
You should carefully consider all of the information in this Prospectus, including the

risks and uncertainties described below, before making an investment in our Shares. Our

business, financial condition and results of operations could be materially and adversely

affected by any of these risks and uncertainties. The trading price of our Shares could

decline due to any of these risks, and you may lose all or part of your investment.

Additional risks and uncertainties not presently known to us, or not expressed or implied

below, or that we deem immaterial, could also harm our business, financial condition and

results of operations.

RISKS RELATING TO OUR FINANCIAL POSITION AND PROSPECTS

We have incurred significant net losses since inception and expect to continue to incur

losses, and may never achieve or maintain profitability.

Investment in biopharmaceutical drug companies is highly speculative. We have incurred

substantial capital expenditures to date, and expect to continue to incur significant expenses

related to clinical trials and pre-clinical studies. However, we cannot assure you that our drug

candidates will obtain regulatory approvals and/or become commercially viable. Our ability to

generate significant revenue from our drug candidates will depend primarily on the success of

the regulatory approval, manufacturing and commercialization of the drug candidates, which

is subject to significant uncertainty. Even if we obtain regulatory approval to market our drug

candidates, our future revenue will depend upon other factors such as the market size for the

proposed indications of our drug candidates, and our ability to achieve sufficient market

acceptance.

Substantially all of our operating losses have resulted from costs and expenses incurred

by our research and development programs and in relation to our operations. To date, we have

funded our operations primarily through the proceeds from Pre-IPO Investments and bank

borrowings. The amount of our future net losses will depend, in part, on our future

expenditures and our ability to obtain funding through equity and/or debt financings, strategic

collaborations or government grants. We expect to continue to incur significant expenses and

operating losses for the foreseeable future. We anticipate that our expenses will increase

significantly if and as we:

• continue to advance the clinical trials and pre-clinical studies of our product

pipeline;

• initiate pre-clinical, clinical or other studies for new drug candidates;

• seek regulatory approvals for our drug candidates to complete clinical development

and commence commercialization;

RISK FACTORS

– 44 –



• manufacture our drug candidates for clinical trials and for commercial sale;

• develop and expand our commercialization team to commercialize any drug
candidates in our pipeline for which we may obtain regulatory approval;

• acquire or in-license other drug candidates and technologies;

• incur costs to develop or manufacture drug candidates under any collaboration or
in-license agreements;

• maintain, protect and expand our intellectual property portfolio;

• attract and retain skilled personnel, and grant share options to our employees under
our Pre-IPO Share Option Plans; and

• create additional infrastructure to support our operations as a public company and
our product development and planned future commercialization efforts.

In addition, considering the numerous risks and uncertainties associated with regulatory
approval, we are unable to accurately predict the timing or amount of additional expenses, or
when, or if, we will be able to achieve or maintain profitability. Our expenses could increase
beyond expectations if we are required by the NMPA, the FDA or other similar authorities to
perform studies in addition to those that we currently anticipate. Even if our drug candidates
are approved for commercial sale, we expect to continue incurring significant costs associated
with the manufacturing and the commercial launch of the drug candidates.

Even if we are able to generate revenue from the sale of our drugs, we may not become
profitable and may need to obtain additional funding to continue operations. If we fail to
become profitable or obtain sufficient equity or debt financings, we may be unable to continue
our operations according to our plans and be forced to scale back our operations. Moreover,
even if we manage to achieve profitability, we may not be able to sustain or increase
profitability on an ongoing basis. Our failure to become and remain profitable may also impact
investors’ perception of the potential value of our Company and could impair our ability to
raise additional capital, expand our business or continue our operations. Failure to become and
remain profitable may also adversely affect the market price of our Shares. A decline in the
market price of our Shares could cause potential investors to lose all or part of their investment
in our business.

We may need to obtain substantial additional financing to fund our operations.

Our drug candidates require substantial investments for the completion of clinical
development, regulatory review, drug manufacturing, marketing and launch before they can
generate product sales revenue. We will need to expend substantial resources on the research
and development and commercialization of our product pipeline. Our future funding
requirements will depend on many factors, including but not limited to:

• the progress, timing, scope and costs of our clinical trials, including the ability to
timely identify and enroll patients in our planned and potential future clinical trials;
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• the outcome, timing and cost of regulatory approvals of our drug candidates;

• the progress, timing, scope and costs related to discovery and early development of

additional drug candidates;

• the preparation required for anticipated commercialization of our drug candidates,

and if regulatory approvals are obtained, to fund the product launch;

• the manufacturing requirements and capabilities related to clinical development and

future commercialization for any approved drug candidates;

• the amount and timing of any profit sharing, milestone and royalty payments we

receive from our current or future collaborators; and

• our headcount growth and associated costs.

