary. After completion
of the technical review and if all the requirements are complied with, the Drug Review Center of
the NMPA will report so to the Certification Center of the NMPA and notify the applicant that it
may apply to the Certification Center of the NMPA for a site inspection;

° the applicant will apply to the Certification Center of the NMPA for a site inspection within six
months after receiving the notice from the Drug Review Center of the NMPA;

° the Certification Center of the NMPA will arrange a site inspection on the process of
manufacturing samples within thirty days after the application from the applicant to ensure the
feasibility of the manufacturing process. The Certification Center of the NMPA will collect a
sample (three samples if the new drug is a biological product) for the medicine examination
institute to examine. The Certification Center of the NMPA will prepare an inspection report
within 10 days after the site inspection and submit the report to the Drug Review Center of the
NMPA;

° the sample(s) shall be manufactured at a GMP-certified workshop. The medicine examination
institute will examine the sample(s) under the reviewed medicine standards and prepare a report
after completing the examination and submit the report to the Drug Review Center of the NMPA. A
copy of the report will be available to the drug regulatory authorities at the provincial level and the
applicant;
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° the Drug Review Center of the NMPA will form a comprehensive opinion based on the technical
opinion previously received, the report on site inspection and the result of sample examination and
submit the comprehensive opinion and the application materials to the NMPA; and

° if all the regulatory requirements are satisfied, the NMPA will grant a new drug certificate and a
pharmaceutical approval number (assuming the applicant has a valid Pharmaceutical
Manufacturing Permit and the requisite production conditions for the new drug have been met).

Any applicant who is not satisfied with the NMPA’s decision to deny an application can appeal
within 60 days of its receipt of the NMPA’s decision. If the applicant is dissatisfied with the result of the
appeal, it may apply for an administrative review with a special committee consisting of senior officials
of the NMPA or file an administrative lawsuit with a people’s court in China.

Pursuant to the Registration Measures, chemical drugs are categorized into six different
registration classes. Category 1 New Chemical Drug is a new chemical drug that has never been marketed
in China or abroad, including (1) crude drugs made by synthesis or semi-synthesis and the preparations
thereof; (2) new effective monomer extracted from natural substances or by fermentation and the
preparations thereof; (3) optical isomer obtained from existing drugs by chiral separation or synthesis
and the preparations thereof; (4) drug with fewer components derived from marketed multi-component
drugs; (5) new combination products; and (6) a preparation already marketed in China but with a newly
added indication not yet approved in any country. Different application materials are required for each
registration category. In March 2016, the NMPA issued the Reform Plan for Registration Category of
Chemical Medicine (fbZ22% 55734k T/EH %) (or the “Reform Plan”), which outlined the
reclassifications of drug applications under the Registration Measures. Under the Reform Plan, Category
1 drugs refer to new drugs that have not been marketed anywhere in the world. Improved new drugs that
are not marketed anywhere in the world fall into Category 2. Generic drugs, that have equivalent quality
and efficacy to the originator drugs have been marketed abroad but not yet in China, fall into Category 3.
Generic drugs, that have equivalent quality and efficacy to the originator drugs and have been marketed in
China, fall into Category 4. Category 5.1 drugs are originator drugs which have already been marketed
abroad, but are not yet approved in China, and Category 5.2 drugs are non-originator drugs which have
already been marketed abroad, but are not yet approved in China. Category 1 drugs and Category 5.1 and
5.2 drugs can be registered through the Domestic NDA and the Imported Drug Application procedures
under the Registration Measures, respectively. According to policy interpretation of the Reform Plan, for
the imported original pharmaceutical drugs already approved for marketing in china applying to add new
Indications approved aboard, the registration should be applied as Category 5.1.

In accordance with the Provisions on the Administration of Special Examination and Approval of
Registration of New Drugs CH7Z& g fit £FoR B AL AL ) promulgated by the NMPA, issued and
effective on January 7, 2009, an NDA that meets certain requirements as specified below will be handled
with priority in the review and approval process, so-called “green-channel” approval. In addition, the
applicant is entitled to provide additional materials during the review period besides those requested by
the NMPA, and will have access to enhanced communication channels with the NMPA.

Applicants for the registration of the following new drugs are entitled to request priority treatment
in review and approval: (i) active ingredients and their preparations extracted from plants, animals and
minerals, and newly discovered medical materials and their preparations that have not been sold in the
China market, (ii) chemical drugs and their preparations and biological products that have not been
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approved for sale at its origin country or abroad, (iii) new drugs with obvious clinical treatment
advantages for such diseases as AIDS, therioma, and rare diseases, and (iv) new drugs for diseases that
have not been treated effectively. Under category (i) or (ii) above, the applicant for drug registration may
apply for special examination and approval when applying for the clinical trial of new drugs; under
category (iii) or (iv) above, the applicant may only apply for special examination and approval when
applying for manufacturing.

In addition, on December 21, 2017, the NMPA released the Opinions on Priority Review and
Approval for Encouraging Drug Innovation (B 55825 5 818 B A7 e R MM E i), which
further clarified that a fast track for drug registration will be available to:

° the following drugs with distinctive clinical value: (1) innovative drugs not sold within or
outside China; (2) innovative drug transferred to be manufactured locally in China; (3)
drugs using advanced technology, innovative treatment methods, or having distinctive
treatment advantages; (4) traditional Chinese medicines (including ethnic medicines) with
clear clinical position in treatment of serious diseases; and (5) new drugs listed in national
major science and technology projects or national key research and development plans, and
recognized by national clinical medicine research centers which conducted clinical trials of
such drugs;

° drugs with distinctive clinical advantages for the prevention and treatment of the following
diseases: HIV, phthisis, viral hepatitis, orphan diseases, malignant tumors, children’s
diseases, and characteristic and prevalent diseases in elders; and

° drugs which have been concurrently filed with the competent drug approval authorities in
the United States or EU for marketing authorization and passed such authorities’ onsite
inspections and are manufactured using the same production line in China.

It also specified that fast track status would be given to clinical trial applications for drugs with
patent expiry within three years and manufacturing authorization applications for drugs with patent
expiry within one year. Concurrent applications for new drug clinical trials which are already approved in
the United States or EU are also eligible for fast track NMPA approval.

Approval of Biosimilar Drugs

In February 28, 2015, the NMPA issued the Technical Guideline for the Research, Development
and Evaluation of Biosimilars (Tentative), or the Biosimilars Guideline. The Biosimilars Guideline
clarifies the registration procedures and R&D requirements of biosimilar.

The Biosimilars Guideline does not set up new procedural requirements, nor provide a specific
regulatory pathway for the registration of biosimilar drugs. Pursuant to the Biosimilars Guideline,
biosimilar drugs shall be registered according to the application procedures for new drugs.

In addition, the Biosimilars Guideline defines biosimilar drugs as therapeutic biological products
similar to registered reference drugs in terms of quality, safety and efficacy.

Depending on their nature and preparation method, biosimilar drugs shall be applied for

registration under the corresponding categories (namely, Categories 2, 10 and 15) of therapeutic
biological products listed in Appendix III to the Registration Measures.
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Applicants shall submit relevant application materials in accordance with the registration
requirements for different categories of therapeutic biological products, respectively, as well as the

Biosimilars Guideline.

Furthermore, the Biosimilars Guideline provides specific requirements for the research and
development of biosimilar drugs. Under the Biosimilars Guideline, applicants for registration of
biosimilar drugs are required to prove the similarities between their drug candidates and the reference
drugs through contrast experimental studies, so as to support the safety and efficacy of such drugs. If the
product is researched and developed pursuant to such requirements for biosimilar drugs, applicant shall
make relevant statement in the Application Form for Drug Registration ({2 51 it F1 55 2)).

Approval of Generics Drugs and Bioequivalence Test

According to the Registration Measures, the applicants which apply for registration of generic
drugs shall be manufacturer of the same drugs. The applicant’s drugs shall also be within the
manufacturing scope specified in the Pharmaceutical Manufacturing Permit. Furthermore, clinical trials
are required to be conducted in accordance with the Registration Measures.

Pursuant to the Reform Plan for Registration Category of Chemical Medicine, applications of
drugs fall into category 3 (generic drugs that have equivalent quality and efficacy to the originator’s drugs
have been marketed abroad but not yet in PRC) and category 4 (generic drugs that have equivalent quality
and efficacy to the originator’s drugs and have been marketed in PRC) under the Reform Plan for
Registration Category shall be handled according to the procedures and requirements for generic drugs

under the Registration Measures.

According to the Registration Measures, for the purpose of generic drug application, the applicant
with a Pharmaceutical Manufacturing Permit should submit an application form for drug registration,
relevant documents and production on-site inspection application to the NMPA at the provincial level,
who will then conduct on-site inspections, inspect sample and conduct preliminary review with
comments. When the applications are compliant with relevant regulations, the NMPA at the provincial
level will then submit the relevant materials to the NMPA for final review, and the drug inspection
institute will also submit the inspection report to the NMPA. If the application is approved, the applicant
will be granted with a pharmaceutical approval number or a clinical trial approval. After the completion
of the clinical trials for the generic drugs which shall go through the clinical trials, the applicant must
submit the relevant information about the trial to the NMPA. If the application is approved, the
application will be granted with a pharmaceutical approval number. The applicant may commence
commercial production for the generic drugs as long as the pharmaceutical approval number is obtained.

Pursuant to the Appendix of the Registration Measures, oral solid preparations having existing
national drug standards should go through the bioequivalence test.

According to the Announcement of the NMPA on Several Policies on the Appraisal and Approval
of Drug Registration (B & 45 dh B8 4 AR R B % 4 o 5 i 28 5 dF 4ib 2 T BUR 9 A )
promulgated on November 11, 2015, and the Announcement of the NMPA on the Administration for the
Filing of Bioequivalence Test (%<1 il 8 ih B B HI A8 5 B A b 22 8 A ) 25 A0 sl B B A7 485 22 8 1
)3 45) promulgated on December 1, 2015, the bioequivalence test shall be changed from approval
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system to a filing system as of December 1, 2015, and application to perform the bioequivalence test
requires the following steps:

° Submitting the test plan to the Ethics Committee of the Drug Clinical Trial Institution for
ethical review and signing a bioequivalence test contract with the Drug Clinical Trial
Institution.

° Filing record on the Bioequivalence Test Registration and Information Platform of the

NMPA and submitting the record material as required 30 days prior to the commencement of
the bioequivalence test.

° Obtaining the record number and filing all information on the Drug Clinical Trial
Registration and Information Publication Platform before the first subject joining the test
group.

° Performing the bioequivalence test in according with the test plan and the Good Clinical

Practice for Clinical Trials.

° Submitting the summary report or test statement to the Bioequivalence Test Record
Information Platform of the NMPA within one year after the bioequivalence test is complete
or terminated.

° Submitting the test data filing information and relevant material to the NMPA for the
consistency evaluation application.

Pursuant to Basic Technical Requirements for Pharmaceutical Drug Injection (Tentative) ({b £24%
il T B AR 9l 22K (5047) ) issued by the NMPA on January 10, 2008, if the originator drug of a
pharmaceutical drug injection has already been marketed in PRC and has systematic clinical study and
evaluation information, generally there is no requirement to conduct clinical study when the
pharmaceutical drug satisfies all the following conditions: (1) has the same indications, dosage and
administration with the marketed drug, and the safety and efficacy of the marketed drug were verified and
recognized sufficiently; (2) has the same active ingredients (the same amount) and concentration of the
pharmaceutical drug in clinic with the marketed drug; (3) has reasonable formulation and excipients
without potential safety hazard, and preparation factors will not affect vivo behaviors of the
pharmaceutical drug; (4) the safety factors (such as type and amount of impurities) were fully evaluated
and there is no potential safety hazard; (5) the pharmaceutical drug could achieve equal safety and
efficacy of the marketed drug through pharmaceutical control.

Application and Approval of Import Drugs

According to the Registration Measures, a drug being applied for importation shall have already
obtained the drug marketing authorization in the producing country or region where the overseas
pharmaceutical manufacturer is located; those not yet obtained marketing authorization in the producing
country or region, however confirmed with safety, efficacy and clinical needs by the NMPA may be
approved for importation. The production of a drug applied for importation shall comply with the GMP
requirements of both the producing country or region where the drug manufacturer is located and China.
The approval of new drugs requires the following steps:

. submit the application to NMPA;
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. NMPA conduct the preliminary review of the application dossiers;

. The drug testing institutes tests samples of import drugs and the Center for Drug Evaluation

review the application files;

. NMPA issue the clinical trial approval;
. the applicant conducts the clinical trial;
. NMPA review the clinical trial data and issue the Import Drug License.

Production Licenses

To manufacture pharmaceutical products in the PRC, a pharmaceutical manufacturing enterprise
must first obtain a Pharmaceutical Manufacturing Permit issued by the relevant pharmaceutical
administrative authorities at the provincial level where the enterprise is located. Among other things,
such a permit must set forth the permit number, the name, legal representative and registered address of

the enterprise, the site and scope of production, issuing institution, date of issuance and effective period.

Each Pharmaceutical Manufacturing Permit issued to a pharmaceutical manufacturing enterprise is
effective for a period of five years. The enterprise is required to apply for renewal of such permit within
six months prior to its expiry and will be subject to reassessment by the issuing authorities in accordance

with then prevailing legal and regulatory requirements for the purposes of such renewal.
GMP Certificates

The World Health Organization encourages the adoption of GMP standards in pharmaceutical
production in order to minimize the risks involved in any pharmaceutical production that cannot be

eliminated through testing the final products.

The Guidelines on Good Manufacturing Practices (% 2E 7 2 & & # B #i), as amended in 1998
and 2010, or the Guidelines, took effect on August 1, 1999 and set the basic standards for the manufacture
of pharmaceuticals. These Guidelines cover issues such as the production facilities, the qualification of
the personnel at the management level, production plant and facilities, documentation, material
packaging and labeling, inspection, production management, sales and return of products and customers’
complaints. On October 24, 2007, the NMPA issued Evaluation Standard on Good Manufacturing
Practices (% GMP#E #5454 5T 2 2 4E) which became effective on January 1, 2008. The GMP
certificate is valid for a specific term and application for renewal must be submitted six months prior to
its expiration date. On December 30, 2015, NMPA issued the Notice on Implementing Good
Manufacturing Practice Certificates for Pharmaceuticals, which among others, provided that those
enterprises that failed to obtain the GMP certificates will not be granted the Pharmaceutical
Manufacturing Permit, and from January 1, 2016, the relevant pharmaceutical administrative authorities

at the provincial level will take charge of the GMP examination and approval work.
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Administrative Protection and Monitoring Periods for New Drugs

According to the Registration Measures, with a view to protecting public health, the NMPA may
provide for administrative monitoring periods of up to five years for new drugs approved to be
manufactured, to continually monitor the safety of those new drugs.

During the monitoring period of a new drug, the NMPA will not approve any other enterprise’s
application to manufacture, change the dosage of or import a similar new drug. The only exception is that
the NMPA will continue to handle any application if, prior to the commencement of the monitoring
period, the NMPA has already approved the applicant’s clinical trial for a similar new drug. If such
application conforms to the relevant provisions, the NMPA may approve such applicant to manufacture or
import the similar new drug during the remainder of the monitoring period.

According to the Administrative Measures for Certification of Guidelines on Good Manufacturing
Practices (& /E /B & 5 K 0 58 76 8 B E%), effective on August 2, 2011, a manufacturer of
pharmaceutical products shall reapply for a new GMP certification six months prior to its expiration date.

Distribution of Pharmaceutical Products

According to the PRC Drug Administration Law and its implementing regulations and the
Measures for the Supervision and Administration of Circulation of Pharmaceuticals (% /i i 4 B £ &
#Ei%), which was issued by the NMPA on January 31, 2007 and came into effect on May 1, 2007, detailed
provisions are imposed on aspects such as the purchase, sale, transportation and storage of medicines.

PRC Drug Administration Law also provides provisions for distribution of pharmaceutical
products. According to PRC Drug Administration Law, the granting of a Pharmaceutical Distribution
Permit to wholesalers shall be subject to approval of the provincial level drug regulatory authorities,
while the granting of a retailer permit shall be subject to the approval of the drug regulatory authorities
above the county level.

A pharmaceutical distributor shall satisfy the following requirements:
. personnel with pharmaceutical expertise as qualified according to law;

. business site, facilities, warehousing and sanitary environment compatible to the distributed
pharmaceutical products;

. quality management system and personnel compatible to the distributed pharmaceutical
products; and

. rules and regulations to ensure the quality of the distributed pharmaceutical products.

Operations of pharmaceutical distributors shall be conducted in accordance with the
Pharmaceutical Operation Quality Management Rules (%% /i £8% 2 & 45 P %) and shall be granted a
GSP certificate under such rules by the NMPA. A GSP certificate is valid for five years and may be

renewed three months prior to its expiration date upon a reexamination by the relevant authority.

Pharmaceutical distributors must keep true and complete records of any pharmaceutical products
purchased, distributed or sold with the generic name of such products, specification, approval code, term,
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manufacturer, purchasing or selling party, price and date of purchase or sale. Pharmaceutical distributors
can only distribute pharmaceutical products obtained from those with a Pharmaceutical Manufacturing
Permit and a Pharmaceutical Distribution Permit.

On December 26, 2016, the Medical Reform Office of the State Council, the National Health and
Family Planning Commission, the NMPA and other five government authorities promulgated the
Implementing Opinions on Carrying out the Two-invoice System for Drug Procurement among Public
Medical Institutions (for Trial Implementation) (“Two-Invoice System” Opinions) ( E[J%§ B i 7£ /3 37 B %
PR AE B PR A AT T AT 224 ) A B e & A (5047) M98 %), which became effective on the same date.

On April 25, 2017, the General Office of the State Council further promulgated the Notice on
Issuing the Key Working Tasks for Deepening the Reform of Medicine and Health System in 2017 (B
EREE At B8 g i A M ) 0 520174 1 B TAEAE B4 A1), According to these rules, a two-invoice
system is encouraged to be gradually adopted for drug procurement. The two-invoice system generally
requires a drug manufacturer to issue only one invoice to its distributor followed by the distributor
issuing a second invoice directly to the end customer hospital. Only one distributor is permitted to
distribute drug products between the manufacturer and the hospital. The system also encourages
manufacturers to sell drug products directly to hospitals. Public medical institutions are required to adopt
the two-invoice system, and its full implementation nationwide is targeted for 2018.

Pharmaceutical manufacturers and distributors who fail to implement the two-invoice system may
be disqualified from attending future bidding events or providing distribution for hospitals and
blacklisted for drug procurement practices. These rules aim to consolidate drug distribution and reduce
drug prices.

Under the Labor Law of the PRC (% N RALFIE 45 8)7%), effective on January 1, 1995 and
subsequently amended on August 27, 2009 and December 29, 2018, the Labor Contract Law of the PRC
(e N R ALF B 25 8) & [F] 1%), effective on January 1, 2008 and subsequently amended on December 28,
2012, and the Implementing Regulations of the Labor Contract Law of the PRC (4 #E A\ R I A1 25 8 &
[F] 2 E i ), effective on September 18, 2008, employers must establish a comprehensive
management system to protect the rights of their employees, including a system governing occupational
health and safety to provide employees with occupational training to prevent occupational injury, and
employers are required to truthfully inform prospective employees of the job description, working
conditions, location, occupational hazards and status of safe production as well as remuneration and other
conditions as requested by the Labor Contract Law of the PRC.

Pursuant to the Law of Manufacturing Safety of the People’s Republic of China (" #E A R LA
LA ED) effective on November 1, 2002 and subsequently amended on December 1, 2014,
manufacturers must establish a comprehensive management system to ensure manufacturing safety in
accordance with applicable laws and regulations. Manufacturers not meeting relevant legal requirements
are not permitted to commence their manufacturing activities.

Pursuant to Guidelines on Good Manufacturing Practices, manufacturers of pharmaceutical
products are required to establish production safety and labor protection measures in connection with the

operation of their manufacturing equipment and manufacturing process.

Pursuant to applicable PRC laws, rules and regulations, including the Social Insurance Law (fher
fRF5 %) which became effective on July 1, 2011 and subsequently amended on December 29, 2018, the
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Interim Regulations on the Collection and Payment of Social Security Funds (ft & £ g 2 BUsCE 1706 61)
which became effective on January 22, 1999 and subsequently amended on March 24, 2019, the Interim
Measures concerning the Maternity Insurance (138 T4 & (R Bl ##1%) which became effective on
January 1, 1995 and the Regulations on Work-related Injury Insurance ( L15 & B %)) which became
effective on January 1, 2004 and were subsequently amended on December 20, 2010, employers are
required to contribute, on behalf of their employees, to a number of social security funds, including funds
for basic pension insurance, unemployment insurance, basic medical insurance, work-related injury
insurance, and maternity insurance. If an employer fails to make social insurance contributions timely
and in full, the social insurance collecting authority will order the employer to make up outstanding
contributions within the prescribed time period and impose a late payment fee at the rate of 0.05% per day
from the date on which the contribution becomes due. If such employer fails to make social insurance
registration, the social insurance collecting authority will order the employer to correct within the
prescribed time period. The relevant administrative department may impose a fine equivalent to three
times the overdue amount.

Under the Regulations on the Administration of Housing Provident Funds ({75 /A & 4 & FG A1),
promulgated by the State Council on April 3, 1999 and as amended on March 24, 2002, an employer is
required to make contributions to a housing fund for its employees.

Product Liability

In addition to the strict new drug approval process, certain PRC laws have been promulgated to
protect the rights of consumers and to strengthen the control of medical products in the PRC. Under
current PRC law, manufacturers and vendors of defective products in the PRC may incur liability for loss
and injury caused by such products. Pursuant to the General Principles of the Civil Law of the PRC (%
N BRALFNE R4 Rl ), or the PRC Civil Law, promulgated on April 12, 1986 and amended on August 27,
2009, a defective product which causes property damage or physical injury to any person may subject the
manufacturer or vendor of such product to civil liability for such damage or injury.

On February 22, 1993 the Product Quality Law of the PRC, or the Product Quality Law (413 A &
LN E B E75), was promulgated to supplement the PRC Civil Law aiming to define responsibilities
for product quality, to protect the legitimate rights and interests of the end-users and consumers and to
strengthen the supervision and control of the quality of products. The Product Quality Law was amended
by the Ninth National People’s Congress on July 8, 2000 and was later amended by the Eleventh National
People’s Congress on August 27, 2009 and the Thirteenth National People’s Congress on December 29,
2018. Pursuant to the amended Product Quality Law, manufacturers who produce defective products may
be subject to civil or criminal liability and have their business licenses revoked.

The Law of the PRC on the Protection of the Rights and Interests of Consumers (413 A R L1 [
TH 2 E %5 R 15) was promulgated on October 13, 1993 and was amended on October 25, 2013 to
protect consumers’ rights when they purchase or use goods and accept services. All business operators
must comply with this law when they manufacture or sell goods and/or provide services to customers.
Under the amendment on October 25, 2013, all business operators shall pay high attention to protect the
customers’ privacy which they obtain during the business operation. In addition, in extreme situations,
pharmaceutical product manufacturers and operators may be subject to criminal liabilities under
applicable laws of the PRC if their goods or services lead to the death or injuries of customers or other
third parties.
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PRC Tort Law

Under the Tort Law of the PRC (¢ A &I B /% #E & T 7%) which became effective on July 1,
2010, if damages to other persons are caused by defective products that are resulted from the fault of a
third party such as the parties providing transportation or warehousing, the producers and the sellers of
the products have the right to recover their respective losses from such third parties. If defective products
are identified after they have been put into circulation, the producers or the sellers shall take remedial
measures such as issuance of warning and recall of products in a timely manner. The producers or the
sellers shall be liable under tort if they cause damages due to their failure to take remedial measures in a
timely manner or have not made efforts to take remedial measures, thus causing damages. If the products
are produced and sold with known defects, causing deaths or severe damage to the health of others, the
infringed party shall have the right to claim respective punitive damages in addition to compensatory
damages.