We expect to continue to experience net cash outflows from our operating activities for

the foreseeable future. We plan to use the net proceeds from the Global Offering, together with

our Pre-IPO Investments and bank borrowings to fund our operations. However, if the

commercialization of our drug candidates is delayed or terminated, or if the expenses

associated with drug development and commercialization increase substantially, we may need

to obtain additional financing to fund our operations. Additional funds may not be available

when we need them on terms that are acceptable to us, or at all. Our ability to raise funds will

depend on financial, economic and market conditions and other factors, many of which are

beyond our control. If adequate funds are not available to us on a timely basis, we may be

required to delay, limit, reduce or terminate pre-clinical studies, clinical trials or other research

and development activities or commercialization for one or more of our drug candidates, and

in turn will adversely affect our business prospects.

If we are unable to maintain adequate working capital, we may default in our payment

obligations and may not be able to meet our capital expenditure requirements, which may have

a material adverse effect on our business, financial condition, results of operations and

prospects.

We have a limited operating history, particularly as a standalone company, which may
make it difficult to evaluate our current business and predict our future performance.

We are a development-stage biopharmaceutical company with a relatively short operating

history as a standalone company. We only began to operate on a standalone basis from Suzhou

Alphamab in 2018 after the completion of the Reorganization. See “History, Reorganization

and Corporate Structure.” Our operations to date have focused on the pre-clinical studies and

clinical trials of oncology-focused drug candidates. However, to date, we have not yet

successfully advanced any drug candidates from research and development to regulatory

approval for commercial sale. We have not generated any revenue from product sales. We also

have limited experience in manufacturing and sales and marketing of drugs. For these reasons,
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particularly in light of the rapidly evolving biopharmaceutical industry, it 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.

The fair value measurement of our convertible redeemable preferred shares is subject to

significant uncertainties and risks, and changes in such fair value may affect our financial

performance.

Our Series A Preferred Shares and Series B Preferred Shares are classified as financial

liabilities measured at fair value through profit and loss, or FVTPL. The fair value

measurement of our Preferred Shares involves estimates and assumptions that are subject to

significant uncertainties and risks.

The fair value of the financial liabilities at FVTPL is established by using valuation

techniques, including the backsolve method and hybrid method. Valuation techniques are

certified by an independent qualified professional valuer before being implemented for

valuation and are calibrated to ensure that outputs reflect market conditions. Valuation models

established by the valuer make the maximum use of market inputs and rely as little as possible

on our specific data. However, some significant unobservable inputs, such as fair value of our

ordinary shares, possibilities under different scenarios such as initial public offering,

liquidation and redemption, and discount for lack of marketability, require management

estimates. Management estimates and assumptions are reviewed periodically and are adjusted

when necessary. Should any of the estimates and assumptions change, it may lead to changes

in the fair value of financial liabilities at FVTPL. In addition, the valuation methodologies may

involve a significant degree of management judgment and are inherently uncertain, which may

result in material adjustment to the carrying amounts of certain liabilities and in turn may

materially and adversely affect our results of operations.

As of December 31, 2018 and June 30, 2019, the fair value of our financial liabilities at

FVTPL was RMB900.6 million and RMB1,288.6 million, respectively. The losses or gains of

fair value change from convertible redeemable preferred shares represent changes in the fair

value of our Preferred Shares. For the year ended December 31, 2018 and the six months ended

June 30, 2019, we recorded a loss on fair value change of RMB26.3 million and a gain on fair

value change of RMB22.4 million, respectively, both of which take into account exchange

gains or losses. We expect to continue to recognize the fair value changes of the Preferred

Shares after June 30, 2019 to the Listing Date. After the automatic conversion of all Preferred

Shares into Shares upon the Listing, we do not expect to recognize any further loss or gain on

fair value changes from Preferred Shares in the future.
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We had net liabilities and net cash outflows in operating activities during the Track
Record Period.

As of December 31, 2018 and June 30, 2019, we had net liabilities of RMB267.0 million

and RMB313.3 million, respectively. Our net liabilities position was in part due to the

accounting treatment for convertible redeemable preferred shares in relation to our Preferred

Shares, which are classified as financial liabilities measured at FVTPL. See “Financial

Information—Description of Certain Consolidated Statement of Financial Position Items.” Our

Preferred Shares will be converted into Shares upon the Listing, but we may still retain

accumulated losses due to the loss on the fair value change of our Preferred Shares after the

Listing.