PRC Enterprise Income Tax

Under the Enterprise Income Tax Law ({2373 8i1%), or EIT Law, which was promulgated on
March 16, 2007 and subsequently amended on February 24, 2017 and December 29, 2018, and its
implementation rules which became effective on January 1, 2008, and amended on December 29, 2018,
the standard tax rate of 25% applies to all enterprises (including FIEs) with exceptions in special
situations if relevant criteria are met and subject to the approval of the PRC tax authorities.

According to the EIT Law, dividends declared after January 1, 2008 and paid by PRC FIEs to their
non-PRC parent companies will be subject to PRC withholding tax at 10% unless there is a tax treaty
between the PRC and the jurisdiction in which the overseas parent company is a tax resident and which
specifically exempts or reduces such withholding tax, and such tax exemption or reduction is approved by
the relevant PRC tax authorities. Pursuant to the Arrangement Between the Mainland of China and the
Hong Kong Special Administrative Region on the Avoidance of Double Taxation and Prevention of Fiscal
Evasion with Respect to Taxes on Income (A1 1801 75 #5455 1l 17 L [ R A 65 7 15 4k o6 8 o AR A0 B L i s
BiMZ2BE), Notice of the State Administration of Taxation on Issues Relating to the Implementation of
Dividend Clauses in Tax Treaties ([ Z i1 48 J5) BE A LA T B Ui 1o a2 IEC 2Lk 3 A B P LA 4 ) and the
Announcement on Certain Issues with Respect to the “Beneficial Owner” in Tax Treaties (B Z i %5 48 =)
B A B ih b T 32 43 A N A BT RE R 22 45), if the non-PRC immediate holding company is a Hong
Kong tax resident and directly holds a 25% or more equity interest in the PRC enterprise and is
considered to be the beneficial owner of dividends paid by the PRC enterprise, such withholding tax rate
may be lowered to 5%, subject to approval by the relevant PRC tax authorities in accordance with relevant
tax regulations upon the assessment of beneficial ownership.

According to the EIT Law, EIT for key advanced and new technology enterprises supported by the
State shall be at a reduced tax rate of 15%.

Business Tax

A business which provides certain services or sells/transfers immovable or intangible property
within the PRC (including when either party of a transaction is within the PRC unless in specified
situations) was liable to Business Tax at rates ranging from 3% to 20% of the charges for the services
provided or immovable or intangible property sold or transferred (as the case may be). The Business Tax
rate of 3% was applicable on taxable services relating to construction, culture and sports. All other
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services generally attracted a Business Tax rate of 5%, except that services relating to entertainment are
subject to a rate ranging from 5% to 20%.

In addition, Business Tax was payable on the gross amount of all billings unless specific rules
stipulated the use of a net amount.

Value Added Tax

The Interim Regulations of the PRC on VAT ('3 A [0 B 4 (8L B 17 1), or the VAT
Regulations, came into effect on January 1, 1994 (subsequently amended on November 10, 2008,
February 6, 2016 and November 19, 2017).

Pursuant to the VAT Regulations, VAT is imposed on the goods sold in or imported into the PRC
and on processing, repair and replacement services provided within the PRC.

The pilot program of the PRC indirect tax reform was first implemented in Shanghai, the PRC,
effective from January 1, 2012 where certain industries are transformed from the Business Tax regime to
the VAT regime. The program was expanded in stages.

The MOF, and the SAT jointly promulgated the Circular on Comprehensively Promoting the Pilot
Program of the Collection of VAT in Lieu of Business Tax ([ 2 [fi 1 BH 42 S5 ol R0 (BB il S0 1) 4 ),
or the 2016 VAT Circular, on 23 March 2016, which came into effect on 1 May 2016. Pursuant to the 2016
VAT Circular, the sale of services, intangible assets or real property within the PRC (including when
either party of a transaction is within the PRC unless in specified situations) is subject to VAT instead of
Business Tax, with VAT rates being 6%, 11% or 17% and could be zero for certain specified cross border
taxable items/services, in accordance with the relevant regulations. According to Announcement on
Policies for Deepening the VAT Reform ([ A ¥R (b 38 (6 Fd o 55 A B BLUR 19 A 2 ) promulgated on March
20, 2019 and became effective on April 1, 2019, the VAT rates are revised to 6%, 9% or 13%.

A Municipal Maintenance Tax, together with Education Surcharge and a Local Education
Surcharge, are payable at a rate, in aggregate, of 6% to 12% of the VAT paid.

Intellectual Property Rights

China became a member of World Trade Organization and a party to Agreement on Trade-Related
Aspects of Intellectual Property Rights on December 11, 2001. China has also entered into several
international conventions on intellectual property rights, including without limitation, Paris Convention
for the Protection of Industrial Property, Madrid Agreement Concerning the International Registration of
Marks and Patent Cooperation Treaty.

Patents

Pursuant to the Patent Law of the PRC ("% A\ R LI B E F3%) promulgated by the Standing
Committee of the NPC on March 12, 1984, as amended on September 4, 1992, August 25, 2000 and
December 27, 2008 respectively, and effective from October 1, 2009, and the Implementation Rules of the
Patent Law of the PRC (" #E A [ 3 1 [ 2 A1) 75 B i 41 I ) promulgated by the State Council on June 15,
2001 and as amended on December 28, 2002 and January 9, 2010 respectively, there are three types of
patents in the PRC, namely invention patents, utility model patents and design patents. An invention to be
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granted as a patent shall have novelty, creativity and practicality. Biosimilars will not be able to obtain
the key composition intellectual property rights because their primary sequence is identical to the
reference drugs, which makes it inadequate for biosimilars to prove their novelty. The protection period
is 20 years for an invention patent, and 10 years for a utility model patent and design patent, commencing
from their respective application dates. Patent rights are no longer protected under PRC laws after expiry
of the validity period, and therefore competitors of the Company may develop biosimilars that are
essentially similar to what the Company is developing if they share the same primary sequence with the
reference drug whose patent has expired. Any individual or entity that utilizes a patent or conducts any
other activity in infringement of a patent without prior authorization of the patent holder shall pay
compensation to the patent holder and is subject to a fine imposed by relevant administrative authorities
and, if constituting a crime, shall be held criminally liable in accordance with the law. According to the
Patent Law of the PRC, for the purpose of public health, the State Intellectual Property Office of the PRC
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. In addition, pursuant to
the Patent Law of the PRC, any organization or individual that applies for a patent in a foreign country for
an invention or utility model patent established in China is required to report to the State Intellectual
Property Office for confidentiality examination.

The PRC laws on the protection of intellectual property rights of drugs are evolving. The Patent
Law of the PRC and the Implementation Rules of the Patent Law of the PRC are applicable to drugs
protected by patents. On January 4, 2019,the Standing Committee of the NPC issued the Amendment to
the Patent Law of the PRC (draft for comment) to seek public comment. According to the Amendment to
the Patent Law of the PRC (draft for comment), the State Council may decide to extend the term of
validity for the patent rights of innovative drugs inventions applying for commercialization in domestic
market and in overseas market simultaneously. The aggregate term of validity of patent rights for
innovative drug after commercialization must not exceed 14 years.

Trade Secrets

Pursuant to the PRC Anti-Unfair Competition Law (% A R 3L B A IE & 35 F %)
promulgated by the Standing Committee of the NPC on September 2, 1993 and as amended on November
4, 2017, the term “trade secrets” refers to technical and business information that is unknown to the
public, has utility, may create business interests or profits for its legal owners or holders, and is
maintained as a secret by its legal owners or holders. Under the PRC Anti-Unfair Competition Law,
business persons are prohibited from infringing others’ trade secrets by (1) obtaining the trade secrets
from the legal owners or holders by any unfair methods such as theft, solicitation or coercion; (2)
disclosing, using or permitting others to use the trade secrets obtained illegally under item (1) above; or
(3) disclosing, using or permitting others to use the trade secrets, in violation of any contractual
agreements or any requirements of the legal owners or holders to keep such trade secrets in confidence. If
a third party knows or should have known of the above-mentioned illegal conduct but nevertheless
obtains, uses or discloses trade secrets of others, the third party may be deemed to have committed a
misappropriation of the others’ trade secrets. The parties whose trade secrets are being misappropriated
may petition for administrative corrections, and regulatory authorities may stop any illegal activities and
fine infringing parties.

Trademarks

Pursuant to the Trademark Law of the PRC (H 3£ A [ LA B f 1% 1% ) promulgated by the Standing
Committee of the NPC on August 23, 1982, amended on February 22, 1993, October 27, 2001 and August
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30, 2013 respectively and effective from May 1, 2014, the period of validity for a registered trademark is
10 years, commencing from the date of registration. Upon expiry of the period of validity, the registrant
shall go through the formalities for renewal within twelve months prior to the date of expiry, if intending
to continue to use the trademark. Where the registrant fails to do so, a grace period of six months may be
granted. The period of validity for each renewal of registration is 10 years, commencing from the day
immediately after the expiry of the preceding period of validity for the trademark. In the absence of a
renewal upon expiry, the registered trademark shall be canceled. Industrial and commercial
administrative authorities have the authority to investigate any behavior in infringement of the exclusive
right under a registered trademark in accordance with the law. In case of a suspected criminal offense, the
case shall be timely referred to a judicial authority and decided according to law.

Environmental Protection

According to the Environmental Protection Law of the PRC (H e A\ R H: 0[5 35 PR 58 %)
promulgated by the Standing Committee of the NPC on December 26, 1989 and as amended on April 24,
2014, the Environmental Impact Assessment Law of the PRC (H 3 A R LA 3] BR 5% 5 2 54 %)
promulgated by the Standing Committee of the NPC on October 28, 2002 and as amended on July 2, 2016
and December 29, 2018 respectively, the Administrative Regulations on the Environmental Protection of
Construction Project (5% 1H H BR 58 (8 7 & #A5 4]) promulgated by the State Council on November 29,
1998 and as amended on July 16, 2017, and other relevant environmental laws and regulations,
enterprises which plan to construct projects shall engage qualified professionals to provide the
assessment reports, assessment form, or registration form on the environmental impact of such projects.
The assessment reports, assessment form, or registration form shall be filed with or approved by the
relevant environmental protection bureau prior to the commencement of any construction work.

Enterprises generating environmental pollution in the PRC must comply with the Law of the PRC
on the Prevention and Control of Water Pollution (713 A R 2LF0 5 7K 5 4L B i 1%) promulgated by the
Standing Committee of the NPC on May 11, 1984, and as amended or revised on May 15, 1996, February
28, 2008 and June 27, 2017 respectively, the Law of the PRC on the Prevention and Control of
Atmospheric Pollution (H3E A R LA B KI5 4L B iR 75 ) promulgated by the Standing Committee of
the NPC on September 5, 1987, and as amended or revised on August 29, 1995, April 29, 2000 and August
29, 2015 and October 26, 2018 respectively, the Law of the PRC on the Prevention and Control of
Pollution from Environmental Noise (™13 A [ F0 B B 5 M5 L B {6 75) promulgated by the
Standing Committee of the NPC on October 29, 1996 and effective from March 1, 1997, and as amended
on December 29, 2018, and the Law of the PRC on the Prevention and Control of Environmental Pollution
of Solid Waste (H 3 A\ [ 3701 2 [ % % 4775 YL BR % B 16 7%) promulgated by the Standing Committee of
the NPC on October 30, 1995, and as amended or revised on December 29, 2004, June 29, 2013, April 24,
2015 and November 7, 2016 respectively. The abovementioned laws regulate extensive issues in relation
to the environment protection including waste water discharge, air pollution control, noise emission and
solid waste pollution control. Pursuant to these laws, all the enterprises that may cause environmental
pollution in the course of their production and business operation shall introduce environmental
protection measures in their plants and establish a reliable system for environmental protection.

The Administration of Land
The administration of land in China is governed by the PRC Land Administration Law (1% A &

AN + A R IE), which was passed by the Standing Committee of the National People’s Congress on
June 25, 1986 and came into effect on January 1, 1987, and was revised or amended on December 29,
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1988, August 29,1998 and August 28,2004. According to Provisional Regulations of the People’s
Republic of China concerning the Grant and Assignment of the Right to Use State Land in Urban Areas
(P N R M [ Ik B R A D R o SRR R T 1T 6 41, the maximum terms of grants of the right

to use land for industrial purposes is 50 years.
RELEVANT LAWS AND REGULATIONS OF TAIWAN

The following is a summary of the most significant aspects of Taiwan laws and regulations relating
to our business operations in Taiwan.

License, Registrations and Permits
Investments in the PRC

According to Article 35 of the Act Governing Relations between the Peoples of the Taiwan Area
and Mainland Area (the “Act”), Taiwanese nationals or entities may make investments or conduct
technology cooperation in the PRC after obtaining the approval of the Ministry of Economic Affairs (the
“MOEA”). Based on the Act, the MOEA published the Regulations Governing Permission of Investment
or Technical Cooperation with China (7E K [P b [5 ¢ S5 £ & s Bl 5 1E 77 AT ##Fi%) and the Reviewing
Principles of Investment or Technical Cooperation with China (£ [P Ml [ 1¢ =5 4% & 5l 452 1l 5 1 5 25 i
HJ) (collectively, the “Regulations”). The MOEA also announced a list of businesses related to
international conventions, national security, major infrastructure projects and industrial developments in
which Taiwanese nationals or legal persons may not invest or conduct technology cooperation in the PRC.
Items not identified on such list are regarded as general items in which investment is permitted subject to
approval by the Investment Commission of the MOEA (the “IC”).

Under Article 4 of the Regulations Governing Permission of Investment or Technical Cooperation
with China, “investment” includes incorporating a new company, acquisition of shares in an existing
company and so on. Furthermore, if a Taiwanese national or entity directly or indirectly holds shares in a
company incorporated in a third area and serves as a director, supervisor or officer (or a similar role) of
such third area company, or holds more than 10% of the shares in such third area company, which in turn
makes an “investment” in the PRC, the Taiwanese national or entity should also be subject to the
requirements of the Act and the Regulations.

According to the Regulations, when a Taiwanese individual or company intends to invest directly
or indirectly whether by itself or through companies that it invests in, in the PRC or provide technology,
patents and other intellectual property rights to PRC individuals or entities, generally speaking, it is
required to obtain a prior approval from the IC, except in the event that the investment is made to a certain
PRC enterprise with an aggregate amount of US$1 million or less, in which case only a post-investment
filing within six months after the completion of investment with the IC for record is required.

In addition, the Regulations set out the following caps of investment that may be made by a
Taiwanese individual or company:

(a) in the case of an individual, US$5 million per year;

(b)  in the case of a small and medium-sized enterprise, either (i) 60% of its net value or
consolidated net value or (ii) NT$80,000,000, whichever is higher; and
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(c) in the case of other enterprises: 60% of its (i) net value or (ii) consolidated net value,
whichever is higher.

If the Taiwanese individual or company meets any of the following conditions, the abovementioned
investment cap would not apply:

(a)  the enterprise has obtained the operational headquarters recognition letter from the MOEA;

(b)  the enterprise is a subsidiary of a multi-national corporation that meets certain requirements
on revenue, geographic presence and corporate structure; or

(c)  the Taiwanese individual or company holds more than 10% of the shares issued by a foreign
company that is listed or traded in Taiwan or acts as the director, supervisor or officer of
such foreign company and the foreign company makes investments in the PRC.

Any failure by a direct or indirect Taiwanese shareholder of our Company to obtain such prior
approval or make such post-investment filing with the IC for making investments in the general business
categories other than the ones explicitly prohibited by the IC would cause such shareholder to be subject
to an administrative fine of between NT$50,000 and NT$25,000,000, or in addition thereto, an order that
the violation shall be terminated or rectified within a specified time limit; failure to terminate or rectify
by such time limit would result in imposition of consecutive fines. Such failure by the Taiwanese
shareholder(s) of our Company to obtain prior approval or make post-investment filing with the IC (i)
would not affect the effectiveness of the subscription or acquisition of the shares in our Company by such
shareholder and (ii) has not, and under the Regulations, will not, cause any liabilities to be incurred by, or
legal or governmental proceedings or any other action, suit, inquiry, investigation or proceeding to be
commenced against our Company (and its Directors) and other non-Taiwanese shareholders. The IC may
request the violator to terminate or rectify the violation by withdrawing such illegal investments from the
PRC.

Labor and Working Safety
Labor Standards Act

The Labor Standards Act (the “LSA”) set forth the local minimum, compulsory and restrictive
requirements and is the basis of major labor laws and regulations in Taiwan. Employment terms and
conditions agreed to by an employer and an employee should be no less favorable than the
minimum/mandatory requirements set forth under the LSA, otherwise they are null and void and will be
superseded by the corresponding provisions prescribed under the LSA.

The requirements for employment conditions under the LSA mainly include “employment contract
and its termination”, “salary”, “days off”, “work hours and overtime”, “break, public holidays, annual
leave and statutory leave”, “labor insurance”, “retirement and statutory pension schemes”,
“compensation for occupational hazards” and “establishment of work rules”. For employment terms and
conditions not stated in an employment contract or the employer’s work rules/policies, the legal
minimum/mandatory requirements under the LSA shall apply. For employment terms and conditions
provided in an employment contract or the employer’s work rules/policies which are more favorable than

the LSA requirements, such favorable terms and conditions shall prevail.
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Labor Pension Act

According to the Labor Pension Act, for employees who are hired on or after July 1, 2005, an
employer is required to contribute each month an amount equivalent to at least 6% of each employee’s
monthly wage into the employee’s personal pension fund account at the Bureau of Labor Insurance.

Occupational Safety and Health Act and Regulations Governing the Occupational Safety and Health

According to Article 23 of the Occupational Safety and Health Act (the “OSH Act”) and Paragraph
1 of Article 12-1 of the Regulations Governing the Occupational Safety and Health (the “OSH
Regulations”), an employer should stipulate an occupational safety and health management plan based
on the scale and characteristics of each business unit; an employer with fewer than 30 employees may
stipulate the implementation records or documents of safety and health management as an alternative of
such plan. If such employer fails to do so and fails to make any improvement within the given period set
by the regulator, pursuant to Article 45 of the OSH Act, it should be subject to an administrative fine of no
less than NT$30,000 and no more than NT$150,000.

According to Article 34 of the OSH Act, an employer should prepare, in consultation with labor
representatives, appropriate safety and health work rules which suit their needs. These rules should be
posted and implemented after a copy has been submitted to a labor inspection agency for record. If such
employer fails to do so and fails to make any improvement within the given period set by the regulator,
pursuant to Article 45 of the OSH Act, it should be subject to an administrative fine of no less than
NT$30,000 and no more than NT$150,000.

National Health Insurance Act and Labor Insurance Act

Under the National Health Insurance Act and Labor Insurance Act, an employer should enroll all
employees in the statutory insurance (i.e., national health insurance and labor insurance) from the first
day of their employment.

Taxes
The statutory corporate income tax rate applicable to us in Taiwan is 20%.
Foreign Exchange Restrictions

According to the Foreign Exchange Regulation Act and the Regulations Governing the Declaration
of Foreign Exchange Receipts and Disbursements or Transactions, a company may acquire and remit
foreign currency of up to US$50 million per year (including proceeds from the sale of shares) into and out
of Taiwan. If the company exceeds the aforesaid threshold, it has to apply for an approval from the
Central Bank of China (“CBC”). In the event that the remittance amount reaches US$1 million or more,
the company will be required to provide supporting documentation to the satisfaction of the remitting
bank. If the transaction amount is NT$500,000 or more in a single transaction, it should be declared on a
CBC-prescribed form, but this is typically a standard procedure managed by the local bank handling the
transaction.

Trademark Protection

In respect of the acquisition of trademark rights, the Taiwan Trademark Act adopts the registration
protection system, which provides that a company’s trademark will not be protected by the law until an
application for registration of the trademark has been filed pursuant to the law. Furthermore, in Taiwan,
the first-to-file principle is adopted, meaning that the sequence of the acquisition of rights depends on the
sequence of the examination of trademark applications. Where applications for registration of an
identical trademark or similar trademark(s) designated for the same or similar goods have been filed, the
application that is first filed shall be granted registration.
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OVERVIEW

We are a clinical-stage biopharmaceutical company dedicated to developing and commercializing
innovative oncology drugs and therapies. Our mission is to build a leading brand name of oncology
treatments trusted by patients and their families as well as medical professionals in China.

The history of our business can be traced back to December 2009 when our Company was
incorporated in Hong Kong which in turn incorporated TOT Suzhou in July 2010, with a strategic goal of
developing and commercializing oncology drugs (both biological and chemical drugs). Over the years,
this strategic goal has evolved into our open platform business model, in which we have equipped
ourselves with full industry value chain capabilities in the R&D, clinical trials, manufacturing and
commercialization of oncology drugs. See “Business — Our Strengths — Proven open platform business
model empowered by strong and integrated capabilities covering the full oncology drug industry value
chain” for details.

Since then, the Company received funding from various rounds of issuance of common and
preferred equity securities and the Convertible Bonds to existing shareholders and additional
sophisticated investors between 2011 and 2018. In March 2013, our Company acquired Shengyang
Biopharm and began controlling TOT Shanghai, which was initially established by TTY Biopharm in
2010 to conduct early stage discovery for new drugs.

We have a comprehensive product pipeline of mAbs, ADCs, oncolytic virus products, and specialty
oncology drugs (including liposome drugs). As of the Latest Practicable Date, we had a portfolio
consisting of seven biological drug candidates and five chemical drug candidates, including four
biological drug candidates in clinical stage.

OUR BUSINESS MILESTONES

The following sets forth certain key business development milestones of our Group:

Year Key Milestones
2009 Our Company was incorporated.
2010 TOT Shanghai and TOT Suzhou were incorporated, with their business scope

being the R&D of anti-tumor biological and chemical drugs.
We commenced R&D of an anti-VEGF mAb drug for the treatment of mCRC.

We acquired land use rights of certain property in Jiangsu Province, the PRC,
where our headquarters and the Suzhou Production Center are located.

2011 Our Company completed its initial equity financing from TTY Biopharm,
Centerlab, Prime Success, Yuanta Venture Capital, Vaxcel and Vaxgen at a

valuation of US$33.0 million.

We began to build our R&D team and submitted the IND applications to NMPA
for TOZ309 and TOM312.
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Year

2012

2014

2015

2016

2017

2018

Key Milestones

We commenced the construction of facilities for the production of new
anti-tumor drugs.

We began to build our sales and marketing team in order to market S-1, an
oncology drug of Taiho Pharmaceutical, in China. This allowed us to gradually
gain sales and marketing capabilities in preparation for the commercialization
of our drug candidates, including TABOOS, our Core Product. See “Business —
Our Strategies — Commercialize TAB008” for details of how we plan to
leverage our proven sales and marketing capabilities to commercialize
TABOO0S.

TOT Suzhou completed the construction of its No. 1 Campus research and
production facilities and commenced operations.

We obtained the notices of acceptance from NMPA for TAB0OOS and TADO11.
Centerlab, Prime Success, Vivo Capital, Formosa Lab and Miramonte acquired
Shares from TTY Biopharm, valuing our Group at NT$2.2 billion
(approximately US$66.7 million) at the time. TTY Biopharm ceased to be our
Shareholder.

We obtained the clinical trial approval for TOM312.

We obtained clinical trial approvals for three research projects, including
TABOO8 mAb injection, TADO11 mAb injection and TOZ309.

TOT Suzhou entered into a CDMO agreement with Kintor Pharmaceutical, as
part of the pilot program for MAH collaborations, recognizing our quality by

national authority.

TOT Suzhou commenced Phase III clinical trials for TABOO8, our Core
Product.

TOT Suzhou obtained clinical trial approval for TABO14 mAbD injection.
TOT Suzhou licensed out TABO14 in China.

We completed the issuance of two tranches of the Convertible Bonds, together
raising US$30.0 million.

We completed the issuance of the third tranche of Convertible Bonds raising
US$15.0 million.

TOT Suzhou obtained clinical trial approval for TAAO13.
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Year Key Milestones

We completed the issuance of the Class B Preferred Shares raising a total of
US$57.0 million and valuing our Group at US$327.0 million. TOT Suzhou
completed the construction of its No. 2 Campus research and development and
manufacturing facilities and commenced operations.

2019 We submitted the ANDA for TOZ309, which was accepted by the NMPA in
July 2019.

CORPORATE DEVELOPMENT
Our Company

Our Company was incorporated as a company with limited liability on December 4, 2009 under the
laws of Hong Kong. Our company is the holding company of our subsidiaries and its principal business
activity is investment holding with an initial authorized share capital of US$1.00 divided into 1 Share of
a par value of US$1.00 each. Our initial shareholder was TTY Biopharm, a pharmaceutical company
listed on the Taipei Exchange. Over time, our shareholding structure had evolved mainly as a result of the
issuance of common and preferred equity securities, the Convertible Bonds and TTY Biopharm’s
divestment of all the Shares it and its affiliate held in 2015. See “— Major Changes to Our Company’s
Issued Share Capital Since Its Establishment — TTY Biopharm’s Divestment in December 2015 and
Further Equity Financing in 2016” for details of the changes in the issued share capital of our Company
during the relevant time.

Our Subsidiaries
Our business is substantially operated through our operating entities in the PRC and Taiwan. The

following table sets forth certain information of all our subsidiaries, all of which are our wholly-owned
subsidiaries, as of the Latest Practicable Date:

Date of
Incorporation and
Name of Place of Commencement
Company Incorporation of Business Principal Business Activities
TOT Suzhou PRC July 5, 2010 Research and development,
manufacturing and sales of
new drugs
TOT Taipei Taiwan March 14, 2016 Research and development,
business development, public
relations and project
management
TOT Shanghai PRC April 14, 2010 Research and development —
early stage drug discovery
Dongyang Jiangsu PRC February 11, 2009 Owning one property in
Shanghai
Shengyang Hong Kong June 24, 2008 Investing company

Biopharm
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The business of our Group was primarily conducted through TOT Suzhou, TOT Taipei and TOT
Shanghai during the Track Record Period. Shengyang Biopharm is an investment holding company
through which we hold TOT Shanghai and Dongyang Jiangsu. Dongyang Jiangsu holds a property in
Shanghai and has no other operations. We acquired the entire equity interest of Shengyang Biopharm in
March 2013 for a consideration of US$2,906,415. The consideration was determined based on arm’s
length negotiation with reference to the original investment amount.

TOT Suzhou

TOT Suzhou was incorporated by our Company as a limited liability company in the PRC on July
5, 2010. Our main research and development, manufacturing and sales functions are operated through
TOT Suzhou.

TOT Suzhou had an initial registered capital of US$27,000,000. The registered capital of TOT
Suzhou increased to US$171,000,000 in August 2018. As of the Latest Practicable Date, our Company
had contributed US$159,000,000 to the registered capital of TOT Suzhou with the rest to be fully
contributed by August 10, 2020.

TOT Shanghai

TOT Shanghai was incorporated by Shengyang Biopharm as a limited liability company in the PRC
on April 14, 2010. TOT Shanghai operates a laboratory in Shanghai and is focusing on early stage drug
discovery.

TOT Shanghai had an initial registered capital of US$730,000. The registered capital of TOT
Shanghai was increased to US$3,730,000 in August 2013. Shengyang Biopharm had contributed all the
US$3,730,000 in the registered capital of TOT Shanghai by September 16, 2013.

TOT Taipei

TOT Taipei was incorporated as a company limited by shares in Taiwan on March 14, 2016. TOT
Taipei is primarily engaged in business development, public relations and financial management.

TOT Taipei had an initial registered capital of NT$100,000,000. The registered capital of TOT
Taipei was increased to NT$400,000,000 in October 2018. As of the Latest Practicable Date, our
Company had contributed NT$230,000,000 in the registered capital of TOT Taipei.

MAJOR ACQUISITIONS, DISPOSALS AND MERGERS

During the Track Record Period and until the Latest Practicable Date, except as otherwise
disclosed in this section, we did not conduct any acquisitions, disposals or mergers that we consider to be
material to us.
REASONS FOR THE LISTING

As the Group is engaged in the research and development of innovative biological and chemical

drugs, the capital needs are large. The Listing could improve the financing opportunities for funding
significant research and development expenditures. In addition, by granting the key personnel of the
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Group share-based compensations of a listed company, the Group will be able to better incentivize these
key personnel. Accordingly, the Board has decided that it would be in the best interest of the Company to
be listed on the Stock Exchange as disclosed in the sections headed “Business — Our Strategies” and

“Future Plans and Use of Proceeds” in this prospectus.

MAJOR CHANGES TO OUR COMPANY’S ISSUED SHARE CAPITAL SINCE ITS
ESTABLISHMENT

Overview

Mainly to fund our research and development working capital needs and introduce institutional
investors that have industry expertise, our Company underwent several rounds of equity financing prior to
the Track Record Period and issued the Convertible Bonds and the Class B Preferred Shares during the
Track Record Period. All issuances of equity securities and the Convertible Bonds were at considerations
determined following arm’s length negotiations between our Company and the relevant investors, taking
into account the timing of the investments and the status of our business and operating entities at the

relevant time.
Initial Equity Financing in 2011

Prior to the initial round of equity financing, the paid-in capital of our Company was US$1.00
contributed by TTY Biopharm. Pursuant to a share subscription agreement dated December 2010, TTY
Biopharm and its then subsidiary Xudong Haipu, Centerlab, BioEngine Venture Capital Inc., Prime
Success, Yuanta Venture Capital, Vaxcel and Vaxgen subscribed for a total of 32,999,999 Shares at US$1
per Share, completed in 2011 following which our shareholding structure was as follows:

% of Total

Number of Issued Share

Shareholder Shares Capital
(%)

TTY Biopharm 11,500,000 34.85
Xudong Haipu (subsidiary of TTY Biopharm at the time) 2,000,000 6.06
Centerlab 7,300,000 22.12
BioEngine Venture Capital Inc. 6,200,000 18.79
Vaxcel 800,000 2.42
Vaxgen 1,600,000 4.85
Prime Success 3,000,000 9.09
Yuanta Venture Capital 600,000 1.82
Total 33,000,000 100.00
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Subsequent Equity Financing between 2012 and November 2015

To fund our ongoing funding needs for research and development, other working capital and
capital expenditures needs, subsequent to the initial round of equity financing in 2011, between
December 2012 and November 2015, we issued additional Shares to our then existing shareholders or
their affiliates at US$1 each, raising a total of US$33.0 million. In 2014, BioEngine Venture Capital Inc.
transferred (1) 9,593,100 Shares to Centerlab, and (2) 1,398,000 Shares to BioEngine, each at US$1 per
Share. TTY Biopharm also transferred all its Shares to its subsidiary Xudong Haipu at US$1 per Share in
July 2014 as an internal asset transfer of TTY Biopharm. Following completion of these subsequent

equity financing and transactions between 2011 and 2015, our Company’s shareholding structure was as

follows:
% of Total
Number of Issued Share
Shareholder Shares Capital
(%)
Xudong Haipu (subsidiary of TTY Biopharm at the time) 23,931,900 36.26
Centerlab 28,670,100 43.44
BioEngine 1,398,000 2.12
Vaxcel 1,600,000 2.42
Vaxgen 3,200,000 4.85
Prime Success 6,000,000 9.09
Yuanta Venture Capital 1,200,000 1.82
Total 66,000,000 100.00

TTY Biopharm’s Divestment in December 2015 and Further Equity Financing in 2016

To the best knowledge of the Company, after the re-election of TTY Biopharm’s chairman,
directors and supervisors in June 2014, TTY Biopharm and our other shareholders at the time believed
that they no longer shared the same growth strategy for the Group and thus entered into discussions in

respect of TTY Biopharm’s exit from the Company.
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In December 2015, TTY Biopharm’s subsidiary Xudong Haipu sold its Shares, being 23,931,900

Shares, representing 36.3% of the issued share capital at the time, to Centerlab, Prime Success, Vivo
Capital Fund VIII, L.P., Vivo Capital Surplus Fund VIII, L.P., Formosa Lab and Miramonte for a total
consideration of NT$786,747,257 (US$24,185,283) being approximately US$1.00 per Share. This
valuation was determined based on arm’s length negotiations between TTY Biopharm and the purchasers.
Following completion of such divestment, the shareholding structure of our Company was as follows:

% of Total

Number of Issued Share

Shareholder Shares Capital
(%)

Centerlab 32,270,100 48.89
BioEngine 1,398,000 2.12
Vaxcel 1,600,000 2.42
Vaxgen 3,200,000 4.85
Prime Success 9,413,308 14.26
Yuanta Venture Capital 1,200,000 1.82
Formosa Lab 2,000,000 3.03
Vivo Capital Fund VIII, L.P. 12,229,803 18.53
Vivo Capital Surplus Fund VIII, L.P. 1,688,789 2.56
Miramonte 1,000,000 1.52
Total 66,000,000 100.00

Subsequent to TTY Biopharm’s subsidiary Xudong Haipu’s divestment of our Shares in December

2015, between March 2016 and June 2016, we further issued new Shares to our then existing shareholders
or their affiliates and also to Cathay Venture at US$1 each, raising a total of US$18.0 million. Following
completion of such further equity financing, the shareholding structure of our Company was as follows:

% of Total

Number of Issued Share

Shareholder Shares Capital
(%)

Centerlab 37,703,292 44.88
BioEngine 1,398,000 1.67
Vaxcel 1,600,000 1.90
Vaxgen 4,073,000 4.85
Prime Success 11,980,308 14.26
Yuanta Venture Capital 2,200,000 2.62
Formosa Lab 2,545,400 3.03
Vivo Capital Fund VIII, L.P. 17,573,333 20.92
Vivo Capital Surplus Fund VIII, L.P. 2,426,667 2.89
Miramonte 1,000,000 1.19
Cathay Venture 1,500,000 1.79
Total 84,000,000 100.00
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Issuance of the Convertible Bonds in 2017 and 2018

In January and March 2017 and January 2018, we issued three tranches of the Convertible Bonds to

our then existing shareholders, raising US$45.0 million in aggregate. Key terms of the Convertible Bonds

are set out below:

Total Principal Value:

Coupon rate:

Maturity Date:

Conversion Price:

Conversion:

US$45 million

8.00% per annum, payable on the earlier of (a) the date of
redemption; (b) the Maturity Date

January 18, 2019, March 23, 2019 and October 23, 2019 as
applicable

In respect of the Subscription Event (as defined below), shall be
calculated by multiplying the price per share at which subscribers
for Class B Preferred Shares paid for such shares by a factor of
0.8

The Convertible Bonds were automatically converted into Class A
Preferred Shares on the date of completion of the subscription of
Class B Preferred Shares, as agreed in the subscription agreement
in respect of the Class B Preferred Shares (“Subscription
Event”).

Accordingly, all outstanding Convertible Bonds were converted
into 25,417,983 Class A Preferred Shares in September 2018 at a
Conversion Price of US$1.7704 per Class A Preferred Share when
we completed the issuance of Class B Preferred Shares.

See “— Principal Terms of the Class A Preferred Shares and Class B Preferred Shares” for details
of the rights attached to Class A Preferred Shares.

Issuance of the Class B Preferred Shares in 2018

We completed the issuance of Class B Preferred Shares in September 2018. Our Company issued

25,756,893 Class B Preferred Shares, representing 19.05% of our Company’s then total issued and

outstanding share capital on an as-converted basis, for an aggregate consideration of approximately
US$57.0 million, or US$2.2130 per Class B Preferred Share. See “— Principal Terms of the Class A
Preferred Shares and Class B Preferred Shares” for details of the rights attached to the Class B Preferred
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Shares. Following completion of the issuance of the Class B Preferred Shares and the conversion of the
Convertible Bonds into Class A Preferred Shares, our Company’s shareholding structure was as follows:

Class A Class B % of Total
Ordinary Preferred Preferred Share
Shareholder Shares Shares Shares Capital*
(%)
Centerlab'" 37,703,292 11,999,147 — 36.77
BioEngine'" 1,398,000 — — 1.03
Vivo Capital Fund VIII, L.P.*) 17,573,333 5,392,473 — 16.99
Vivo Capital Surplus Fund VIII, L.P.? 2,426,667 744,636 — 2.35
Prime Success® 11,980,308 3,766,969 451,875 11.98
Advantech Capital V® — 513,484 13,556,259 10.41
Vaxon® 1,600,000 1,581,563 — 2.35
Vaxgen® 4,073,000 — — 3.01
Yuanta Venture Capital‘® 2,200,000 941,273 903,752 2.99
Yuanta Securities HK® — — 1,355,625 1.00
Prosperity SPV1 L.P.7") — — 2,259,377 1.67
Formosa Lab 2,545,400 — — 1.88
Miramonte 1,000,000 — — 0.74
Cathay Venture 1,500,000 478,438 — 1.47
Fu Chuang Limited (& 84 FR 2 H]) — — 3,615,002 2.68
Liu, Yifeng (%% 14) — — 2,711,252 2.01
CDIB — — 903,751 0.67
Total 84,000,000 25,417,983 25,756,893 100.00
Notes:
* All percentages assume all classes of Preferred Shares are converted into Shares.

(1) BioEngine is owned as to 30.91% by Centerlab.

(2) The general partner of both Vivo Capital Fund VIII, L.P. and Vivo Capital Surplus Fund VIII, L.P. is Vivo Capital
VIII, LLC.

3) Wholly-owned by Chengwei Evergreen Capital, L.P., whose general partner is Chengwei Evergreen Management,
LLC.

(4) Wholly-owned by Advantech Capital IT L.P., whose general partner is Advantech Capital Partners II Limited.

(5) Controlled by Yuanta Construction.

(6) Wholly-owned by Yuanta Financial.

(7) The general partner of this fund is China Universal (Cayman) GP Limited.

- 168 —



HISTORY AND DEVELOPMENT

Exercise of Pre-IPO Share Options in 2019

In July to August 2019, five Pre-IPO Share Option Scheme participants (including Ms. Yeh-Huang,
Chun-Ying, a Director) exercised part of their respective Pre-IPO Share Options, following which a total
of 2,267,500 Ordinary Shares were issued on September 6, 2019. See “Statutory and General Information
— E. Pre-IPO Share Option Scheme” in Appendix V to this prospectus for details.

Conversion of Preferred Shares into Ordinary Shares

According to confirmations given to our Company by all the Preferred Shareholders in April 2019,
all the Class A Preferred Shares and Class B Preferred Shares will be converted into Ordinary Shares
immediately prior to the Capitalization Issue at a conversion ratio of 1:1, which was determined in
accordance with the terms of conversion set out in our then articles of association. The following sets
forth our Company’s shareholding structure following the aforesaid conversion and immediately prior to
the Capitalization Issue:

% of Total

Issued Share

Shareholder Shares Capital
(%)

Centerlab 49,702,439 36.16
BioEngine‘" 1,398,000 1.02
Vivo Capital Fund VIII, L.P.® 22,965,806 16.71
Vivo Capital Surplus Fund VIII, L.P.%* 3,171,303 2.31
Prime Success® 16,199,152 11.79
Advantech Capital V& 14,069,743 10.24
Vaxon®’ 3,181,563 2.31
Vaxgen®’ 4,073,000 2.96
Yuanta Venture Capital® 4,045,025 2.94
Yuanta Securities HK® 1,355,625 0.99
Prosperity SPV1 L.P.” 2,259,377 1.64
Formosa Lab 2,545,400 1.85
Miramonte 1,000,000 0.73
Cathay Venture 1,978,438 1.44
Fu Chuang Limited (& 814 PR 7)) 3,615,002 2.63
Liu, Yifeng (%]%114) 2,711,252 1.97
CDIB 903,751 0.66
Pre-TPO Share Option Scheme participants 2,267,500 1.65
Total 137,442,376 100.00

Notes:
(1) BioEngine is owned as to 30.91% by Centerlab.

(2) The general partner of both Vivo Capital Fund VIII, L.P. and Vivo Capital Surplus Fund VIII, L.P. is Vivo Capital
VIII, LLC.
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(3) Wholly-owned by Chengwei Evergreen Capital, L.P., whose general partner is Chengwei Evergreen Management,
LLC.

(4) Wholly-owned by Advantech Capital IT L.P., whose general partner is Advantech Capital Partners II Limited.
(5) Controlled by Yuanta Construction.
(6) Wholly-owned by Yuanta Financial.

(7) The general partner of this fund is China Universal (Cayman) GP Limited.

Principal Terms of the Class A Preferred Shares and Class B Preferred Shares

Terms Class A Preferred Shares Class B Preferred Shares
Cost per Preferred Share US$1.7704 (or US$0.5069 US$2.2130 (or US$0.6337
as adjusted for the as adjusted for the
Capitalization Issue) Capitalization Issue)
Date of the agreement(s)/ date of July 6, 2018 July 6, 2018
conversion
Funds raised by the Group US$45,000,000 (being the US$57,000,000
(approximate) total funds raised from the
issuance of the Convertible
Bonds)
Corresponding valuation of the US$261,600,000 US$327,000,000
Company (on a fully-diluted and
as-converted basis)
Last date on which investment was January 26, 2018 (being the September 25, 2018
fully settled total funds raised from the
issuance of the Convertible
Bonds)
Conversion ratio into Shares See “— Special Rights of all Preferred Shareholders —

Anti-Dilution Right.”

Discount to the Offer Price (based on 43.61% 29.50%
the Offer Price of HK$7.05 per Share,

being the mid-point of the indicative

Offer Price range)"
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Terms

Class A Preferred Shares Class B Preferred Shares

Use of Proceeds from the Convertible Under the terms of the Convertible Bonds and the subscription

Bonds and the Class B Preferred agreement with respect to our Class B Preferred Shares, we are

Shares

required to use the proceeds for general working capital. We
have applied such proceeds raised to our research and
development and other working capital use. As of the Latest
Practicable Date, approximately 90.12% of the net proceeds
from the Convertible Bonds and the Class B Preferred Shares
had been utilized.

Strategic benefits the Convertible Our Directors are of the view that our Company had benefited
Bonds and the Class B Preferred from the additional capital provided by the issuance of the
Shares brought to our Company Convertible Bonds and the Class B Preferred Shares and the

Note:

industry knowledge and experience of the relevant investors.

calculated based on the exchange rate of US$1.00 to HK$7.8430 for illustrative purpose only.

The Shareholders’ Agreement

All rights and obligations of our Company and our Shareholders and Preferred Shareholders are set

forth in the Shareholders” Agreement. Key terms of the special rights conferred to our Shareholders and

our Preferred Shareholders are set forth below.

Special Rights conferred to all our Shareholders and Preferred Shareholders

All of our Shareholders and Preferred Shareholders have the following special rights:

Preemption Rights. If our Company issues new equity securities, each Shareholder and
each Preferred Shareholder will have the right to subscribe for a pro rata share of such new
securities at the same price and on the same terms and conditions specified in the notice

given by our Company in relation to such new issue of equity securities.

Right of First Offer. If any Shareholder or Preferred Shareholder wishes to transfer its
equity interest in our Company (the “Transferred Shares”), it must first notify all other
Shareholders and Preferred Shareholders of the nature, amount and value of the Transferred
Shares, the identity of the proposed transferee and the proposed cash price that the proposed
transferee is willing to pay for the Transferred Shares. Such notice shall be an irrevocable
offer to the recipients of such notice to acquire the Transferred Shares which shall expire
only if the recipients indicate their non-acceptance of the offer or they do not accept the
offer within the prescribed period.

Tag-Along Rights. If a Shareholder or a Preferred Shareholder holding more than 20% of

the issued share capital of our Company offers to sell all or part of its shareholding in our
Company (the “selling shareholder”), the other Shareholders and Preferred Shareholders
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may tag-along to sell such proportion of their shareholding pro rata to that being sold by the
selling shareholder provided that they have not exercised their right of first offer under the

Shareholders’ Agreement.

° Information Rights and Inspection Rights. Shareholders or Preferred Shareholders
holding more than 10% of the total issued share capital of our Company have the right to
review our financial information, inspect our facilities and properties, examine our books

and records and contact our relevant staff.

° Director Nomination Rights. Our Company shall have a total of nine Directors. The

following Shareholders have the right to nominate candidates to our Board:

Centerlab: 2 Directors
Prime Success: 1 Director
Vaxgen and Vaxon: 1 Director
Vivo Capital: 2 Directors
Advantech Capital V: 1 Director

Special Rights of all Preferred Shareholders

In addition to the above special rights, Preferred Shareholders are entitled to the following special

rights:

° Anti-Dilution Right.

° Conversion Right. Preferred Shareholders are entitled to convert their Class A
Preferred Shares and Class B Preferred Shares as the case may be, into Shares at any

time at the Conversion Ratio;

The Conversion Ratio is calculated as follows:

i. if the price at which new Shares are issued (“New Shares Issue Price”) is
higher than the original subscription price of Class B Preferred Shares (“Class
B Subscription Price”), there will be no adjustment required and the
Conversion Ratio is 1:1.

ii. If the New Shares Issue Price is higher than the price at which Class A
Preferred Shares were converted into (“Class A Subscription Price”) but

lower than the Class B Subscription Price:

o the Conversion Ratio of Class A Preferred Shares into Shares is 1:1
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o the Conversion Ratio of Class B Preferred Shares into Shares is

calculated as follows:

Conversion Ratio: total issued Shares + new Shares Class B
Preferred Shareholders are entitled to at the
Class B Subscription Price

total issued Shares + new Shares to be
issued pursuant to the New Shares Issue Price

iii.  if the New Share Issue Price is lower than Class A Subscription Price

. the Conversion Ratio of Class A Preferred Shares into Shares will be

calculated as follows:

Conversion Ratio: total issued Shares + new Shares Class A
Preferred Shareholders are entitled to at the
Class A Subscription Price

total issued Shares + new Shares to be
issued pursuant to the New Shares Issue Price

o the Conversion Ratio of Class B Preferred Shares into Shares is
calculated as follows:

Conversion ratio: total issued Shares + new Shares Class B
Preferred Shareholders are entitled to at the
Class B Subscription Price

total issued Shares + new Shares to be
issued pursuant to the New Shares Issue Price

As the Offer Price (assuming no Capitalization Issue) is higher than the Class A Preferred
Share conversion price and the Class B Preferred Share subscription price, the Conversion
Ratio is 1:1.

Reserved Matters. Matters that require the approval of no less than 50% of each class of the
Class A Preferred Shareholders and Class B Preferred Shareholders include but are not
limited to: ratification of, and amendment to, the articles of association or other
constitutional documents of our Company; changes to our Company’s capital structure;
merger, spin-off, reorganization, bankruptcy, dissolution, liquidation, winding-up or other
similar procedures involving our Company; any direct or indirect restriction on or
modification to any right or obligation of the Class A Preferred Shares and Class B Preferred
Shares; approval of share dividends or other distributions; amendments to our Company’s
dividend policy; certain related party transactions; approval of or amendment to
compensation of senior management and employees.
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° Drag-Along Right. Provided that the Class B Preferred Shareholders have not exercised
their Redemption Option (as defined below), in the event a Redemption Event (as defined
below) has occurred, with the written approval by the majority of all Class A Preferred
Shareholders and the majority of all Class B Preferred Shareholders, where an offer has
been made to any Preferred Shareholder or to our Company by a third party to acquire the
shares or assets of our Company, they may request the other Shareholders or Preferred
Shareholders to sell their Shares or Preferred Shares or agree to sell such assets of our
Company upon the terms offered by such third party, provided that the consideration offered
by the third party values our Company at least US$500 million.

° Liquidation Preference. Preferred Shareholders have preferential rights to any remaining
assets or surplus funds of our Company upon its liquidation over other Shareholders.

° Auditor recommendation. Preferred Shareholders are entitled to recommend independent

auditors to our Company.
Special Rights of Class B Preferred Shareholders

In addition to the special rights of the Shareholders and Class A Preferred Shareholders, Class B

Preferred Shareholders are also entitled to the following rights:

° Redemption Option. The Class B Preferred Shareholders may exercise their redemption
option (the “Redemption Option”) and request our Company to buy-back their Class B
Preferred Shares if (i) our Company fails to consummate a Qualified IPO (as defined below)
or a Qualified M&A (as defined below) on or before September 25, 2022, being 48 months
anniversary after the closing of the issuance of the Class B Preferred Shares; (ii) due to
certain outstanding litigation, the sponsor (or underwriters) reasonably believes that the
Company cannot complete a Qualified IPO (as defined below) on or before September 25,
2022; or (iii) Centerlab, BioEngine and/or any member of the Group has materially breached
applicable laws, the Shareholders’ Agreement and/or the Articles of Association (the
Redemption Option in the case of (ii) and (iii), the “Other Redemption Rights™) ((i), (ii)
and (iii) together, the “Redemption Events”).

. A “Qualified IPO” means a listing of the Company on a stock exchange recognized
by the majority of all Class A Preferred Shareholders and the majority of all Class B
Preferred Shareholders with (i) a market capitalization of no less than US$500
million (or an equivalent amount in the local currency) and a capital raising of no less
than US$100 million (or an equivalent amount in the local currency), if such
Qualified IPO occurs on or before September 25, 2020; or (ii) a market capitalization
of no less than US$700 million (or an equivalent amount in the local currency) and a
capital raising of no less than US$140 million (or an equivalent amount in the local
currency), if such Qualified IPO occurs after September 25, 2020.

. A “Qualified M&A” means a bona fide general offer from a third party to acquire the

Company prior to an Qualified TPO at (i) a valuation of no less than US$500 million
(or an equivalent amount in the local currency), if such Qualified M&A occurs on or
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before September 25, 2020; or (ii) a valuation of no less than US$700 million (or an
equivalent amount in the local currency), if such Qualified M&A occurs after
September 25, 2020.

° Drag-Along Right. If Class B Preferred Shareholders exercise their Redemption Option but
our Company is unable to fully satisfy its obligation to buy-back their Class B Preferred
Shares at the prescribed redemption price, and if a third party makes an offer to acquire the
shares or assets of our Company, with the written approval of the majority of the Class B
Preferred Shareholders, they may request all other Shareholders and Preferred Shareholders

to sell their Shares or Preferred Shares under the same terms offered by the third party.

° Information Rights. Our Company shall provide the monthly, quarterly and annual

financial reports to Class B Preferred Shareholders within specified periods of time.

° Reserved Matters. Matters that require unanimous approval by the Directors representing
Class B Preferred Shareholders include but are not limited to: transfer of assets with a fair
market value exceeding RMB30,000,000 or licensing of relevant franchise and intellectual
property; investments in, establishment of or acquisition of subsidiaries, joint ventures or
partnerships exceeding RMB30,000,000 in a single transaction; receipt of loans in the
amount over RMB30,000,000; purchase or lease of real estate of a value exceeding
RMB30,000,000; appointment or dismissal of an accounting firm; any material change to

our Company’s accounting policy.

Termination of All Special Rights

All special rights attached to the Shares, Class A Preferred Shares and Class B Preferred Shares
will terminate upon the Listing, except that the Other Redemption Rights were terminated on April 25,
2019. AIll outstanding Preferred Shares will be converted into Shares immediately prior to the

Capitalization Issue.

Furthermore, pursuant to the resolutions passed on September 30, 2019 by the then Shareholders,
the Listing would be deemed to be a “Qualified IPO” for the purposes of our then articles of association

and the Shareholders’ Agreement.

Information about our Shareholders, Class A Preferred Shareholders and Class B Preferred
Shareholders

Our Shareholders, Class A Preferred Shareholders and Class B Preferred Shareholders include
certain sophisticated investors. The background information of our Shareholders, Class A Preferred
Shareholders and Class B Preferred Shareholders is set out below:

Centerlab

Centerlab was founded in 1959 in Taiwan and listed on the Taipei Exchange on October 7, 2003.
See “Relationship with Centerlab” for details.
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Vivo Capital

Vivo Capital became our Shareholders in December 2015. The general partner of Vivo Capital is
Vivo Capital VIII, LLC. Vivo Capital LLC serves as the management company of Vivo Capital and has a
form of advisory agreement with Vivo Capital VIII, LLC. See “Substantial Shareholders” for more
details.

Vivo Capital LLC is a healthcare-focused investment firm formed in 1996 with over US$3 billion
of assets under management. Funds managed by Vivo Capital LLC have made investments in both private
and public and both early-stage and established healthcare companies in the United States and the Greater
China Region, spanning the areas of biopharmaceuticals, specialty pharmaceuticals and medical devices.
Vivo Capital is a Sophisticated Investor by virtue of the investment experience and asset size of Vivo
Capital LLC.

Prime Success

Prime Success initially invested in our Company in December 2010 and is wholly-owned by
Chengwei Evergreen Capital, L.P., whose general partner is Chengwei Evergreen Management, LLC. See
“Substantial Shareholders” for more details.

Funds managed by Chengwei Evergreen Management, LLC invest in companies that have scalable
business opportunities in the Chinese economy. Their portfolio investments include over 40 companies
operating in a wide range of industries such as internet, artificial intelligence, software and services,
semiconductor, consumer goods, education and energy.

Advantech Capital V

Advantech Capital V initially invested in our Company in September 2018 and is wholly-owned by
Advantech Capital II Master Investment Limited, which is in turn wholly-owned by Advantech Capital II
L.P., whose general partner is Advantech Capital Partners II Limited. See “Substantial Shareholders” for
more details.

Advantech Capital II L.P. and its affiliated entities focus on sectors such as healthcare, e-services
as well as telecommunications, media and technology (TMT) in China. Within the healthcare sector, their
portfolio investments mainly comprise (a) clinical-stage pharmaceutical companies specializing in the
discovery and development of novel anti-cancer, anti-tumor or anti-arthritis drugs, such as (i)
nanobodies, bispecifics and multi-antibody cocktails for treating various types of cancer, (ii) small
molecules and antibodies for treating autoimmune diseases and inflammation, and (iii) small molecules
for treating lung cancer, breast cancer, tumors and gout; and (b) developers and manufacturers of
innovative medical equipment, such as coronary stents, balloon catheters and other disposable medical
devices mainly used in minimally invasive interventional therapies for cardiovascular and
cerebrovascular diseases. Advantech Capital V is a Sophisticated Investor by virtue of the investment
experience of Advantech Capital IT L.P. and its affiliated entities.

Vaxon and Vaxgen
Vaxon and Vaxgen are controlled by Yuanta Construction, a company incorporated and with its

operations in Taiwan and a related party in substance of Yuanta Financial. See “Substantial Shareholders”
for more details.
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Yuanta Venture Capital

Yuanta Venture Capital became our Shareholder in January 2011. Yuanta Venture Capital is a
wholly-owned subsidiary of Yuanta Financial, a company listed on the TWSE with stock code 2885. It is
a comprehensive financial group with operations covering securities, banking, and insurance, among
others. See “Substantial Shareholders” for more details.

Yuanta Securities HK

Yuanta Securities HK became a Class B Preferred Shareholder in September 2018. Yuanta
Securities HK is a wholly-owned subsidiary of Yuanta Financial, and is a licensed corporation registered
with the SFC to conduct Type 1, 2, 4, 5, 6 and 9 regulated activities. See “Substantial Shareholders” for
more details.

Prosperity SPVI1 L.P.

Prosperity SPV1 L.P. became a Class B Preferred Shareholder in September 2018. The general
partner of Prosperity SPV1 L.P. is China Universal (Cayman) GP Limited, a Chinese investment
management company.

Formosa Lab

Formosa Lab became our Shareholder in March 2016. Formosa Lab is a company incorporated in
Taiwan and listed on the TWSE with stock code 4746 which produces active pharmaceutical ingredients
(APIs) and ultraviolet-proof active ingredients (UV-filters) in its facilities near Taipei.

Miramonte

Miramonte became our Shareholder in December 2015. Miramonte is an investment company
incorporated in Taiwan. It is owned by Formosa Lab’s chairman and his family.

Cathay Venture

Cathay Venture became a Class A Preferred Shareholder in June 2016. Cathay Venture, founded in
2003 and is based in Taipei, Taiwan, operates as an investment arm of Cathay Financial Holding Co., Ltd.
(120 7 4 R4 B B A A5 BR A 1), a company listed on the TWSE with stock code 2882. Cathay Financial
Holding Co., Ltd. is a full-functioning financial platform with operations in insurance, securities,
banking and other diversified financial institutions. Cathay Venture is a venture capital firm specializing
in seed, growth and late stage investments. The firm focuses in areas such as biotech, fintech, high tech,
and ODM/OEM companies.

Fu Chuang Limited (E 8B R 2 a])

Fu Chuang Limited became a Class B Preferred Shareholder in September 2018. It is an investment
holding vehicle owned by four individuals, being Ling, Zhende (B IR, Wang, Junlin (EA&HK), Zhai,
Zhihui (% 5 £) and Zhang, Ying (5% 9%), who are Independent Third Parties, as to 43.75%, 25%, 18.75%
and 12.5% respectively. Ling, Zhende is the executive director and major shareholder of Shanghai
Pudong Zhongtian Auto Sales & Service Co., Ltd. (I8 {fli 5% K I HL 8 B I H5 A PR/ 7)) and is the sole
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director of Fu Chuang Limited. Wang, Junlin is the chairman and general manager of Shanghai Union
Laboratory Co., Ltd. (AR 2R A /A7) and was once a director of Sunshine Guojian
Pharmaceutical (Shanghai) Co., Ltd. (= /£ BI{# 453 ( Ff) Bt A BR/A 7)) (formerly known as Shanghai
CP Guojian Pharmaceutical Co., Ltd. (_F 1 F1{5 B f 42 3 I 173 A FR 22 7)); both companies provide CRO
or CDMO and other services in relation to the clinical research of oncology drugs. Zhai, Zhihui is the
director of the quality control center of Sunshine Guojian Pharmaceutical (Shanghai) Co., Ltd. Zhang,

Ying has years of experience in investing in biotechnology companies.
Liu, Yifeng (2| Z 1)

Liu, Yifeng became a Class B Preferred Shareholder in September 2018. He is an Independent
Third Party and is a seasoned private equity and venture capital investor in the PRC, who has invested in
companies in various emerging industries such as biotechnology, medical technology and internet

technology over the years.
CDIB

CDIB became a Class B Preferred Shareholder in September 2018. Established in September 2014,
CDIB integrates the resources of China Development Financial Holding Corporation ( H # B %% 4 il £ i
[y A PR 7]), a company listed on the TWSE with stock code 2883, and utilizes an industry chain
investment strategy to create a horizontally and vertically-integrated portfolio. Its investments focus on

pharmaceuticals, medtech, precision medicine, and healthcare services.
Public Float

Upon completion of the Global Offering (assuming the Over-Allotment Option is not exercised and
no further Shares are issued pursuant to the Pre-IPO Share Option Scheme, and taking into account the
Offer Shares to be subscribed for by the Cornerstone Investors as calculated based on the Offer Price of
HK$7.05 per Share (being the mid-point of the indicative Offer Price range)), Centerlab and its close
associate BioEngine together will hold 32.28% and Vivo Capital will hold 17.97%, of the total issued
Shares; therefore, each of them will be a substantial shareholder (as defined under the Listing Rules) of the
Company and their Shares will not count towards our public float. In addition, one of the Company’s
Directors, Ms. Yeh-Huang, Chun-Ying will hold 1.25% of the total issued Shares upon the completion of
the Global Offering (assuming the Over Allotment Option is not exercised and no further Shares are

issued pursuant to the Pre-IPO Share Option Scheme), which will also not count toward our public float.

Save as disclosed above, to the best of the Directors’ knowledge, all other investors and
Shareholders of our Company are not core connected persons of our Company. As a result, an aggregate
of approximately 48.50% of the Shares (upon completion of the Global Offering, assuming the
Over-Allotment Option is not exercised and no further Shares are issued pursuant to the Pre-IPO Share
Option Scheme) with a market capitalization of approximately HK$1,949.0 million (based on the Offer
Price of HK$7.05 per Share, being the mid-point of the indicative Offer Price range) held by our
Shareholders will count towards the public float; hence, over 25% of the Company’s total issued Shares
will be held by the public upon completion of the Global Offering and the Capitalization Issue as required
under 8.08(1)(a) of the Listing Rules.
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Pre-IPO Share Option Scheme

The Company adopted the Pre-IPO Share Option Scheme in 2013 and has from time to time
granted Pre-IPO Share Options thereunder. For the details of the terms of Pre-IPO Share Option Scheme,
see “Statutory and General Information — E. Pre-IPO Share Option Scheme” in Appendix V to this

prospectus.

COMPLIANCE WITH INTERIM GUIDANCE AND GUIDANCE LETTERS

The Sole Sponsor confirms that the investment by the Shareholders, Class A Preferred
Shareholders and Class B Preferred Shareholders is in compliance with the Guidance Letter
HKEX-GL29-12 issued in January 2012 and updated in March 2017 by the Stock Exchange, Guidance
Letter HKEX-GL43-12 issued in October 2012 and updated in July 2013 and in March 2017 by the Stock
Exchange and Guidance Letter HKEX-GL44-12 issued in October 2012 and updated in March 2017 by
the Stock Exchange.

CAPITALIZATION ISSUE

On September 30, 2019, pursuant to the resolutions of our Shareholders at the time, our Directors
were authorized, subject to the Global Offering becoming unconditional in all respects, to allot and issue
such number of new Shares to all Shareholders at a ratio of 2.4923792 new Shares for each Share held
(rounded down to the nearest 100 Shares) pursuant to the Capitalization Issue prior to completion of the
Global Offering.
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OUR CORPORATE AND SHAREHOLDING STRUCTURE

The following diagram illustrates the corporate and shareholding structure of our Group
immediately prior to the completion of the Global Offering (assuming no further Pre-IPO Share Options
are exercised after the Latest Practicable Date):

Centerlab
(Taiwan)
30.91% Vivo Prime Adva?ntech Yuanta Yuanta Ms.
. Capital V ., . . Other
Capital Success Construction Financial Yeh-Huang, "
(Cayman ) . . Shareholders
(Delaware) | | (Hong Kong) (Taiwan) (Taiwan) Chun-Ying
BioEnginel Islands)
(Taiwan)
l 1.02% | 36.16% l 19.02% l 11.79% l 10.24% l 5.28% l 3.93% 1.48% 11.08%
Our Company
(Hong Kong)
[
100% ‘ 100% ‘ 100%
TOT Taipei | | TOT Suzhou SBhin}‘ﬁlﬁ’f
(Taiwan) (PRC) (Hong Kong)
100% 100%
TOT Dongyang
Shanghai Jiangsu
(PRC) (PRC)
Notes:
(1) BioEngine is owned as to 30.91% by Centerlab and is an associate of Centerlab.
(2) The Shares are held through its controlled corporations Vaxgen and Vaxon.
3) The Shares are held through its subsidiaries Yuanta Venture Capital and Yuanta Securities HK.

4) Other Shareholders include Prosperity SPV1 L.P., Formosa Lab, Miramonte, Cathay Venture, Fu Chuang Limited, Yifeng
Liu, CDIB and other Pre-IPO Share Option Scheme participants who are not Directors.
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The following diagram illustrates the corporate and shareholding structure of our Group
immediately upon completion of the Global Offering (assuming no further Pre-IPO Share Options are
exercised after the Latest Practicable Date and that the Over-Allotment Option is not exercised, and
taking into account the Offer Shares to be subscribed for by the Cornerstone Investors as calculated based
on the Offer Price of HK$7.05 per Share (being the mid-point of the indicative Offer Price range)):

Centerlab
(Taiwan)
. . Advantech
3091% Vvivo Prime Capital V Yuanta | Yuanta Ms. Other Public
Capital Success ) Construction® Financial Yeh-Huang, N
. . (Delaware) || (Hong Kong) (Cayman (Taiwan) (Taiwan) Chun-Ying Shareholders*| | Sharcholders
BioEngine' Islands)
(Taiwan)
‘ 0.85% 31.43% ‘ 17.97% ‘ 9.93% ‘8.62% ‘ 4.44% ‘ 331% ‘ 1.25% 11.10% 11.10%
Our Company
(Hong Kong)
[
100% ‘ 100% 100%
TOT Taipei | | TOT Suzhou Si;hiiﬁﬁ ‘;Zf
(Taiwan) (PRC) (Hong Kong)
100% 100%
TOT Dongyang
Shanghai Jiangsu
(PRC) (PRC)
Notes:
(1) BioEngine is owned as to 30.91% by Centerlab and is an associate of Centerlab.
(2) The Shares are held through its controlled corporations Vaxgen and Vaxon.

3) The Shares are held through its subsidiaries Yuanta Venture Capital and Yuanta Securities HK.

4) Other Shareholders include Prosperity SPV1 L.P., Formosa Lab, Miramonte, Cathay Venture, Fu Chuang Limited, Yifeng
Liu, CDIB and other Pre-IPO Share Option Scheme participants who are not Directors.
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OVERVIEW

We are a clinical-stage biopharmaceutical company dedicated to developing and commercializing
innovative oncology drugs and therapies. Our mission is to build a leading brand name of oncology
treatments trusted by patients and their families as well as medical professionals in China. We have a
comprehensive portfolio of oncology drug candidates, which include mAbs, ADCs, oncolytic virus
products and specialty oncology drugs such as liposome drugs, targeting various types of cancers. Since
our inception in 2009, we have built and established a fully integrated in-house platform of discovery,
process development, quality management, pre-clinical and clinical development, as well as
commercial-scale manufacturing facilities and proven sales and marketing capabilities, which provides
flexibility and scalability for our business to expand along the innovative drug industry value chain.

Our comprehensive product pipeline consists of seven biological and five chemical drug
candidates, 11 of which are in-house developed. Our strategy is to develop innovative drugs that have
high viability for commercialization and clear market demand. We focus on achieving a diverse product
mix with a sustainable launch schedule, targeting to start from 2020. We also intend to leverage our
commercial-scale manufacturing and proven sales and marketing capabilities to shorten the
time-to-market and time-to-peak sales of our products when approved. As of the Latest Practicable Date,
we had four biological drug candidates in the clinical stage. Our most advanced biological drug candidate
and Core Product, TABOOS, is undergoing Phase III clinical trials. TABOOS is a bevacizumab biosimilar.
Bevacizumab has been approved for the treatment of non-squamous non-small-cell lung cancer
(nsNSCLC) and metastatic colorectal cancer (mCRC) in China. We currently expect to launch TAB008
between late 2020 and early 2021 subject to regulatory approval. We have three other clinical-stage
biological drug candidates undergoing Phase I clinical trials (namely TADO11 and TABO14, both mAb
drugs, and TAAO13, an ADC drug) and three biological drug candidates undergoing pre-clinical
development (namely TAYO018, TEP118 and TVP211). Among our chemical drug candidates, we
submitted the ANDA for one small molecular chemical drug (namely TOZ309), which was accepted by
the NMPA in July 2019. We had two small molecular chemical drugs (namely TOM312 and TIC318)
undergoing CMC or BE study and two liposome chemical drugs (namely TID214 and TIO217) in the
pre-clinical stage as of the Latest Practicable Date. We target to commercialize these pipeline products in

China once approved and plan to establish our presence in overseas markets in the long term.
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Our pipeline of 12 drug candidates is under research and development toward the submission or
approval of NDAs or ANDAs. Development progress and key milestones differ in these two regulatory
pathways. The following chart summarizes the development status, as of the Latest Practicable Date, of
each of the nine drug candidates for which an NDA is required to be submitted:

Category Drug Indication(s)  |Registration| Pre-Clinical | Clinical Trials |NDA® |Commercial
Candidate Category® Rights
PhasePhase|Phase,
| I | III

Monoclonal TAB008® nsNSCLC® Category 2 Worldwide

antibody/ |(anti-VEGF mAb) biosimilar
recombinant

protein
TADO11 Nasopharyngeal Category 2 Worldwide

(anti-EGFR mAb)|cancer, esophageal | new drug
cancer, pancreatic

cancer
TAB014® | Wet age-related Category 1 Worldwide®
(anti-VEGF mADb)| macular degeneration| new drug
(WAMD)
TAYO018 Non-Hodgkin’s Category 1 Worldwide
(anti-CD47 mAb)|lymphoma, new drug
myelodysplastic
syndrome, acute
myelogenous
leukemia, solid
tumors
TEP118” Biliary cancer, Category 1 Worldwide
(modified gallbladder tumors, | new drug
version of metastatic cancer,

hyaluronidase) |NSCLC,
gastric cancer

ADC drug TAA013 HER2+ Category 1 Worldwide
(anti-HER2 ADC)|breast cancer new drug
Oncolytic TVP211 Solid tumors Category 1 Worldwide
virus drug (genetically new drug
modified vaccinia
virus)
Liposome TID214 Solid tumors Category 2 Worldwide
chemical (liposomal new drug
drug docetaxel)
T10217 Gastrointestinal Category 2 Worldwide
(liposomal tumors new drug
oxaliplatin)
(1) See “Regulatory Overview — Relevant Laws and Regulations of the PRC — Examination and Approval of New

Drug” for details of each category.
(2) NDA is applicable to the application of new drugs and Category 5.1 imported drugs.
3) Core Product.
(4) TABOOS is a bevacizumab biosimilar. Bevacizumab has been approved for the treatment of nsSNSCLC and mCRC in

China. Additional indications of bevacizumab approved in the United States or the EU include glioblastoma, renal
cell carcinoma, cervical cancer, ovarian cancer and breast cancer.

(5) TABO14 is an ophthalmic formulation of bevacizumab.
(6) We licensed out the right of commercialization in China, Hong Kong and Macau.
(7) Recombinant protein.
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The other three of our drug candidates are small molecular chemical drugs, for which an ANDA is
required to be submitted following completion of CMC or BE study. We expect to start commercialization
of TOZ309 in the fourth quarter of 2020. The following chart summarizes the development status of each
of them as of the Latest Practicable Date:

Category Candidate Indication(s) Registration CMC BE Study ANDA®
Category®
Small molecular TOZ309 Malignant glioma Category 4
chemical drug | (temozolomide) generic drug
TOM312 Cancer- and HIV- Category 5.2
(megestrol associated cachexia imported drug
acetate)

TIC318 Epithelial-derived
(carboplatin) |ovarian cancer, small-
cell lung cancer, head
and neck squamous
cell carcinoma,
testicular tumors,
malignant lymphoma,
cervical cancer,
bladder cancer,
and NSCLC

Category 4
generic drug

Note:

(1) See “Regulatory Overview — Relevant Laws and Regulations of the PRC — Examination and Approval of New
Drug” for details of each category.

(2) ANDA is applicable to the application of generic drugs or Category 5.2 imported drugs.

For details of our Core Product and other drug candidates, see “— Our Drug Candidates”.

We develop our pipeline on our three integrated technology platforms. The Therapeutic
Monoclonal Antibody and ADC Technology Platform facilitates our development of a series of antibody
drugs and ADCs by integrating our research and development team capability and manufacturing
competence. The Gene Engineering Based Therapeutics Technology Platform integrates anti-tumor
immunotherapy, gene therapy and viral therapy and functions as a research and development and
manufacturing platform for the tumor-targeted recombinant oncolytic virus vector system. With an
integrated research and development capability, patents and state-of-the-art laboratories for molecular
biology, cytology, and virology as well as our first-class facilities, we believe this platform is an
international standard gene engineering based therapeutics research and development platform that can
play an important role in anti-tumor gene therapeutics research and development, pilot production and
industrialization. The Innovative Drug Delivery Technology Platform consists of an advanced targeted
liposome drug delivery system possessing the key encapsulation technologies of both hydrophobic and
hydrophilic compounds, capable of preventing decomposition of the entrapped combinations and
releasing the entrapped compounds at designated targets, through which we have developed
commercial-scale, GMP-compliant manufacturing capability for liposome drugs. Our production lines
utilize aseptic isolators and are capable of producing OEL-5 chemical injections while ensuring quality
consistency. With the platform’s built-in technology capability, together with a team of experienced
researchers and professional production staff responsible for its operation, we believe this platform
represents a state-of-the-art manufacturing capability for specialty oncology drugs. Taking advantage of
these technology platforms, we have developed a robust product pipeline and will continue to further the
clinical and pre-clinical development of our drug candidates.
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We own and operate cost-efficient commercial-scale and state-of-the-art manufacturing facilities,
built to and operating at international standards, at our Suzhou Production Center. The No. 1 Campus,
completed in 2012, includes a biologic pilot plant (equipped with a SO0L bioreactor for mAbs, an OEL-5
isolator for ADCs and a BSL-2 certified viral facility) and GMP-compliant workshops for oral and
injectable small molecular drugs. The No. 2 Campus, completed in March 2018, is a state-of-the-art
antibody production site with a designed capacity of 16,000L to accommodate high-quality commercial
manufacturing. We have been using 2,000L bioreactors to manufacture TABOOS samples for Phase III
clinical trial use, demonstrating our readiness for commercial production.

Equipped with our full industry value chain capabilities, including research and development,
clinical trials, manufacturing and commercialization, we adopt an open platform business model and
collaborate with third party business partners at different stages of the industry value chain. Our open
platform is attractive to an industry player whose capability is complementary to ours. As such, we have
entered into various collaboration arrangements with different industry players.

We have assembled a senior management team with extensive experience and profound knowledge
in cancer treatment. Our senior management team represents a full spectrum of complementary skillsets,
including pre-clinical research, clinical development, manufacturing, quality control and assurance and
commercialization, and has broad experience in different cancer treatments including mAbs, ADCs,
oncolytic virus and specialty oncology drugs. With a proven record of success and extensive expertise in
oncology, our management team is key to our Company and is well-positioned to lead us to achieve future
success.

We received equity investment from well-known investors, raising approximately US$84.0 million
in initial equity financing, subsequent equity financing and further equity financing between 2011 and
2016, US$45.0 million in convertible bond financing in 2017 and 2018 and US$57.0 million in class B
preferred shares financing in 2018. See “History and Development — Major Changes to Our Company’s
Issued Share Capital Since Its Establishment” for further details. For the years ended December 31, 2017
and 2018 and the four months ended April 30, 2019, our research and development expenses were
approximately RMB105.9 million, RMB188.7 million and RMB48.3 million , respectively.

OUR STRENGTHS

Robust product pipeline with sustainable launch schedule, covering a wide variety of cancer types
and extended applications

Our product pipeline includes a wide variety of biological and chemical drugs covering different
cancer-related indications at various stages. With our vision to address patients’ needs for comprehensive
cancer treatment solutions, we have developed our product pipeline comprising mAb drugs, an ADC
drug, an oncolytic virus drug and chemical drugs (including liposome drugs). Our strategy is to develop
innovative drugs that have high viability for commercialization and clear market demand. We focus on
achieving a diverse product mix with a sustainable launch schedule, targeting to start from 2020. We also
intend to leverage our commercial-scale manufacturing and proven sales and marketing capabilities to
shorten the time-to-market and time-to-peak sales of our products when approved. As of the Latest
Practicable Date, we had a portfolio of 12 drug candidates including four biological drug candidates in
clinical stage, one chemical drug candidate for which an ANDA had been submitted and two chemical
drug candidates undergoing CMC or BE study.
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TABO008, our most advanced biological drug candidate and our Core Product, is currently
undergoing Phase III clinical trials in China, and we expect to launch this product between the end of
2020 and early 2021, subject to regulatory approval. It is an anti-VEGF mAb and biosimilar drug
candidate to bevacizumab, which is sold under the trade name of Avastin. Avastin has been the most
widely used anti-VEGF mAb drug with abundant real-world evidence of its efficacy and safety since its
entry into the market in 2004. According to Frost & Sullivan, the global bevacizumab market reached
US$7.0 billion in 2018. The bevacizumab market in China reached RMB3.2 billion in 2018 and is
estimated to grow to RMB13.1 billion in 2023, representing a CAGR of 32.7%; the bevacizumab
biosimilar market in China is expected to reach RMBO0.02 billion in 2019 and is estimated to grow to
RMB6.4 billion in 2023, representing a CAGR of 343.9% from 2019 to 2023, according to Frost &
Sullivan.

As of the Latest Practicable Date, the NMPA has only approved two indications for bevacizumab,
namely, first-line treatment for mCRC and nsNSCLC. However, the FDA has approved six while the
EMA has approved seven indications, including in combination with erlotinib in EGFR mutant NSCLC,
and we believe this last indication has the utmost significance in Asian populations. Therefore, we believe
the overall potential for bevacizumab in China is huge as we expect the NMPA to approve new indications
in the future similar to the FDA and the EMA. If Avastin obtains any approval from the NMPA for new
indications, we may be able to expand the indication of TAB0OOS8 in an expedited process without separate
clinical trials.

In Phase I clinical trials, TABOO8 and Avastin demonstrated bioequivalent pharmacokinetic
profiles and comparable safety profiles and immunogenicity. We expect to complete the Phase III clinical
trials of TABOOS around the year end of 2019 and submit an NDA for TABOOS8 in March or April of 2020.
We plan to commercialize TABOO8 leveraging our proven sales and marketing capabilities and our

113

commercial-scale manufacturing facilities. See “— Our Drug Candidates — Our Core Product —
Commercialization Plans” for details. As there is abundant evidence of the efficacy of Avastin used in
combination with other therapies, we plan to capitalize on these market opportunities in the

commercialization of TABOOS via combining immuno-oncology treatments.

In light of the significant growth potential of the bevacizumab market in China, 13 bevacizumab
biosimilar drug candidates have completed or reached Phase III clinical trial. Our TABOOS was the first
bevacizumab biosimilar to register on the CDE’s website for Phase III clinical trials among the 11 Phase
IIT candidates, second in progress only to the two candidates for which NDAs have been submitted.
Moreover, leveraging our commercial-scale manufacturing and proven sales and marketing capabilities,
we believe we are able to shorten the time-to-market and time-to-peak sales of our TABOO8 when
approved. We plan to compete with other bevacizumab developers primarily based on our focus on
product quality, manufacturing cost efficiency and reliability of supply, given our projected capability to
manufacture TABOOS8 on a large scale and in accordance with GMP quality standards, while maintaining
sound cost control measures (including through adopting and developing cost-effective technologies such
as single-use technologies, cell culture media, and our proprietary perfusion-batch hybrid technology). In
particular, we use 2,000L bioreactors to manufacture TABOOS, demonstrating our readiness for
cost-efficient commercial production. See “— Our Strengths — Cost-efficient commercial-scale and
state-of-the-art manufacturing facilities, built to and operating at international standards” for details. We
believe our TABOOS is well positioned to tap into the bevacizumab biosimilar market as one of the first

movers.
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In addition to TAB0OO8, we have three biological drug candidates undergoing Phase I clinical trials,
including:

TAA013, an ADC candidate containing trastuzumab and emtansine (Trastuzumab-MCC-DMI1)
aiming to become an affordable alternative to Kadcyla, is currently undergoing Phase I clinical trials in
China. In July 2019, the Phase I clinical trial for TAAO13 completed the fourth dose level. In addition, the
Company released the data of TAAO13 Phase I clinical trial in September 2019, thus becoming the first
company in China to release Phase I clinical data for T-DM1 ADC drug candidates. We currently expect
to complete its Phase III clinical trials by the end of 2022 and to launch this product in 2023, subject to
regulatory approval. In the United States, Kadcyla is considered the standard second-line treatment for
metastatic HER2+ breast cancer patients who received trastuzumab, pertuzumab and taxane in the
first-line treatment, according to Frost & Sullivan. However, Kadcyla is substantially more expensive
than alternative drugs and therapies. According to Frost & Sullivan, Kadcyla had worldwide sales of
US$1.0 billion in 2018. No ADC product is currently available in China, while China’s market for ADC
products that target HER2+ breast cancer is expected to reach RMB1.5 billion in 2024, according to Frost
& Sullivan.

Unlike chemotherapy, ADCs are intended to target and kill only the cancer cells. The antibody
embodied in an ADC can specifically target tumor cells and deliver the cytotoxic drug linked to such
antibody into tumor cells. Due to this mechanism, ADCs have higher potency and much less off-target
toxicity compared to chemotherapy, according to Frost & Sullivan. We believe we are one of the few
biotech companies in China possessing manufacturing capabilities for ADC drugs. In addition, we are in
the process of constructing a GMP-compliant workshop specialized in commercial-scale ADC production
and built to international standards. As such, we believe we are well positioned to capture the huge
market opportunities leveraging our strength in manufacturing.

TADO11 is an anti-EGFR mAb drug candidate with the same primary sequence as nimotuzumab.
TADO11 possesses advantages over nimotuzumab because it is expressed in CHO cells, which are more
adaptable to human bodies than drugs expressed in NSO cells, and its antibody-dependent cell-mediated
cytotoxicity (ADCC) activity is substantially higher. Compared to other anti-EGFR mAb drugs, TADO11
has lower off-target toxicity due to its lower affinity for EGFR and hence reduced effect on normal
epithelial cells. We believe it is also more affordable and suitable for various combination therapies.

TADO11 is currently undergoing Phase I clinical trials in China, and we expect to complete its
Phase III clinical trials by 2023 and to launch this product in 2024, subject to regulatory approval.
Compared to small molecular inhibitors of EGFR, nimotuzumab has a broader range of indications,
including nasopharyngeal cancer, esophageal cancer and pancreatic cancer. According to Frost &
Sullivan, the incidence of EGFR-positive advanced nasopharyngeal cancer reached 37,700 in 2018 and is
expected to grow to 42,500 by 2023 at a CAGR of 2.5%. The incidence of EGFR-positive advanced
esophageal cancer in China reached 143,000 in 2018 and is expected to grow to 167,000 by 2023 at a
CAGR of 3.1%. China’s market for nimotuzumab for treatment of nasopharyngeal cancer and esophageal
cancer reached RMB489.1 million in 2018 and is expected to reach RMB2,504.8 million in 2024,
according to Frost & Sullivan. In addition, the incidence of metastatic pancreatic cancer in China reached
83,900 in 2018 and is expected to grow to 98,600 by 2023 at a CAGR of 3.3%, according to Frost &
Sullivan.

TABO014 is the first bevacizumab based antibody having enrolled patients in Phase I clinical trial
for the treatment of retinal neovascularization, such as wet age-related macular degeneration (wWAMD), in
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China. Therefore, we expect it to be first-in-class in China. It may also be used for the treatment of
diabetic macular edema (DME), retinal vein occlusion (RVO) and choroidal neovascularization (CNV).
We licensed out the right of commercialization in China, Hong Kong and Macau as it is a non-oncology
drug. See “— Collaboration with Strategic Business Partners” for details. We expect the Phase III clinical
trials of TABO14 to be completed by 2022, followed by product launch in 2023, subject to regulatory
approval. TABO14 is developed based on bevacizumab with an ophthalmic formulation. Although it is not
an oncology drug, we decided to develop it as an extension of our development of TABOOS to target the
huge unmet ophthalmic market demand. We intend to produce TABO14 in a cost-efficient manner by
utilizing our existing commercial-scale manufacturing capabilities for TABOOS8 and to position TABO14
as a much more affordable anti-VEGF therapeutic option compared to Lucentis, Langmu and Eylea for
the said eye diseases. China’s market for anti-VEGF mAbs as a treatment for wAMD reached RMB2.0
billion in 2018 and is expected to reach RMB6.0 billion in 2023, according to Frost & Sullivan. We also
intend to tap into potential overseas markets for TABO14 by seeking co-development and/or out-license
opportunities.

In addition, we are developing TOZ309, a generic drug candidate of Temodal (temozolomide
capsule). Temozolomide is an alkylating agent that can kill cancer cells by damaging their DNA. With
improved efficacy and fewer side effects compared to conventional chemotherapy drugs, temozolomide
capsules are today used as a first-line medication for both newly diagnosed and recurrent glioma. China’s
market for temozolomide capsules reached RMB1.8 billion in 2018 and is expected to grow to RMB2.5
billion by 2023 at a CAGR of 6.2%, according to Frost & Sullivan. We submitted the ANDA for TOZ309,
which was accepted by the NMPA in July 2019.

We are also developing TOM312, a generic drug candidate of Megace (megestrol acetate oral
suspension) for the treatment of cancer- and HIV-associated cachexia. Megestrol acetate is a progestin
medication that can be used to treat cachexia. Megestrol acetate is easier to absorb and has better
tolerance in oral suspension than in solid dosage forms, but currently it is only available in solid dosage
forms in China. China’s megestrol acetate oral suspension market is expected to grow to RMB297.8
million in 2022 and RMB1,384.5 million in 2030, according to Frost & Sullivan. We expect to submit an
ANDA in 2021, subject to regulatory approval.

In addition to the drug candidates above, we had three other biological drug candidates and three
other chemical drug candidates as of the Latest Practicable Date. In particular, TVP211, an oncolytic
virus drug, is genetically engineered by changing the TK gene and has the potential to treat multiple types
of solid tumors, including liver cancer, lung cancer, ovarian cancer and brain glioma. TVP211 is based on
vaccinia virus, which we believe outperforms other oncolytic viruses as it has better package capability to
express more functional elements. As of the Latest Practicable Date, we also had two chemical drug
candidates, namely TID214 and TIO217, that use liposomes as a delivery system. For more information
about our drug candidates, see “— Our Drug Candidates”.

Well-established and advanced technology platforms focusing on oncology drugs

All our drug candidates are developed on our integrated technology platforms: the Therapeutic
Monoclonal Antibody and ADC Technology Platform, the Gene Engineering Based Therapeutics
Technology Platform and the Innovative Drug Delivery Technology Platform. Equipped with a combined
research and development and manufacturing competence, our research and development staff are able to
progress the development efficiently, keep track of achievements in their respective fields and achieve
innovative solutions.
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Therapeutic Monoclonal Antibody and ADC Technology Platform. We develop a series of

antibody drugs on this platform. The platform is capable of performing a wide range of functions, from
screening cell clones and building cell banks to CMC development, pilot production, scale-up
production, purification and filling and packaging. Mr. Liu, Donglian, our vice general manager, has 20
years of experience in the pharmaceutical industry specializing in the development and manufacturing of
mAD drugs. For our production capability, see “— Our Strengths — Cost-efficient commercial-scale and
state-of-the-art manufacturing facilities, built to and operating at international standards”. To maximize
the synergy of the development of antibody drugs, in addition to mAbs, we further develop ADCs by
linking the antibody to the cytotoxic agent. We have developed on this platform four mAb or ADC drug
candidates that have progressed to clinical trials, namely TAB008, TADO11, TABO14 and TAAO13.

Gene Engineering Based Therapeutics Technology Platform. This platform integrates

anti-tumor immunotherapy, gene therapy and viral therapy and functions as a research and development
and manufacturing platform for the tumor-targeted recombinant oncolytic virus vector system. We have a
dedicated research and development team in Zhangjiang Hi-Tech Park, Shanghai focusing on early
discovery and enhancing our capability to collaborate with other innovational oncology drug companies.
Our technology infrastructure in Suzhou allows us to conduct pre-clinical studies and biopilot production
on oncolytic virus. Equipped with such capabilities, we have developed TVP211, an oncology drug based
on vaccinia virus capable of treating multiple types of solid tumors, from early discovery stage. In
addition, we have four patents for inventions in China, effectively covering all oncolytic viruses that
induce an overexpression of granulocyte macrophage colony-stimulating factor (GM-CSF) or heat shock
protein 70 (HSP70) in their target cells. With an integrated research and development capability, patents
and state-of-the-art laboratories for molecular biology, cytology, and virology as well as our first-class
facilities, we believe our platform is an international standard gene engineering based therapeutics
research and development platform that can play an important role in anti-tumor gene therapeutics
research and development, pilot production and industrialization.

Innovative Drug Delivery Technology Platform. We develop an advanced targeted liposome drug

delivery system on this platform. Liposomes are increasingly used as a delivery system due to their
biocompatibility, biodegradability, low toxicity, and aptitude to trap both hydrophilic and lipophilic
drugs and simplify site-specific drug delivery to tumor tissues. Commercial-scale production of
liposomes as a drug delivery system is difficult due to the sophistication of the technologies involved, and
so far only around 10 liposome drug products have been launched globally. After years of efforts, we have
developed commercial-scale, GMP-compliant manufacturing capability for liposome drugs. Our
production lines utilize aseptic isolators and are capable of producing OEL-5 chemical injections while
ensuring quality consistency. Taking advantage of the physiological property and blood transport
function, the system can deliver the active molecules to the tumor tissue effectively in vivo. It then
becomes concentrated and located on the target tissue, the target organ, or target cells with sustained
release of the active molecules. The director of this platform, Mr. Chen, Xiaobao, has over 10 years of
experience in developing and manufacturing specialty drug delivery systems. With the platform’s built-in
technology capability, together with a team of experienced researchers and professional production staff
responsible for its operation, we believe the platform represents a state-of-the-art manufacturing
capability for specialty oncology drugs.

We believe that the broad coverage of our technology platforms will allow us to better penetrate the
fast growing market and manage our pipeline development to achieve fast-to-market commercialization.
We also utilize our technology platforms to explore combination therapies, such as using liposomes to
deliver oncolytic virus and developing liposome antibody-ionophore conjugates.
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Cost-efficient commercial-scale and state-of-the-art manufacturing facilities, built to and operating
at international standards

We own and operate an oncology drug production center in Suzhou Industrial Park. The No.l
Campus, completed in 2012, comprises a biologic pilot plant equipped with a 500L bioreactor for mAbs,
an OEL-5 isolator for ADCs and a BSL-2 certified viral facility and GMP-compliant workshops for oral
and injectable small molecular drugs. The No. 2 Campus, completed in March 2018, is a state-of-the-art
antibody production site with a designed capacity of 16,000L to accommodate high-quality commercial
manufacturing. We have been using 2,000L bioreactors to manufacture TABOOS samples for Phase III
clinical trials use. Given our readiness for commercial production, we are in a position to quickly ramp up
our production capacity to 16,000L without further construction or material modification. Furthermore,
all of our mAb and ADC production facilities and workshops for oral and injectable small molecular
drugs are GMP-compliant. We expect that our compliance with international standards will assist in
expediting the regulatory approval process for the commercial scale manufacture of our drug candidates.

We developed and, have been taking advantage of, technologies and know-how that can increase
efficiency, which render savings on capital expenditure, facility space, production time and production
costs. For example, we adopt disposable bioreactor systems to enhance production safety and lower
production costs. We believe that, compared to traditional stainless steel bioreactors, single-use
bioreactors possess many advantages, including shorter downtimes, reduced cleaning and sterilization
efforts, a significantly lower risk of cross contamination, flexibility and easy shifts in portfolios based on
market needs. In addition to operational efficiency, single-use technologies also allow us to benefit from
material savings in terms of capital investment and production cost. According to the Frost & Sullivan
Report, single-use bioreactors generally reduce capital expenditure by up to 50%, and save the need for
clean-up and disinfection after each production cycle, which reduces per-batch production time and
decreases the risk of contamination. In addition, we have developed our perfusion-batch hybrid
technology, a new cell amplification technology that combines batch and perfusion culture for cell
amplification in commercial production. This technology allows us to conduct seed expansion in 25L
WAVE bioreactors and directly scale up to 2,000L bioreactors, skipping 10L, S0L and 200L or 500L
bioreactors. In comparison, the cell culture process using fed-batch technology, the mainstream
technology applied in mAb manufacturing in China, generally takes 40 to 45 days, given it involves
switching bioreactors from 10L, 50L, 200L and/or 500L to scale up to 2,000L. As a result, our
perfusion-batch hybrid technology, on the one hand, shortens the time of cell culture by eight to ten days
from the industry standard, which enlarges annual production capacity by rendering more batches in a
given year; on the other hand, with fewer bioreactors required in the process, it reduces production costs
and saves upfront capital investment, according to Frost & Sullivan. The following chart illustrates our
process of cell culture using our perfusion-batch hybrid technology in comparison with the traditional
process of cell culture:
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We have established a comprehensive quality management system that meets China’s quality
standards. Our quality management system covers the entire product lifecycle, from research and
development to material management, product manufacturing, quality control, product supply
management and product post-marketing surveillance. Dr. Liu, Jun, chief scientific officer, who
specializes in analytical method development and quality control of biological drug candidates, leads a
quality management team of over 50 specialists with significant experience in pharmaceutical quality
management. Equipped with a full range of quality control capabilities, including structural
identification, biopotency and biochemistry testing, and microbial testing, our quality management team
has ensured the GMP compliance of our manufacturing process and overseen the successful IND
application of our clinical-stage drug candidates.

Proven open platform business model empowered by strong and integrated capabilities covering the
full oncology drug industry value chain

To take full advantage of our in-house capabilities in research and development, clinical trials,
manufacturing and commercialization, we adopt an open platform business model covering the oncology
drug industry value chain. Under this model, we have entered into various collaboration arrangements
with business partners at different stages of the industry value chain, as illustrated in the following chart:

Industry C ial Relevant drug
Chain R&D Clinical Trials Manufacturing or.nn:?rua : candidates or
Coverage tzation business partners
TABO008, TADOI11,
; TAAO013, TEP118, TAYO018,
TVP211, TID214, TIO217,
Open TOZ309, TIC318
Platform
&
Collabora- .
tion Jiangsu Alphamab,
Arrange- : Shanghai Junshi
ments Shanghai Miracogen,
DMO _ Kintor Pharmaceutical,

NewBio Therapeutics

Taiho Pharmaceutical,
TWi Pharmaceuticals

Marketing and/or
distribution

I Contribution of our Company 0 Contribution of our business partners

We believe this open platform business model differentiates us from biotech companies operating
in a conventional business model in the following aspects:

. Readiness for product commercialization. Through our self-development and cooperation
with business partners, we are now equipped with state-of-art production facilities,
technologies and quality management capabilities that can accommodate high-quality and

13

cost-efficient commercial manufacturing. See “— Our Strengths — Cost-efficient
commercial-scale and state-of-the-art manufacturing facilities, built to and operating at
international standards”. Moreover, through the commercialization of S-1 since 2011, we
have gained proven capability in marketing oncology drugs in China. As of the Latest

Practicable Date, we had a stable and well-trained sales and marketing team consisting of
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over 50 sales representatives and marketing professionals, and had established a presence in
more than 20 provinces, municipalities and autonomous regions in China with access to over
450 hospitals and relationships with KOLs in the relevant areas. Additionally, for drug
candidates that we develop but which are not within our core focus, such as TABO14, a
non-oncology anti-VEGF drug candidate, we can accelerate their commercialization
through licensing-out arrangements with third parties which have sufficient coverage in the
relevant market.

° Overall cost efficiency and risk balance. Our open platform business model and full
industry value chain capabilities make us an attractive business partner for early-stage
research and development companies that have limited or no late-stage development,
clinical trial, manufacturing and/or commercialization capabilities. Collaboration with
these companies, including provision of CDMO services, gives us access to drug candidates
that have completed early-stage development, thus enabling us to avoid the significant risks
and cost uncertainty during the early development phase. In this way, we are able to enrich
our product portfolio in a cost-efficient and risk-balanced manner.

° Diversified revenue streams and cash flows. Collaborating with third parties will allow us
to optimize the utility of our research and development and production capacity as we may
selectively offer CDMO and CMO services to third parties using our excess capacity from
time to time, in particular before we commercialize our own products. As a
biopharmaceutical company, we have significant working capital requirements to fund our
operations, in particular our research and development expenses. Deriving revenue from
different collaboration arrangements benefits our financial condition. Selling and/or
marketing our business partners’ drugs, like S-1, an oncology drug we licensed-in from
Taiho Pharmaceutical, can also bring in revenue.

Supported by our open platform business model, we believe we are better positioned to capture the
growth potential of China’s oncology drug market.

Industry-leading, experienced and professional management team supported by a strong talent
base

Our strong senior management team enables us to cover the complete cycle from drug discovery
and development to commercialization, which forms the foundation for our sustained growth. We have
assembled an experienced management team with diverse backgrounds and skillsets and a proven track
record in drug discovery and development, clinical development, manufacturing, quality control and
assurance and commercialization. Ms. Yeh-Huang, Chun-Ying, our general manager, has over 30 years of
experience in the pharmaceutical industry with expertise in integrating the industry value chain, building
leadership and formulating branding strategies. Dr. Liu, Jun, our chief scientific officer, has 20 years of
experience in the biotech industry, including experience in US-based multinational biomedical
companies such as Bayer US LLC. Mr. Liu, Donglian, our vice general manager, has 20 years of
experience in the pharmaceutical industry specializing in the development and manufacturing of mAb
drugs. Dr. Liu, Ming, our chief medical officer, has 12 years of experience in drug and tumor markers and
has engaged in oncology clinical treatment for over 30 years. Mr. Chen, Xiaobao, our senior director of
chemical drugs, has over 14 years of experience in the development of pharmaceutical products in
collaboration with multinational companies. Mr. Lin, Chun-Ming, our senior director of sales and
marketing, has over 22 years of experience in the healthcare industry with 16 years specializing in the
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sales and marketing of tumor-related products. Furthermore, we cherish the value of individuality and
view it as the core to the culture of our Company. With continuous promotion of encouragement and
reward among our employees, we have grown to a company with 325 employees as of the Latest
Practicable Date with expertise spanning drug discovery, drug development, clinical development,
regulatory registration, manufacturing, and sales and marketing, among other things.

OUR STRATEGIES
Commercialize TAB00S

We plan to commercialize TABOOS8 leveraging our proven sales and marketing capabilities and our
commercial-scale manufacturing facilities. Our state-of-the-art production facilities in Suzhou have a
designed capacity of 16,000L, and we have been using 2,000L bioreactors to manufacture TAB0OS8
samples. Given our readiness for commercial production, we are in a position to quickly ramp up our
production capacity for TABOO8 without further construction or material modification. Our sales and
marketing team has over eight years of experience in marketing S-1, an oncology drug of Taiho
Pharmaceutical, in China. We intend to leverage the following capabilities gained from the marketing of
S-1 to commercialize TABOOS:

° Professional and stable team: We train our over 50 sales representatives of S-1 to be
specialized in cancer treatments, including mCRC, an indication of Avastin, the originator
drug of TABOOS. Our sales and marketing team therefore has built up extensive experience
and technical know-how enabling them to sell TABOOS in a professional manner. Our sales
and marketing team is stable, with a retention rate of over 80% in each of 2017, 2018 and the
four months ended April 30, 2019.

° Geographic coverage: Our sales and marketing team currently covers over 20 provinces,
municipalities and autonomous regions in China.

° Hospital coverage and KOL relationship: TABOOS, as a biologic oncology drug, is
particularly suitable to be marketed in Class IIIA hospitals in China. In marketing S-1, we
have built access to over 450 hospitals, one third of which are Class IIIA hospitals, and have
worked closely with many KOLs. We expect the relationships and trust we have developed to
accelerate TABOOS’s penetration into these hospitals when approved.

To further strengthen our commercialization capability for TABOOS8 and other drug candidates, we
will continue to expand our sales and marketing team, and expect to increase the number of our sales
representatives to approximately 250 to 300 after we commercialize TAB0OOS8. In addition, we will
continue to expand the coverage of our sales and marketing team into certain coastal areas in China, and
intend to use distributors as a supplement to our own sales force in selected regions.

Rapidly advance our clinical trials for drug candidates
We plan to maximize the commercial potential of our clinical-stage drug candidates. For TAB0OS,
our Core Product, we have, during the past 10 months, increased the number of enrollment sites from 35

to 53, and are further expediting this process. We intend to finish its Phase III clinical trials around the
year end of 2019 and submit our NDA in March or April of 2020.
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Moreover, we intend to proceed with the clinical trials of our other drug candidates. For TAAO13,
we intend to move forward to Phase II or Phase III clinical trials in 2020 and submit an NDA with the
NMPA in 2022. For TADO11, we plan to initiate Phase III clinical trials in 2021 and submit an NDA with
the NMPA in 2023. For TABO14, we plan to initiate Phase II or Phase III clinical trials in China in 2020,
which we expect to complete by 2022, and explore overseas opportunities due to expected demand. All
expected timeframes are subject to successful clinical trials.

Further enrich product portfolio via self-development and collaboration focusing on
immune-oncology combination therapies and seeking innovative cancer treatment solutions

Benefiting from our open-platform business model, we intend to enrich our pipeline related to
cancer management. We intend to identify various combination therapies or potential therapies that can
be used in combination with other cancer therapies covering a wide variety of indications. For example,
we intend to cooperate with Jiangsu Alphamab for combination therapies involving TAB008 and KN046
(a PD-L1/CTLA-4 bispecific antibody). In addition, we are researching and evaluating the combination
of our TABOO8 with chemotherapy and TKI in the treatment of lung cancer. We also engaged in the
pre-clinical study of innovative combination mechanisms of oncolytic virus and other oncology
treatment. As a next step for our pursuit of new combination therapies, we are studying the potential of
combination therapies among our existing drug candidates. Additionally, we seek to leverage our
experience in designing clinical studies, our local knowledge and our extensive collaboration with
investigators to extend our drug candidates to related fields or explore the application of our drug
candidates to identify additional indications of TABOO8 and other eligible drug candidates. We also
intend to collaborate with early-stage research and development companies, including through the
provision of CDMO services, to gain access to drug candidates that have completed the early
development stage, thus enabling us to avoid the significant risks and cost uncertainty during the early
stage phase. In addition to our drug candidates that we developed ourselves from early discovery, such as
TVP211, we believe our commercial-scale and state-of-the-art manufacturing facilities make us an
attractive business partner for other innovative drug companies who do not have their own manufacturing
capability through in-license, co-development or other arrangements which will enable us to expand our
product portfolio.

In furtherance of our mission to improve oncology patients’ physical and psychological
well-being, we plan to enrich our portfolio of oncology products and therapies offering patient care
throughout the cancer progression and treatment cycle. For example, we licensed in TOM218 from TWi
Pharmaceuticals for the marketing and distribution of this product and developed TOM312 for treatment
of cancer- and HIV-associated cachexia. From a long-term perspective, we intend to further develop our
product pipeline by identifying and addressing unmet market demand, evaluating new targets and
therapies through our in-house research and development team capability and collaborating with our
business partners.

Strengthen our in-house sales and marketing force and commercial-scale manufacturing capacities

Our sales and marketing team has over eight years of experience in marketing S-1, an oncology
drug of Taiho Pharmaceutical, in China, and we intend to leverage the following capabilities gained from
the marketing of S-1 to commercialize our drug candidates. See “— Our Strategies — Commercialize
TABO0O08”. To further strengthen our commercialization capability, we will continue to further expand our
sales and marketing team, and expect to increase the number of our sales representatives to approximately
250 to 300 after we commercialize TABOOS. In addition, we will continue to expand the coverage of our
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sales and marketing team into certain coastal areas in China, and intend to use distributors as a
supplement to our own sales force in selected regions. Utilizing our oncology drug marketing experience
gained from the commercialization of S-1, we plan to organize our sales representatives by indication and
provide specialized training accordingly, thus building a sales and marketing team with a solid
understanding of customers’ and patients’ needs. We also plan to continue to actively participate in
industrial conferences, academic seminars and other notable events to promote and maintain our brand.
Furthermore, to ramp up and maximize the market potential of our drug candidates both in China and
globally, we will promote them through a variety of channels, including collaborating with international
pharmaceutical companies and local partners. We are currently in discussion with several pharmaceutical

companies overseas about the licensing of some of our clinical-stage drug candidates to them.

Simultaneously with the strengthening of our sales and marketing force, we are in the process of
improving our production techniques, especially scaling up our production facilities and enhancing the
utilization efficiency of our current manufacturing facilities to better prepare us for commercial-scale
manufacturing. Additionally, we plan to construct a range of new production facilities for our drug
candidates, including a GMP-compliant workshop specialized in commercial-scale ADC production and
built to international standards. With our self-developed perfusion-batch hybrid technology, we believe

that we have the capability and flexibility to develop and commercialize effective and affordable drugs.

Continue to attract, train and retain quality talent to support our rapid growth and maximize the

value of our integrated platform

We view talent as the key to our future success, and thus we will continue to recruit experienced,
middle-to-senior-level talent globally to facilitate our business growth. We are pursuing a strategy to
recruit, train, promote and retain the most talented and success-driven people in the industry. To achieve
this, we plan to offer more opportunities to work with pioneering scientists and cutting-edge technologies
in the relevant fields and to participate in industry conferences home and abroad. We have established our
Pre-IPO Share Option Scheme since 2013 and granted options to Directors, senior management and key
employees. Additionally, we will continue to provide systematic training and development programs to
enhance the knowledge and capabilities and promote the career development of our employees.

Moreover, we will continue to offer competitive compensation packages reflecting their performance.
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OUR DRUG CANDIDATES

We have a pipeline of 12 drug candidates, which are under research and development toward the
submission or approval of NDAs or ANDAs. Development progress and key milestones differ in these two
regulatory pathways. The following chart summarizes the development status, as of the Latest Practicable
Date, of each of the nine drug candidates for which an NDA is required to be submitted:

Category Drug Indication(s) Registration| Pre-Clinical | Clinical Trials | NDA® [Commercial
Candidate Category® Rights
Phase/Phase/Phase,
I I | I
Monoclonal TAB008® nsNSCLC® Category 2 Worldwide
antibody/ |(anti-VEGF mAb) biosimilar
recombinant
protein
TADO11 Nasopharyngeal Category 2 Worldwide

(anti-EGFR mAb)|cancer, esophageal | new drug
cancer, pancreatic

cancer
TAB014® Wet age-related Category 1 Worldwide®
(anti-VEGF mAb)| macular degeneration| new drug
(WAMD)
TAYO018 Non-Hodgkin’s Category 1 Worldwide
(anti-CD47 mAb)|lymphoma, new drug
myelodysplastic
syndrome, acute
myelogenous
leukemia, solid
tumors
TEP118" Biliary cancer, Category 1 Worldwide
(modified gallbladder tumors, | new drug
version of metastatic cancer,

hyaluronidase) NSCLC,
gastric cancer

ADC drug TAA013 HER2+ Category 1 Worldwide
(anti-HER2 ADC)|breast cancer new drug
Oncolytic TVP211 Solid tumors Category 1 Worldwide
virus drug (genetically new drug
modified vaccinia
virus)
Liposome TID214 Solid tumors Category 2 Worldwide
chemical (liposomal new drug
drug docetaxel)
TIO0217 Gastrointestinal Category 2 Worldwide
(liposomal tumors new drug
oxaliplatin)
(1) See “Regulatory Overview — Relevant Laws and Regulations of the PRC — Examination and Approval of New

Drug” for details of each category.
(2) NDA is applicable to the application of new drugs and Category 5.1 imported drugs.
3) Core Product.
(4) TABOOS is a bevacizumab biosimilar. Bevacizumab has been approved for the treatment of nsSNSCLC and mCRC in

China. Additional indications of bevacizumab approved in the United States or the EU include glioblastoma, renal
cell carcinoma, cervical cancer, ovarian cancer and breast cancer.

(5) TABO14 is an ophthalmic formulation of bevacizumab.
(6) We licensed out the right of commercialization in China, Hong Kong and Macau.
(7) Recombinant protein.
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The other three of our drug candidates are small molecular chemical drugs, for which an ANDA is
required to be submitted following completion of CMC or BE study. We expect to start commercialization
of these three drug candidates in the near future, starting in the second half of 2020. The following chart
summarizes the development status of each of them as of the Latest Practicable Date:

Category Candidate Indication(s) Registration CMC BE Study ANDA®
Category"
Small molecular TOZ309 Malignant glioma Category 4
chemical drug | (temozolomide) generic drug
TOM312 Cancer- and HIV- Category 5.2
(megestrol associated cachexia imported drug
acetate)
TIC318' Epithelial-derived Category 4
(carboplatin) |ovarian cancer, small- generic drug
cell lung cancer, head
and neck squamous
cell carcinoma,
testicular tumors,
malignant lymphoma,
cervical cancer,
bladder cancer,
and NSCLC
Note:
(1) See “Regulatory Overview — Relevant Laws and Regulations of the PRC — Examination and Approval of New

Drug” for details of each category.

(2) ANDA is applicable to the application of generic drugs or Category 5.2 imported drugs.
Our Core Product

TABOOS, our Core Product and most advanced drug candidate, is a biosimilar to bevacizumab,
which is currently sold under the trade name Avastin. A biosimilar is a biological product which is highly
similar in quality, safety and efficacy to another biological product, or the originator drug, that is already
licensed for use. TABOOS8 shares the identical primary sequence with Avastin. TABOOS is currently in
Phase III clinical trials. We expect to launch this product in late 2020 or early 2021, subject to regulatory
approval. As part of our efforts to develop TABOOS, our production facilities have been equipped with
2,000L bioreactors mainly for the purpose of manufacturing TAB0OO8. With these bioreactors, we have
maintained stable and robust supply of samples for clinical trials and manufactured several batches of
TABO0O8 samples. As TABOO8 is our only Core Product, we devoted most of our research and
development budget to it, and our research and development team for TABOOS is the largest among all of
our product teams. Research and development expenses attributable to TABOO8 were RMBS53.1 million,
RMB107.4 million and RMB14.5 million, respectively, in 2017, 2018 and the four months ended April
30, 2019, representing 50.1%, 56.9% and 30.0% of our total research and development expenses of the
respective periods. In addition, we have established a sales and marketing team with nearly ten years of
experience in selling oncology drugs, which is well prepared to market TABOOS8 and will be concentrating
on establishing the sales network for TABOO8 when approved. We had one granted patent and five
pending patent applications in relation to our Core Product.

Background of Originator Drug

Avastin is a product originally developed by Roche and first approved by the FDA in February
2004 for the treatment of mCRC. In October 2006, the FDA approved the regimen of bevacizumab in
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combination with the PC (paclitaxel and carboplatin) chemotherapy as a first-line treatment of advanced
nsNSCLC. The EMA also approved bevacizumab in combination with platinum-based chemotherapy for
the first-line treatment of unresectable, advanced metastatic or recurrent nsSNSCLC. Avastin is the most
widely used anti-VGEF mAb drug with abundant real-world evidence of its efficacy and safety since its
entry into the market in 2004. The global bevacizumab market reached US$7.0 billion in 2018, according
to Frost & Sullivan. The patents of Avastin expired in July 2019 in China.

In February 2010, after the registration trial was completed in China, Avastin was approved by the
NMPA for the treatment of mCRC. In July 2015, the NMPA approved a new indication for Avastin in
combination with chemotherapy for the treatment of nsNSCLC. Avastin has since been approved by
various other countries for use in combination with chemotherapy to treat a wide range of tumors,
including mCRC, NSCLC, glioblastoma, renal cell carcinoma, ovarian cancer, cervical cancer and breast
cancer. The bevacizumab market in China reached RMB3.2 billion in 2018 and is estimated to grow to
RMB13.1 billion in 2023, representing a CAGR of 32.7%; the bevacizumab biosimilar market in China is
expected to reach RMBO0.02 billion in 2019 and is estimated to grow to RMB6.4 billion in 2023,
representing a CAGR of 343.9% from 2019 to 2023, according to Frost & Sullivan.

Mechanism of Action

Bevacizumab is a recombinant humanized mAb that binds vascular endothelial growth factor
(VEGF) and prevents the interaction of VEGF to its receptors on the surface of endothelial cells. The
interaction of VEGF with its receptors leads to endothelial cell proliferation and new blood vessel
formation in in vitro models of angiogenesis. The following chart illustrates the mechanism of action of
bevacizumab.

VEGF
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Source: Frost & Sullivan Report

Combining VEGF inhibitors such as bevacizumab with cytotoxic agents is synergistic and
improves therapeutic outcomes. VEGF may skew maturation of myeloid progenitors away from
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differentiation into dendritic cells and toward endothelial cells, impacting T cell activation. VEGF can
also decrease expression of vascular cell adhesion molecule-1, important for anti-cancer T cell adhesion
and infiltration into tumors, and increase expression of factor associated suicide ligand, leading to
apoptosis of anti-cancer T cells at the vascular border of the cancer. Clinical studies have recently
supported a role for anti-VEGF agents in combination with in PD-L1/PD-1 inhibitors in anti-cancer
immunity. The following charts illustrate that the combination of atezolizumab (anti-PD-L1) and
bevacizumab (anti-VEGF) plus chemotherapy has more clinical benefits than using bevacizumab plus
chemotherapy only for the treatment of NSCLC. The left chart shows that median progression-free
survival (mPFS) significantly extends in the atezolizumab plus BCP (ABCP) group than bevacizumab
plus carboplatin plus paclitaxel (BCP) group. The right chart shows that median overall survival (mOS) is

significantly longer in the ABCP group than BCP group.
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The following charts illustrate that the combination of anti-PD-1 plus chemotherapy and/or
bevacizumab has more clinical benefits than using anti-PD-1 only for the treatment of NSCLC. The left
chart shows that median progression-free survival (mPFS) significantly extends in the anti-PD-1 plus
chemotherapy and/or bevacizumab (combination therapy) group than anti-PD-1 alone (monotherapy)
group. The right chart shows that the overall response rate (ORR) is significantly higher in the

combination therapy group than monotherapy group.

75

mPFS (months)

Monotherapy Combination Therapy Monotherapy Combination Therapy
Source: Frost & Sullivan Report
Current Therapies

The dosage and regimen of bevacizumab vary by indication.
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mCRC: As a first-line and second-line therapy for mCRC, the recommended dose when
bevacizumab is administered intravenously is 5 mg/kg every two weeks, when in combination with
5-fluorouracil-based chemotherapy (bolus-IFL: irinotecan, leucovorin and fluorouracil), or 5 mg/kg
every two weeks or 7.5 mg/kg every three weeks, respectively, when in combination with
fluoropyrimidine-irinotecan- or fluoropyrimidine-oxaliplatin-based chemotherapy. Bevacizumab is also
used in second-line treatment of mCRC at a recommended dose of 10 mg/kg every two weeks
intravenously in combination with FOLFOX4 (folinic acid (leucovorin), fluorouracil (*‘5-FU”), and
oxaliplatin). In either setting, bevacizumab treatment has been shown to increase overall life expectancy.

nsNSCLC: As a first-line therapy for unresectable, locally advanced, recurrent or metastatic
nsNSCLC, bevacizumab is administered at 15 mg/kg intravenously every three weeks in combination
with the PC chemotherapy.

Across studies, the most common adverse reactions observed in Avastin patients (incidence rate
over 10%) were: epistaxis, headache, hypertension, rhinitis, proteinuria, taste alteration, dry skin, rectal
hemorrhage, lacrimation disorder, pain and exfoliative dermatitis. Because bevacizumab inhibits blood
vessel growth, which is a necessary part of the body’s ability to heal wounds and develop collateral
circulation solutions, its use may interfere with these normal functions and worsen existing conditions
such as for patients with serious hemorrhaging or a recent history of hemoptysis. Therefore, potential
patients are closely evaluated for eligibility to receive bevacizumab treatment.

Pre-clinical Studies

We have carried out CMC studies on TABOOS in accordance with the technical guidelines for
research and evaluation of biosimilar in China.

Firstly, we have demonstrated that TABOO8 has the same primary structure as Avastin by peptide
mapping, where TAB0OO8 and Avastin were fragmented to peptides by endoproteinase digestion, and the
peptides were separated by high performance liquid chromatography (HPLC) and then identified by
liquid chromatography-mass spectroscopy/mass spectroscopy (LC-MS/MS). The following chart shows
the peptide mapping profile (by HPLC) of TABOOS8 compared with Avastin.
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In addition, we have demonstrated that TABOOS8 has similar advanced structure, physicochemical
properties and biological activity to bevacizumab through structural identification, physicochemical
analysis and bioassay. The following figures show that TABOO8 and Avastin have similar inhibitory effect
on the proliferative activity induced by VEGF165 and VEGF121. VEGF121 and VEGF165 are the major
secretory subtypes of VEGF-A, both of which signal through VEGF receptor 2 (VEGF-2).

20,000
VEGF165 VEGF121
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15,000 TAB008
7

Avastin o \J/ =
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.
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Conc Conc
4 Plot01 (Avastin B7203@ic-50:MeanValue vs Concentration) Weighting:Fixed 4 Plot01 (Avastin H0137 @ic-50:MeanValue vs Concentration) Weighting:Fixed
® Plot02 (ADP20150602 @ic-50:MeanValue vs Concentration) Weighting:Fixed ® Plot02 (ADP20150401 @ic-50:MeanValue vs Concentration) Weighting:Fixed

Abbreviation: RFU = relative fluorescence unit

Source: the Company

The following table shows the in vitro potency of TAB0OOS in inhibiting the proliferation of human
umbilical vein endothelial cell stimulated by VEGF165 or VEGF121, measured as a percentage of

Avastin’s in vitro potency in the same:

VEGF 165 VEGF 121
Avastin Avastin Avastin Avastin Avastin Avastin
Drug name Batch number B7030 B7203 H0137 B7030 B7203 H0137
TABO008 ADP20150401 85% 102% 96% 109% 95% 101%
TABO008 ADP20150602 100% 96% 97% 107% 106% 92%
TABO008 ADP20150703 106% 100% 106% 107% 99% 99%

Source: the Company
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Using appropriate animal models, we have compared TABOOS with the reference substance Avastin

to ascertain their pharmacokinetic (PK), pharmacodynamic (PD) and toxicological characteristics. The

results show that they have the same anti-tumour efficacy on several human cancer xenografts in nude

mice (including NCI-H460 human lung cancer, Ls174t human colon carcinoma, SK-OV-3 human ovarian
cancer, MDA-MB-231 human breast cancer and U-87MG human malignant glioma). The figure below

shows the anti-tumour efficacy of TABOO8 and Avastin on SK-OV-3 human ovarian cancer xenografts in

nude mice.

Source: the Company
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The PK studies show that TABOOS8 and Avastin have similar serum concentration versus time at the

same dose. The following figure shows their concentration-time curves after intravenous administration
of 1, 5, 25 mg/kg of TABOOS and 5 mg/kg of Avastin to rhesus monkeys.
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The following charts show (1) cynomolgus monkeys’ mean serum concentration-time curves of
intravenously infused with different doses (2, 10, 50 mg/kg) of TABOOS8 or 10 mg/kg of Avastin for four
weeks, and (2) cynomolgus monkeys’ mean serum concentration-time curves after four weeks of

recovery:
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As shown by the results of PK studies in rhesus monkeys, the PK behavior of TABOO8 was
comparable to Avastin with a relative bioavailability of 121.06%. In the major pre-clinical
pharmacodynamic study, TABOO8 showed a strong in vitro anti-angiogenic effect on the xenografts of
many types of human tumors in nude mice with the same mechanism of action and physiological
disposition as Avastin. As shown by the results of a pre-clinical toxicological study, TABOO8 was
well-tolerated in cynomolgus monkeys and its pre-clinical toxicological study results were similar to
those of Avastin.

Clinical Trials

The clinical trials of TABOOS8 are subject to the Biosimilars Guideline issued by the NMPA. The
Biosimilars Guideline stipulates that the sponsor of the biosimilar can follow the step-by-step order and
conduct comparative studies at different phases. The biosimilar approval pathway is established based on
the scientific objective of proving that there are no clinically meaningful differences in the safety and
efficacy of biosimilars when compared to the reference drug, whereas the scientific objective for the
novel and innovative drug approval pathway is a full exploration of whether a medical strategy or
treatment is safe and effective in humans. Based on this principle, there is generally no requirement to
conduct a Phase II clinical trial for biosimilars since the proper dose assuring safety and efficacy has
already been determined for the reference product. Once the sponsor of the biosimilar receives IND
approval for a particular indication, the sponsor of the biosimilar may, at its own discretion, choose to
commence later trials.

Phase I Clinical Trial

The Phase I clinical trial for TABOOS8 started in November 2016, as determined by the time when
the first subject was enrolled, and concluded in August 2017, when the clinical study on the last subject
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was completed. Based on the data collected and analyzed, we concluded that TABOOS is safe with very
low immunogenicity, and the Phase I clinical trial demonstrated bioequivalence in PK profile between
TABOOS8 and Avastin.

Study Design. The Phase I clinical trial was a single dose, randomized, double-blind, parallel
controlled study to compare the similarity in pharmacokinetics and safety of TABOO8 and Avastin in
healthy Chinese male subjects. According to the E-Journal on CDE’s website, pharmacokinetic studies
have demonstrated that bevacizumab showed dose linearity within the dose range of 1-20 mg/kg, with a
terminal t%2 of around 20 days. Thus, 1mg/kg dose was recommended for PK analysis.

As such, a single Img/kg dose over a 90 minute infusion was selected for administration in a phase
1 randomized, double-blind, bevacizumab (EU-sourced) controlled study to compare pharmacokinetics,
safety, and immunogenicity of TABOOS versus Avastin® in healthy Chinese male subjects. The 1mg/kg
dose was selected to minimize drug exposure in normal healthy volunteers, such a low dose over a 90
minute infusion will be a very stringent test for the bio-similarity of TAB0OS.

The study recruited 100 healthy adult male subjects aged between 18 and 45 years with body mass
index (BMI) of 19 to 28 kg/m? (inclusive) and body weight of 50 to 75 kg (inclusive), and who were
confirmed as healthy subjects based on medical history, physical examinations, laboratory tests and ECG.
The subjects were randomly assigned to two treatment groups of equal size, the TABOO8 group and the
Avastin group, and hospitalized for six days for close observation after the administration of a single dose
of the study drug (1 mg/kg TABOOS or Avastin) through intravenous infusion. After discharge, subjects
returned at regular intervals for safety assessments, immunology and PK analysis up to approximately 99
days after the study drug administration.

.
’ 1 mg/kg TABOO8

Intravenous infusion
Single administration

Randomized
1:1 e Y

1 mg/kg Avastin
Intravenous infusion
Single administration

o 7/ U Y,

The primary endpoints consisted of C AUC,_ and AUC,__, of TAB00OS8 and Avastin after a single

max?

dose.

The secondary endpoints consisted of: (i) t,,., CL, A,, t;/», V, and V, of TAB008 and Avastin in
serum after a single dose; (ii) AEs, SAEs, and clinically significant laboratory abnormalities during
treatment; and (iii) serum level of anti-drug antibody/neutralizing antibody against TABOOS or Avastin.

Pharmacokinetic Results. The mean concentration profiles between treatments of TABOOS and
Avastin were similar over the profiling interval. The treatment-group ratios of least-squares geometric
means for the three primary PK parameters were fully contained within the bioequivalence limits of
80.00% to 125.00% (90% CI: 103.66% to 118.33% for C 94.32% to 111.72% for AUC,,_, and 94.69%
to 112.23% for AUC,_.,). Based on the result of the nonparametric analysis, the median t_,, of TAB0OOS8

max?

max
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and Avastin was the same (median difference was equal to 0). All other secondary PK parameters were
comparable between the two treatment groups.

The following chart sets forth the serum concentration of TABOO8 and Avastin on a linear scale:
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Source: the Company

The following chart sets forth the serum concentration of TABOO8 and Avastin on a
semi-logarithmic scale:
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The following table sets forth a statistical comparison of the primary pharmacokinetic parameters:

Parameter | Treatment | n Geometric | 95% CI Pairwise comparison
(unit) LS Means Pair Ratio (%) | 90% CI
AUC,_, Avastin 46 5358 (4981, 5763) TAB008/ 103.09 (94.69,
(h-ug/mL) | TABOOS 49 5523 (5146, 5927) Avastin 112.23)
AUC,, Avastin 47 5306 (4936, 5704) TAB008/ 102.65 (94.32,
(h-ug/mL) | TABOOS 49 5447 (5075, 5847) Avastin 111.72)
Croax Avastin 50 17.38 (16.44, 18.38) TABO008/ 110.77 (103.66,
(ug/mL) TABO00S 49 19.25 (18.20, 20.37) Avastin 118.33)

Abbreviations: CI = confidence interval, LS = least-squares

Source: the Company

Safety Results. TABOO8 and Avastin demonstrated comparable safety profiles and
immunogenicity.

The following table sets forth a summary of all related treatment-emergent adverse events by
system organ class, high-level term and preferred term for each treatment:

System Organ Class/

High Level Term/
Preferred Term Statistic  TABO00S (N = 49) Avastin (N = 50)
Number of subjects with related TEAEs'" n(%) 19(38.8) 19(38.0)
Investigations n(%) 14(28.6) 11(22.0)
Liver function analyses n(%) 7(14.3) 5(10.0)
Bilirubin conjugated increased n(%) 3(6.1) 2(4.0)
Blood bilirubin unconjugated increased n(%) 3(6.1) 2(4.0)
Alanine aminotransferase increased n(%) 2(4.1) 2(4.0)
Blood bilirubin increased n(%) 2(4.1) 2(4.0)
Aspartate aminotransferase increased n(%) 1(2.0) 0(0.0)
Triglyceride analyses n(%) 5(10.2) 4(8.0)
Blood triglycerides increased n(%) 5(10.2) 4(8.0)
Skeletal and cardiac muscle analyses n(%) 0(0.0) 2(4.0)
Blood creatine phosphokinase increased n(%) 0(0.0) 2(4.0)
Vascular tests nec (incl blood pressure) n(%) 2(4.1) 0(0.0)
Blood pressure diastolic increased n(%) 2(4.1) 0(0.0)
White blood cell analyses n(%) 2(4.1) 0(0.0)
Basophil percentage increased n(%) 1(2.0) 0(0.0)
Neutrophil count decreased n(%) 1(2.0) 0(0.0)
Coagulation and bleeding analyses n(%) 0(0.0) 1(2.0)
Prothrombin level decreased n(%) 0(0.0) 1(2.0)
Digestive enzymes n(%) 1(2.0) 0(0.0)
Amylase increased n(%) 1(2.0) 0(0.0)
Metabolism tests nec n(%) 0(0.0) 1(2.0)
Blood uric acid increased n(%) 0(0.0) 1(2.0)
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System Organ Class/

High Level Term/
Preferred Term Statistic ~ TABO008 (N = 49) Avastin (N = 50)
Physical examination procedures and
organ system status n(%) 1(2.0) 0(0.0)
Weight increased n(%) 1(2.0) 0(0.0)

Source: the Company
Note:

(1 TEAESs (Treatment — Emergent Adverse Events) is defined as AEs that started the date of signature of the ICF to the
end of the last follow-up visit or the date of premature termination. Subjects with more than one TEAE are counted
once at the worst severity or strongest relationship category. n = Number of subjects. % = Percentage of subjects in
each category relative to the total number of subjects in the relevant analysis set . System organ class and preferred
term are from the MedDRA dictionary, version 20.0 . The SOCs, HLTs and PTs were sorted by descending
frequency of the total number of subjects with at least one TEAE in each category, for conditions with the same

total frequency, SOCs/ HLTs/PTs were sorted alphabetically.

A summary of the safety data is set forth below:

. TEAEs were reported for 24 (49.0%) subjects in the TAB008 group and 22 (44%) subjects in
the Avastin group. TEAEs considered by the PI to be related to study drug were reported for
19 (38.8%) subjects in the TABOOS group and 19 (38.0%) subjects in the Avastin group.
CTCAE Grade 3 TEAEs were reported for one (2.0%) subject in the TABOOS group and
three (6.0%) subjects in the Avastin group; there were no Grade 4 or 5 TEAEs.

. There were no SAEs or deaths during the study. There were no TEAEs leading to treatment
discontinuation.
. Blood triglycerides increases were the most frequently reported treatment-related TEAE in

both the TABOO8 group (10.2%) and the Avastin group (8.0%).

o Clinically significant individual increases of blood triglycerides, uric acid, and liver
function parameters (alanine aminotransferase, total bilirubin, and direct bilirubin) were
observed for both groups in laboratory tests.

. Clinically significant individual increases of blood pressure were observed for both groups
in vital sign analyses.

. Analyses of ECG and physical findings did not reveal any clinically relevant abnormalities
in either group.

Phase III Clinical Trial
The commencement of Phase III clinical trial is conditioned upon (i) approval of clinical trials
from the NMPA and (ii) approvals from the Ethics Committee of the Drug Clinical Trial Institution of

each study site, after which the company shall complete the registration of relevant clinical trials on
CDE’s website before enrolling the first patient. With respect to TAB008, we obtained the NMPA
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approval in January 2016, approvals from the ethics committees at the two study sites in February and
April 2017, and completed the registration on CDE’s website in May 2017. The Phase I1I clinical trial for
TABOOS started in October 2017, as determined by the time when the first patient was enrolled and was
ongoing as of the Latest Practicable Date, expected to be completed around the end of 2019. We target to
enroll 546 nsNSCLC patients from 53 sites for the Phase III clinical trial, and over 90% of the patients
had been enrolled as of the Latest Practicable Date. The primary end point of this study is comparison of
the overall response rate in the two treatment arms by using TABOOS or Avastin (1:1) in combination with
paclitaxel and carboplatin to fall within the boundaries of bio-similarity. We expect to submit the NDA
for TABOOS8 in March or April of 2020.

Study Design. The Phase III clinical trial is a randomized, double-blind, multi-center, parallel
study comparing the efficacy and safety of TABOOS8 and Avastin in combination with PC chemotherapy as
treatment for advanced/relapsing nsNSCLC. The study is to recruit 546 EGFR-wildtype patients aged
between 18 and 75 years, to be randomly assigned to either the TABOOS8 or the Avastin group. Subjects
receive one administration of TABOO8 or Avastin at a dosage of 15 mg/kg in combination with the
standard PC chemotherapy every three weeks. After four to six cycles, subjects receive maintenance
therapy of TABOOS or Avastin at a dosage of 7.5 mg/kg every three weeks until subjects experience
progression of disease or intolerable toxicity.

S

15 mg/kg TABOOS + PC 7.5 mejlke TABOOS '
Four tossix cycles — / Three weeks per cycle
n=546 S Three weeks per cycle J
(EGFR— an 1().rlnlze y
wildtype) ’ ' ; | ' |
15 mg/kg Avastin + PC 7.5 mg/kg Avastin
Four to six cycles —_— / Three weeks per cycle |
Three weeks per cycle _J
. v L L !

The primary endpoints consist of ORR within the first 18 weeks of treatment.

The secondary endpoints consist of (i) DCR after the first 18 weeks of treatment, ORR after the
first six weeks of treatment, DoR, PFS and OSR, (ii) AEs, SAEs, AESIs, physical examinations, vital
signs, laboratory tests and ECG, (iii) serum level of anti-drug antibody/neutralizing antibody against
TABOOS or Avastin; and (iv) C,,;, of TAB0OOS and Avastin.

Efficacy and Safety. As of the Latest Practicable Date, the Phase III clinical trial was ongoing and,
therefore, the efficacy and safety results were not yet available.

Market Opportunity and Competition
Significant Growth Potential

Despite its demonstrated value in treating mCRC and nsNSCLC, bevacizumab has limited market
uptake and usage due to its high cost. For example, in 2017, in China, a 100 mg (4 mL) vial of Avastin
costs RMB1,998, according to the NRDL. Although bevacizumab may extend the survival period of

patients by several months, long-term prognosis in eligible patients is often poor, primarily because it is
mostly used to treat late-stage cancer. Meanwhile, mCRC and NSCLC incidence remains high and
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bevacizumab penetration rate remains low, especially in emerging markets. According to the Frost &
Sullivan Report, in China, new mCRC cases are projected to grow from approximately 197,200 in 2018 to
approximately 249,400 in 2030, and new NSCLC cases are projected to grow from approximately
428,600 to approximately 551,600 over the same period.

According to Frost & Sullivan, China’s bevacizumab market reached RMB3.2 billion in 2018 and
is expected to grow to RMB13.1 billion in 2023 at a CAGR of 32.7% from 2018; the bevacizumab
biosimilar market in China is expected to reach RMBO0.02 billion in 2019 and is estimated to grow to
RMB6.4 billion in 2023, representing a CAGR of 343.9% from 2019 to 2023. See “Industry Overview —
China’s Biologics Market — Overview of China’s mAbs Market — Overview of China’s Bevacizumab
Market” for details. In addition, five of bevacizumab’s FDA- or EMA-approved indications, namely
metastatic cervical cancer, advanced ovarian cancer, glioblastoma, metastatic breast cancer and
metastatic renal cell carcinoma, had not been approved by the NMPA as of the Latest Practicable Date.
According to Frost & Sullivan, the combined incidence of the seven FDA- or EMA-approved indications
in China was approximately 818,700 in 2018 and is expected to grow to approximately 918,200 by 2023.
Should any of these indications be approved by the NMPA in the future, China’s bevacizumab market may
grow faster than expected. As a result of the above, we believe there are significant market opportunities
for an affordable Avastin biosimilar.

Moreover, the market awareness and penetration of bevacizumab has been expanding along with
price reduction. In 2017, Avastin was included in the NRDL and thus subject to price-negotiations with
the PRC government, which resulted in a price reduction by approximately 60%. However, Avastin’s
sales revenue increased significantly to RMB3.2 billion in 2018 despite the price reduction, in contrast to
a steady growth between 2014 and 2017 from RMB1.1 billion to RMB1.7 billion, according to Frost &
Sullivan. See “Industry Overview — China’s Biologics Market — Overview of China’s mAbs Market —
Growth Drivers of China’s Bevacizumab Market” for details. This reflects that the improved affordability
of patients is a key factor driving the market to grow.

Competitive Landscape

Since Avastin has educated the market and established recognition among medical practitioners
and patients in terms of its efficacy and safety, suppliers of biosimilars can leverage their advantages in
pricing to target patients who cannot afford or are unwilling to pay for the more expensive originators.
The first movers of biosimilars can quickly ramp up their products by establishing reputation and loyalty
of prescriptions, creating additional entry barriers to later entrants. Even if the price of bevacizumab
drops in the future due to factors such as patent expiration or enhanced market competition, we believe

the increased popularity would benefit our efforts to market TABOOS.

Although the market demand is expected to continue to grow rapidly, due to the entry barriers to
the biosimilar market, the existing players in the market may not be able to instantly cater to such
growing demand. See “Industry Overview — China’s Biologics Market — Overview of China’s mAbs
Market — Entry Barriers to China’s Bevacizumab Biosimilar Market” for details. While Avastin may
become increasingly accessible, we expect that there will continue to be a significant gap between supply
and demand. As more medical practitioners and patients become familiar with bevacizumab, we believe
they will also become increasingly familiar with TABOOS as a more affordable bevacizumab to bridge the
supply-demand gap given our advanced position in the clinical trial of TAB0OS.
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The following table sets forth the filing status of bevacizumab biosimilar drug candidates that have
reached or completed Phase III clinical trials in China as of the Latest Practicable Date, according to
Frost & Sullivan:

Drug Name Company Filing Status | Relevant Filing Date'"
QL1101 Qilu Pharmaceutical Co., Ltd. NDA 2018/8/15
IBI305 Innovent Biologics, Inc NDA 2019/1/31
TAB008 The Company Phase 111 2017/5117
MIL60 Beijing mAbworks Biotechnology Co., Ltd. Phase III 2017/8/4
BAT1706 Bio-Thera Solutions Ltd Phase III 2017/10/31
GB222 Genor Biopharma Co., Ltd Phase 111 2017/12/15
LY01008 Shandong Boan Biological Technology Co., Ltd. | Phase III 2018/1/28
HLX04 Henlius Biotech Co., Ltd. Phase II1 2018/3/18
BP102 Shanghai Hengrui Pharmaceutical Co., Ltd. Phase III 2018/3/27
TQ-B2302 Chia Tai-Tianqing Pharmaceutical Co., Ltd. Phase III 2018/7/2
WBP264 Hualan Genetic Engineering Co., Ltd. Phase III 2018/8/2
SCT510 SinoCelltech. Ltd. Phase III 2018/12/18
AK-3008 Anke Bio Phase III 2019/4/29

Note:

(1) Denotes the date on which the relevant status was disclosed.

Source: Frost & Sullivan Report

We believe our TABOOS is well positioned to tap into the bevacizumab biosimilar market as one of
the first movers. As shown in the table above, our TABOO8 was the first bevacizumab biosimilar to
register on the CDE’s website for Phase III clinical trials among the 11 Phase III candidates, second in
progress only to the two candidates for which NDAs have been submitted. Moreover, leveraging our
commercial-scale manufacturing and proven sales and marketing capabilities, we believe we are able to
shorten time-to-market and time-to-peak sales of our TABOO8 when approved. We plan to compete with
other bevacizumab developers primarily based on our focus on product quality, manufacturing cost
efficiency and reliability of supply, given our projected capability to manufacture TABOOS on a large
scale and in accordance with GMP quality standards, while maintaining sound cost control measures
(including through adopting and developing cost-effective technologies such as single-use technologies,
cell culture media, and our proprietary perfusion-batch hybrid technology). In particular, we use 2,000
bioreactors to manufacture TABOOS, demonstrating our readiness for cost-efficient commercial
production.

Material Communication and Next Steps

We obtained the clinical trial approval for TABOOS8 in January 2016. We continue to conduct our
Phase III clinical trials and will evaluate and submit the study results from Phase I and Phase III clinical
trials when we complete the Phase III clinical trials to obtain regulatory approvals. We plan to file the
NDA with the NMPA in March or April of 2020 and expect to receive regulatory approval to launch this
product in late 2020 or early 2021, subject to successful completion of clinical trials.

Other than the above, we have not had any material regulatory communications with the NMPA for
TABO0O0S8, and we are not aware of any material concern from the NMPA in connection with our ongoing
development of TABOOS.
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In addition, as clinical studies have recently demonstrated that the combination of bevacizumab
and immune checkpoint inhibitors could significantly improve efficacy in many tumor types, we entered
into a non-binding memorandum of understanding with Jiangsu Alphamab to explore combination
therapies involving TAB0O8 and KN046 (a PD-L1/CTLA-4 bispecific antibody). We are also working
with Shanghai Junshi to explore combination therapies involving TABOO8 and toripalimab, a

recombinant humanized anti-PD-1 monoclonal antibody, in the treatment of late-stage liver cancer.

Commercialization Plans

We plan to commercialize TABOOS leveraging our proven sales and marketing capabilities and our
commercial-scale manufacturing facilities. Our state-of-the-art production facilities in Suzhou have a
designed capacity of 16,000L, and we have been using 2,000L bioreactors to manufacture TAB0OS8
samples. Given our readiness for commercial production, we are in a position to quickly ramp up our
production capacity for TABOO8 without further construction or material modification once approved.
Our sales and marketing team has over eight years of experience in marketing S-1, an oncology drug of
Taiho Pharmaceutical, in China. We intend to leverage the following capabilities gained from marketing
S-1 to commercialize TABOOS:

° Professional and stable team: We train our over 50 sales representatives of S-1 to be
specialized in cancer treatments, including mCRC, an indication of Avastin, the originator
drug of TABOOS. Our sales and marketing team therefore has built up extensive experience
and technical know-how enabling them to sell TABOOS in a professional manner. Our sales
and marketing team is stable, with a retention rate of over 80% in each of 2017, 2018 and the
four months ended April 30, 2019.

° Geographic coverage: Our sales and marketing team currently covers over 20 provinces,

municipalities and autonomous regions in China.

° Hospital coverage and KOL relationship: TABOOS, as a biologic oncology drug, is
particularly suitable to be marketed in Class IIIA hospitals in China. In marketing S-1, we
have built access to over 450 hospitals, one third of which are Class IIIA hospitals, and have
worked closely with many KOLs. We expect the relationships and the trust we have built to

accelerate TABOOS’s penetration into these hospitals when approved.

To further strengthen our commercialization capability for TABOOS8 and other drug candidates, we
will continue to further expand our sales and marketing team, and expect to increase the number of our
sales representatives to approximately 250 to 300 after we commercialize TAB0OS. In addition, we will
continue to expand the coverage of our sales and marketing team into certain coastal areas in China, and

intend to use distributors as a supplement to our own sales force in selected regions.
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WE MAY NOT BE ABLE TO ULTIMATELY DEVELOP AND MARKET TABO00S8
SUCCESSFULLY.

Our Other Clinical-Stage Biological Drug Candidates

As of the Latest Practicable Date, we had three other clinical-stage drug candidates, all of which
were undergoing Phase I clinical trials in China.

TAA013

TAAO013, an ADC candidate containing trastuzumab and emtansine (Trastuzumab-MCC-DM]1)
aiming to become an affordable alternative to Kadcyla, is currently undergoing Phase I clinical trials in
China. Its IND application was submitted in April 2018, and the NMPA approved it in August 2018
without requesting supplementary submission. We currently expect to complete its Phase III clinical
trials by the end of 2022 and to launch this product in 2023, subject to regulatory approval.

Mechanism of Action

TAAO013 is a HER2-targeted antibody-drug conjugate. The antibody of TAAO13 is the humanized
anti-HER2 IgGl1, which is a trastuzumab biosimilar. The small molecule cytotoxin, DMI, is a
microtubule inhibitor. Upon binding to sub-domain IV of the HER2 receptor, TAAO13 undergoes
receptor-mediated internalization and subsequent lysosomal degradation, resulting in intracellular
release of DM1-containing cytotoxic catabolites. Binding of DMI1 to tubulin disrupts microtubule
networks in the cell, which results in cell cycle arrest and apoptotic cell death. In addition, in vitro studies
have shown that similar to trastuzumab, TAAO13 inhibits HER2 receptor signaling, mediates
antibody-dependent cell-mediated cytotoxicity (ADCC) and inhibits shedding of the HER2 extracellular
domain in human breast cancer cells that overexpress HER2. The following diagram shows the
mechanism of action of TAAO13.
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Source: Nature Biotechnology; the Company
Pre-clinical Studies
The mAb of TAAO13 is a biosimilar of trastuzumab (Herceptin), which has the same primary

structure as well as similar advanced structure, physicochemical properties and biological activity to that
of trastuzumab through structural identification, physicochemical analysis and bioassay. We have
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established stable bioconjugation process and quality control methods for the manufacture of TAAO13.
Comparative studies between TAAO13 and its reference substance Kadcyla on drug-to-antibody ratio

(DAR), physicochemical properties and biological activities have demonstrated that they are similar.

Using appropriate animal models, we have carried out the non-clinical studies for TAAO13 as

follows: (1) pharmacodynamical study; (2) pharmacokinetic (PK) study; (3) safety study.

Pharmacodynamical Study. In vivo pharmacodynamical studies evaluated the efficacy of
TAAO13 and its reference substance Kadcyla on BT-474 (HER2+ human breast cancer cell line),
BT-474/T721 (Herceptin resistant cell line), BT-474/L1.9 (Lapatinib resistant cell line), NCI-N87
(HER2+ human gastric cancer cell line), and SK-OV-3 (human ovarian cancer cell line) xenografts in
Nude Mice, and the results show that (1) TAAO13 is efficacious in multiple HER2+ human cancer
xenografts (including breast cancer, gastric cancer and ovarian cancer), (2) it also shows a good
inhibitory effect on HER2+ human breast cancer xenografts made resistant to trastuzumab or lapatinib,
including BT-474/T721 and BT-474/L1.9, and (3) TAAO13 has comparable anti-tumor efficacy to its
reference substance Kadcyla. The following figure shows the inhibitory effect on BT-474/L1.9 cancer
xenografts in nude mice (Lapatinib resistant) of TAAO13, Kadcyla, Herceptin and Lapatinib:
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Pharmacokinetic Study. Pharmacokinetic studies show that total-antibody and
conjugated-antibody of TAAO13 and Kadcyla at the same dose had similiar effects on rats and
cynomolgus monkeys, and that the level of free DM1 amount was the same. The following charts show

the total-antibody and conjugated-antibody, DM1 and MCC-DM1 of TAAO013 and Kadcyla in
cynomolgus monkeys:
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Safety Study. Toxicology studies show that the Highest Non-Severe Toxicity Dose (HNSTD) of
TAAO013 is 20 mg/kg to cynomolgus monkeys.

Clinical Trials

Following the completion of the CMC study of trastuzumab and ADC in 2016, we submitted an

IND application for TAAO13 in April 2018, and obtained approval from the NMPA for clinical trials in
August 2018.

Phase I clinical trial for TAAO13 commenced in December 2018, which is a dose escalation study
with three patients per dose level, 0.6 mg/kg, 1.2 mg/kg, 2.4 mg/kg, 3.6 mg/kg, with 3.6 mg/kg projected
to be the Phase II or Phase III recommended dose, 3 patients will be dosed at each dose level, and once all
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3 patients pass the 21 day dose limiting toxicity observation period, another 3 patients will be recruited to
the next dose level, if as planned, a total of 12 patients will be enrolled on the 4 dose escalation part of the
study. At our phase 2 recommended dose, a total of 10 patients will be enrolled, including the original 3
patients in the dose escalation part. Our inclusion criteria includes HER2+ breast cancer patients who
have progressed on trastuzumab based therapy. The fourth dose level has been completed in July 2019.
The primary endpoints of this study are safety, tolerability, pharmacokinetics, and preliminary efficacy. A
regulatory consultation after the Phase I clinical trial will be planned to confirm the design and patient
numbers of the Phase II or Phase III clinical trials. In addition, the Company released the data of TAA013
Phase I clinical trial in September 2019, thus becoming the first company in China to release Phase I
clinical data for T-DM1 ADC drug candidates.

Market Opportunity and Competition

In the United States, Kadcyla is considered the standard second-line treatment for metastatic
HER2+ breast cancer patients who received trastuzumab, pertuzumab and taxane in the first-line
treatment, according to Frost & Sullivan. However, Kadcyla is substantially more expensive than
alternative drugs and therapies. According to Frost & Sullivan, Kadcyla had worldwide sales of US$1.0
billion in 2018. According to Frost & Sullivan, there are 13 ADC agents undergoing clinical trials in
China. HER?2 is the main target for most of the ADC agents and breast cancer is heavily investigated.
Roche submitted NDA for its Tastuzumab-MCC-DM1 on March 28, 2019. Although no ADC product is
currently available in China, China’s market for ADC products that target HER2+ breast cancer is
expected to reach RMB1.5 billion in 2024, according to Frost & Sullivan.

Unlike chemotherapy, ADCs are intended to target and kill only the cancer cells. The antibody
embodied in an ADC can specifically target tumor cells and deliver the cytotoxic drug linked to such
antibody into tumor cells. Due to this mechanism, ADCs have higher potency and much less off-target
toxicity compared to chemotherapy, according to Frost & Sullivan. We believe we are one of the few
biotech companies in China possessing manufacturing capabilities for ADC drugs. In addition, we are in
the process of constructing a GMP-compliant workshop specialized in commercial-scale ADC production
and built to international standards. As such, we believe we are well positioned to capture the huge

market opportunities leveraging our strength in manufacturing.

TADO11

TADO11 is an anti-EGFR mAb drug candidate with the same primary sequence as nimotuzumab.
TADO11 possesses advantages over nimotuzumab because it is expressed in CHO cells, which are more
adaptable to human bodies than drugs expressed in NSO cells, and its antibody-dependent cell-mediated
cytotoxicity (ADCC) activity is substantially higher. Compared to other anti-EGFR mAb drugs, TADO11
has lower off-target toxicity due to its lower affinity for EGFR and hence a reduced effect on normal

epithelial cells. We believe it is also more affordable and suitable for various combination therapies.
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Mechanism of Action

TADO11 is a recombinant humanized monoclonal antibody targeting EGFR. This class of
antibodies has previously shown significant clinical efficacy in the treatment of nasopharyngeal,
esophageal, and pancreatic cancer patients. Nimotuzumab competitively binds to EGFR, blocks the
receptor and subsequently down streams the signaling pathways, stunts tumor growth, encourages tumor
differentiation, and facilitates tumor apoptosis and inhibit tumor angiogenesis. The following chart

shows its mechanism of action:
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Pre-clinical Studies
TADO11 has been demonstrated to have the exact same amino acid sequence as nimotuzumab and

higher ADCC activity through sequence structure evaluation, physical and chemical analysis, biological

activity determination and many more intricate comparisons with nimotuzumab.
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Pharmacological, pharmacokinetic, safety and tolerability evaluation of TADO11 were performed.

In vivo pharmacological studies have demonstrated TADOI1 to be very effective against EGFR

overexpressing xenografts in nude mice, and that its potency surpasses nimotuzumab. The following chart

shows the efficacy of TADO11 and nimotuzumab to NCI-H292 lung cancer xenografts in nude mice:

Source: the Company
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ADCC activity of TADO11 is significantly superior to that of nimotuzumab to A431 cells, which

are derived from epidermoid carcinoma. The chart below shows that the ADCC activity of TAI XIN
SHENG (Nimotuzumab) and TADO11 to A431 cells is about 19.4% (73.6%), 25.2% (77.5%) and 33.4%
(84.0%) at 0.3, 3 and 30ug/mL of TAI XIN SHENG or TADO11, respectively, compared to the negative

control.
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Pharmacokinetic studies have confirmed the serum concentrations of TADO11 to almost perfectly
overlap those of nimotuzumab with insignificant differences between them. The following chart shows
the average serum concentration vs time curve after single dose intravenous administration of 3, 10, 30
mg/kg TADO11 and 10 mg/kg nimotuzumab, in cynomolgus monkeys (ng/ml, n=6, Mean = SD):
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Note: (Grpl-3, TADO11; Grp4 nimotuzumab). Mean (+SD) serum concentrations-time profiles after single intravenous
infusion of 3, 10, 30 mg/kg TADO11 and 10 mg/kg Nimotuzumab in cynomolgus monkeys

Toxicological studies of TADOI11, including safety pharmacology, acute and chronic toxicity,
genotoxicity, reproductive toxicity and local irritation studies were performed and confirmed TADO11 to
be safe.

Clinical Trials

The Phase I dose escalation study was initiated in June, 2019. Four dose levels are planned at
200mg, 400mg, 800mg, and 1,200mg every two weeks in solid tumor patients, 3 patients will be dosed at
each dose level, and once all 3 patients pass the 28 day dose limiting toxicity observation period, another
3 patients will be recruited to the next dose level, if as planned, a total of 12 patients will be enrolled on
the 4 dose escalation part of the study. At our phase 2 recommended dose, a total of 10 patients will be
enrolled, including the original 3 patients in the dose escalation part. Our inclusion criteria include solid
tumor patients whose tumors express EGFR-positive, since TADO11 is EGFR targeting. The primary
endpoints of this study are safety and tolerability, pharmacokinetics, preliminary efficacy, and to
determine a Phase II recommended dose and also to evaluate preliminary efficacy. A regulatory
consultation will be planned after the Phase I clinical trial to confirm the design and patient numbers of
the Phase II or Phase III clinical trials. We expect to complete the first Phase III clinical trial by 2023 and
to launch this product in 2024, subject to regulatory approval.

Market Opportunity and Competition

Compared to small molecular inhibitors of EGFR, nimotuzumab has a broader range of
indications, including but not limited to nasopharyngeal cancer, esophageal cancer and pancreatic cancer.
According to Frost & Sullivan, the incidence of EGFR-positive advanced nasopharyngeal cancer reached
37,700 in 2018 and is expected to grow to 42,500 by 2023 at a CAGR of 2.5%. The incidence of
EGFR-positive advanced esophageal cancer in China reached 143,000 in 2018 and is expected to grow to
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167,000 by 2023 at a CAGR of 3.1%. China’s market of nimotuzumab for treatment of nasopharyngeal
cancer and esophageal cancer reached RMB489.1 million in 2018 and is expected to reach RMB2,504.8
million in 2024, according to Frost & Sullivan. In addition, the incidence of metastatic pancreatic cancer
in China reached 83,900 in 2018 and is expected to grow to 98,600 by 2023 at a CAGR of 3.3%, according
to Frost & Sullivan.

According to Frost & Sullivan, there are two marketed anti-EGFR mAb products in China , namely
Erbitux for mCRC and Taixinsheng for NPC, and 17 anti-EGFR pipeline products in China, of which
most are indicated for the treatment of mCRC, one has submitted NDA and six are undergoing Phase II or

Phase III clinical trials.

TABO14

TABO14 is the first bevacizumab based antibody having enrolled patients in Phase I clinical trial
for the treatment of retinal neovascularization, such as wet age-related macular degeneration (wWAMD), in
China. Therefore, we expect it to be first-in-class in China. It may also be used for the treatment of
diabetic macular edema (DME), retinal vein occlusion (RVO) and choroidal neovascularization (CNV).
We licensed out the right of commercialization in China, Hong Kong and Macau as it is a non-oncology

113

drug. See “— Collaboration with Strategic Business Partners” for details. We also intend to tap into
potential overseas markets for TABO14 by seeking co-development and/or out-license opportunities. We
expect the Phase III clinical trials of TABO14 to be completed by 2022, followed by product launch in

2023, subject to regulatory approval.

Mechanism of Action

Studies have shown that the VEGF level significantly increased in the patients with wAMD and
other eye diseases, such as DME and ME secondary to RVO. The main pathological feature of wAMD is
choroid angiogenesis in macular region, and VEGF plays an important role in its angiogenesis. TAB014
is able to specifically bind with VEGF and block it from binding to its receptors, thereby inhibiting the
angiogenesis. TABO14 has the same mechanism of action as TABOOS on inhibiting angiogenesis.

Pre-clinical Studies

Our Company has established stable processes for the production and quality control of TABO14.
We have demonstrated that TABO14 has the same primary structure as bevacizumab, as well as similar
advanced structure, physicochemical properties and biological activity to bevacizumab through structural

identification, physicochemical analysis and bioassay.

Pharmacodynamical Study. Studies on appropriate animal models show that TABO14 has the
similar efficacy in the treatment of WAMD compared with other anti-VEGF monoclonal antibodies, such
as bevacizumab and Lucentis. In vivo pharmacodynamic studies show that TABO14 (1.25 mg/eye),

Lucentis (0.5 mg/eye) and bevacizumab (1.25 mg/eye) have the same inhibitory effect on choroid
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angiogenesis in cynomolgus monkeys. The figures below show the rates of grade 4 lesion and the average
area of fluorescein leakage in each group pre/post dosing of TABO14 (1.25 mg/eye), Lucentis (0.5
mg/eye) and bevacizumab (1.25 mg/eye).
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Pharmacokinetic Study. We have performed pharmacokinetic studies of TABO14 (1.25 mg/eye
and 2.5 mg/eye, respectively, 2 eyes/animal, single intravitreous administration), bevacizumab (1.25
mg/eye, 2 eyes/animal, single intravitreous administration) and TABO14 (2.5 mg/animal, single
intravenous injection) on the healthy cynomolgus monkeys. The results show that the parameters of
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serum PK, aqueous humor PK and vitreous humor PK have no significant difference between TABO14

and bevacizumab (p> 0.05) by intravitreous injection at the same dosage (1.25 mg/eye) as shown in the
following chart:
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Safety Study. No systemic exposure toxicity was found in repeated administration toxicity test of
TABO14; no anti-drug antibodies (ADA) were detected in all animal serum samples. Non-clinical
toxicological tests showed that TABO14 was safe.

Clinical Trials

TABO14 is undergoing Phase I clinical trial in adult macular degeneration patients with the first
patient enrolled in June 2018. The pretest cohort has been dosed at 1.25 mg/eye and evaluated for safety,
pharmacokinetics and efficacy. This Phase I clinical trial is a dose escalation study and one eye per
patient will receive TABO14 at 1.25mg, 2mg, 2.5mg. The Phase II or Phase III recommended dose will be
determined from this study. Conclusive data from the Phase I clinical trial will be available in the fourth
quarter of 2019. A regulatory consultation will be planned after the Phase I clinical trial to confirm the
design and patient numbers of the Phase II or Phase III clinical trials.

Market Opportunity and Competition

TABO14 is developed based on bevacizumab with an ophthalmic formulation, though it is not an
oncology drug, we decided to develop it as an extension of our development of TAB0OOS to target the huge
unmet ophthalmic market demand. We intend to produce TABO14 in a cost-efficient manner by utilizing
our existing commercial-scale manufacturing capabilities for TAB0OOS and to position TABO14 as a much
more affordable anti-VEGF therapentic option compared to Lucentis, Langmu and Eylea for the said eye
diseases. China’s market for anti-VEGF mAbs as a treatment for wAMD reached RMB2.0 billion in 2018
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and is expected to reach RMB6.0 billion in 2023 with three marketed products for wAMD treatment, two
candidates undergoing Phase III clinical trials and eight candidates undergoing Phase I clinical trials in
China in addition to TABO14, according to Frost & Sullivan.

Other Drug Candidates
TOZ309

We are developing TOZ309, a generic drug candidate of Temodal (temozolomide capsule), the
patent of which expired in March 2012 in China. Temozolomide is an alkylating agent that can kill cancer
cells by damaging their DNA. With improved efficacy and fewer side effects compared to conventional
chemotherapy drugs, temozolomide capsules are today used as a first-line medication for both newly

diagnosed and recurrent glioma.
Mechanism of Action

Temozolomide is an imidazotetrazine derivative. The chemical name of temozolomide is
3,4-dihydro-3-methyl-4-oxoimidazo[5,1-d]-as-tetrazine-8-carboxamide. It is a white to light tan/light
pink powder with a molecular formula of C4H¢N;O,. Temozolomide is not directly active but
undergoes rapid nonenzymatic conversion at physiologic pH to the reactive compound
5-(3-methyltriazen-1-yl)-imidazole-4-carboxamide (MTIC). The cytotoxicity of MTIC is thought to be
primarily due to alkylation of DNA. Alkylation (methylation) occurs mainly at the O° and N’ positions of

guanine. The following picture shows the aforementioned process:
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Source: American Journal of Neuroradiology; the Company
Note: Schematic illustration of the proposed mechanism of temozolomide. Temozolomide is converted intracellularly

into MTIC, which methylates DNA. Cellular repair mechanisms cannot adjust, resulting in DNA nicks and

ultimately apoptosis.
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BE Study

The BE study of TOZ309 has been completed. We submitted the ANDA for TOZ309, which was
accepted by the NMPA in July 2019.

Market Opportunity and Competition

China’s market for temozolomide capsules reached RMB1.8 billion in 2018 and is expected to
grow to RMB2.5 billion by 2023 at a CAGR of 6.2%, according to Frost & Sullivan. Three TMZ capsules
have been marketed in China. The original drug TEMODAR® was approved by the FDA in 1999 and
entered the market in China in 2007. In addition to TOZ309, two TMZ capsules are undergoing clinical

trials in China, according to Frost & Sullivan.
TOM312

We are developing TOM312, a generic drug candidate of Megace (megestrol acetate oral
suspension), the patent of which expired in August 2011 in China. It is for the treatment of cancer- and
HIV-associated cachexia. Megestrol acetate is a progestin medication commonly used to treat cachexia.
Megestrol acetate is easier to absorb and has better tolerance in oral suspension than in solid dosage

forms, but currently it is only available in solid dosage forms in China.
Mechanism of Action

TOM312 is a micronized megestrol acetate in oral suspension dosage form. Its active ingredient,
megestrol acetate, is a synthetic derivative of the naturally occurring steroid hormone, progesterone. It is a
white, crystalline solid chemically designated as 170.-(acetyloxy)-6-methylpregna-4,6-diene-3,20-dione,
with the empirical formula C24H3204. Several investigators have reported on the appetite enhancing

property of megestrol acetate and its possible use in cachexia.
BE Study

TOM312 is in the BE study stage. Our research and development team has completed (1)
pre-formulation development, (2) formulation development, (3) analytical method development and (4)
process development. For the characteristics of specialty drug delivery system, we are currently
conducting the BE study. We expect to submit an ANDA in 2021, subject to regulatory approval.

Market Opportunity and Competition

China’s megestrol acetate oral suspension market is expected to grow to RMB297.8 million in
2022 and RMB1,384.5 million in 2030, according to Frost & Sullivan. According to Frost & Sullivan, the
generic megestrol acetate has many marketed drugs in solid dosage form while there is no marketed
product in oral suspension, though the oral suspension normally demonstrates better absorption and
patient compliance than solid dosage form drugs. We plan to target the general patient group in the

marketing of TOM312, and intend to seek its inclusion into the NDRL after launching this product.
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TIC318

We are developing TIC318, a generic drug candidate of Paraplatin (Carboplatin Injection), the
patent of which expired in August 2008 in China. It is indicated for the initial treatment of advanced
epithelial-derived ovarian carcinoma and secondary treatment after failure of other treatments. It is also
indicated for the treatment of small cell lung cancer (SCLC), head and neck squamous cell carcinoma
(HNSCC).

Mechanism of Action

Carboplatin is a platinum coordination compound. The chemical name for carboplatin is platinum,
diammine[1,1-cyclobutanedicarboxylato(2-)-0,0']-, (SP-4-2). Carboplatin is a crystalline powder with
the molecular formula of CsH12N204Pt. Carboplatin, like cisplatin, produces predominantly interstrand
DNA cross-links rather than DNA-protein cross-links. This effect is apparently cell-cycle nonspecific.
The aquation of carboplatin, which is thought to produce the active species, occurs at a slower rate than
in the case of cisplatin. Despite this difference, it appears that both carboplatin and cisplatin induce equal
numbers of drug-DNA cross-links, causing equivalent lesions and biological effects. The differences in
potencies for carboplatin and cisplatin appear to be directly related to the difference in aquation rates.

CMC Study

TIC318 is in the CMC development stage, and we are conducting the quality consistency study
with Paraplatin (Carboplatin Injection), which comprises eight phases, namely, pre-formulation study,
originator drug quality study, formulation development, analytic development, quality control, process
validation, non-clinical safety valuation and stability trial. We expect the process validation to be
completed by the end of 2019 and the ANDA application to be submitted in 2020.

Market Competition

According to Frost & Sullivan, there is a carboplatin injection drug candidate for which the ANDA
application has been submitted; in addition two carboplation injections have been marketed since 1999
and 2002 which are indicated for cancer chemotherapy, such as ovarian cancer, head and neck cancer and

small cell lung cancer, among others.
TEPI11S8
We intend to develop TEP118 as a modified hyaluronidase with long half life and can be used in

combination with a wide range of other oncology drugs to treat biliary cancer, gallbladder tumors,

metastatic pancreatic cancer, NSCLC and stomach tumors.
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Mechanism of Action

The micro-environment of many tumors contains a vast quantity of hyaluronic acid (HA). In fact,
the more malignant phenotypes contain larger amounts of HA. HA contains many intrinsically viscous
hydrophilic groups such as hydroxyl groups, with resultant increased interstitial osmotic pressure within
the tumor, compressing its vascular supply, creating a highly anaerobic tumor core that is not accessible
to many anti-neoplastic agents. Hyaluronidase can digest the long chain structure of HA, down grade its
viscosity and interstitial pressure, breaking down the barriers for anti-neoplastic agents to penetrate into
the tumor, including the previously anaerobic core, its actions can be seen in the figure below.
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Source: Frontiers in Oncology; the Company

Note:

(A) An HA-hightumor, encompassed by a fibrous capsule. As HA accumulates in the tumor it absorbs water, resulting
in expansion of the tumor stroma, which is limited by the fibrous capsule, resulting in increased tumor interstitial
pressure, collapse of tumor associated vasculature, and other sequelae as shown.

(B) After treatment with PEGPH20, high-molecular weight HA is degraded to fragments, which diffuse into newly

expanded vasculature, resulting in a dose-dependent normalization of tumor interstitial pressure and other changes,
which result in tumor growth inhibition and increased access to systemic therapies.

Pre-clinical Studies

We have completed construction of the cell line and cell banks for production of hyaluronidase,
and completed initial pilot production. We are optimizing the pegylation of hyaluronidase and will start
GLP toxicology studies in 2020, targeting the submission of IND in 2021.

Market Competition

According to Frost & Sullivan, there is a recombinant human hyaluronidase drug candidate for
which an IND application was submitted in January 2018.

TAY018

We intend to develop TAYO18 as an anti-CD47 mAb for the treatment of non-Hodgkin’s
lymphoma, myelodysplastic syndrome, acute myelogenous leukemia and solid tumors.
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Mechanism of Action

TAYO018 is a humanized recombinant CD47 monoclonal antibody, used in the treatment of
non-Hodgkin’s lymphoma, myelomas, acute myeloid leukemia and various solid tumors. CD47 is
overexpressed on the surface of many tumor cells, through interaction with SIPRo on the surface of
macrophages, the signal of “don’t eat me” is released, thereby evading the recognition and killing of
tumor by the patient’s immune system. Blocking this “don’t eat me” signal by CD47 antibody enables and
restores the phagocytic function of macrophages and the scavenging effect of the immune system. Its

mechanism of action is shown in the following figure:
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Source: European Journal of Cancer; the Company

Note: CDA47 is highly expressed on many different types of cancers. SIRPa is an inhibitory receptor expressed on

macrophages and other myeloid immune cells.

(A) When CD47 binds to SIRPo, it causes activation of the SHP-1 and SHP-2 phosphatases that inhibit phagocytosis

via downstream mediators.

(B) Disruption of the CD47/SIRPa axis using antibodies or recombinant proteins disables inhibitory signalling by
SIRP «, thereby stimulating phagocytosis of cancer cells.

Pre-clinical Studies

The TAYO018 monoclonal antibody is undergoing humanization studies, which we target to
complete in 2019. Its process development and pre-clinical studies is planned to finished in 2021, and we

expect to submit the IND application in 2022.
Market Competition
According to Frost & Sullivan, there is an anti-CD47 mAb drug candidate for which an IND

application was submitted in March 2019. In addition, two additional drug candidates of this kind are

undergoing Phase I clinical trails.
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TVP211

We intend to develop TVP211 as an oncolytic virus drug based on genetically modified vaccinia
virus for the treatment of multiple types of solid tumors, including liver cancer, lung cancer, ovarian
cancer and brain glioma.

Mechanism of Action
As shown in the following chart, an oncolytic virus is a virus that can infect and kill cancer cells

while leave normal cells undamaged. After infected cancer cells are eliminated by oncolysis, progeny

viruses are released to destroy the remaining tumor.
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Source: Advanced Drug Delivery Reviews; the Company

TVP211 is a vaccinia virus based oncolytic virus, which is a new generation of oncolytic virus with
good natural tumor selectivity. It has been attenuated by deleting its intrinsic TK gene, which allows viral
replication in quiescent cells, and through directed evolution inserted the GM-CSF and HSP70 genes to
enhance tumoricidal activity. Simultaneous expression of GM-CSF can stimulate the migration and
maturation of dendritic cells, and expression of the HSP70 gene can promote release of neoantigens after
tumor oncolysis, to be uptaked and presented by dendritic cells, enhancing immunity against the cancer.
The sequence of events dictated by these two genes in the oncolytic process, in combination with the
tumor selectivity of the oncolytic virus will greatly enhance its efficacy in killing cancer cells.
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Pre-clinical Studies

TVP211 is undergoing process optimization and pilot production. We have conducted some vitro
studies on selected tumor cell lines, the results of which show that TVP211 has specific anti-tumor

efficacy to tumor cells with no obvious killing effect to normal cells, as shown in the figure 1 (normal

cells), figure 2 (cancer cells), figure 3 (cancer cells) and figure 4 (cancer cells) below:
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