We had net cash used in operating activities of RMB65.2 million, RMB93.9 million and

RMB110.0 million for the years ended December 31, 2017 and 2018 and the six months ended

June 30, 2019, respectively. While we believe we have sufficient working capital to fund our

current operations, we expect that we may experience net cash outflows from our operating

activities for the foreseeable future. If we are unable to maintain adequate working capital, we

may default on our payment obligations and may not be able to meet our capital expenditure

requirements, which may have a material adverse effect on our business, financial condition,

results of operations and prospects.

Fluctuations in exchange rates of the Renminbi could result in foreign currency exchange
losses.

Certain of our cash and cash equivalents, time deposits with original maturity over three

months, trade payables and convertible redeemable preferred shares are denominated in foreign

currencies, and are exposed to foreign currency risk. We incurred net exchange losses of

RMB8.7 million for the year ended December 31, 2018 and recognized net exchange gains of

RMB1.4 million for the six months ended June 30, 2019. The fair value change of convertible

redeemable preferred shares take into account exchange gains or losses. As of June 30, 2019,

RMB321.1 million of our cash and cash equivalents and time deposits with original maturity

over three months were denominated in U.S. dollars, primarily representing proceeds from our

Series A Financing and Series B Financing. The exchange rate of the Renminbi against the U.S.

dollar and other foreign currencies fluctuates and is affected by, among other things, the

policies of the PRC Government and changes in China’s and international political and

economic conditions, as well as supply and demand in the local market. It is difficult to predict

how market forces or government policies may impact the exchange rate between the Renminbi

and the Hong Kong dollar, the U.S. dollar or other currencies in the future. In addition, the

PBOC regularly intervenes in the foreign exchange market to limit fluctuations in Renminbi

exchange rates and achieve policies goals.

There remains significant international pressure on the PRC Government to adopt a more

flexible currency policy, which, together with domestic policy considerations, could result in

a significant appreciation of Renminbi against the U.S. dollar, the Hong Kong dollar or other

foreign currencies.
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The proceeds from the Global Offering will be received in Hong Kong dollars. As a result,
any appreciation of the Renminbi against the U.S. dollar, the Hong Kong dollar or any other
foreign currencies may result in the decrease in the value of our proceeds from the Global
Offering. Conversely, any depreciation of the Renminbi may adversely affect the value of, and
any dividends payable on, our Shares in foreign currency. In addition, there are limited
instruments available for us to reduce our foreign currency risk exposure at reasonable costs.
Any of these factors could materially and adversely affect our business, financial condition,
results of operations and prospects, and could reduce the value of, and dividends payable on,
our Shares in foreign currency terms.

RISKS RELATING TO DEVELOPMENT, COMMERCIALIZATION AND
REGULATORY APPROVAL OF OUR DRUG CANDIDATES

We may be unable to obtain regulatory approval for our drug candidates.

Our business depends substantially on our ability to complete the development of, obtain
regulatory approval for, and successfully commercialize, our drug candidates in a timely
manner. We cannot commercialize drug candidates in China or the United States without
obtaining the IND, BLA and other regulatory approvals from the NMPA and the FDA,
respectively. The time required to obtain approvals from the NMPA or the FDA is
unpredictable, but typically takes years following the commencement of pre-clinical studies
and clinical trials and depends upon numerous factors, including the substantial discretion of
the regulatory authorities. In addition, approval policies, regulations or the type and amount of
clinical data necessary to gain approval may change during the clinical development of a drug
candidate and may vary among jurisdictions. Changes in regulatory requirements and guidance
during our clinical trials may result in necessary changes to clinical trial protocols, which could
increase our costs, delay the timeline for or reduce the likelihood of regulatory approval for our
drug candidates.

Our drug candidates could fail to receive regulatory approval from the NMPA or the FDA
for many reasons, including but not limited to:

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

• failure to conduct clinical trials in accordance with regulatory requirements or our
clinical trial protocols;

• failure to demonstrate the safety and efficacy of a drug candidate for its proposed
indications;

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

• failure to demonstrate that the clinical and other benefits of a drug candidate
outweigh its safety risks;

• disagreement on our interpretation of data from pre-clinical studies or clinical trials;
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• insufficiency of data from clinical trials of our drug candidates to support the filing
of the BLA or other submission or to obtain regulatory approval;

• 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;

• deficiencies identified by the NMPA or the FDA in relation to CMC, manufacturing
processes or facilities; and

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

The NMPA or the FDA may require more information, including additional pre-clinical
or clinical data, to support the BLA, which may delay or prevent approval and our
commercialization plans, or we may decide to abandon the development program. Even if we
are able to obtain the BLA approval, regulatory authorities may approve our drug candidates
for fewer or more limited indications than we request, may grant approval contingent on the
performance of costly post-marketing clinical trials, or may approve a drug candidate with a
label that is not desirable for the successful commercialization of that drug candidate. In
addition, if any of our drug candidates produces undesirable side effects or safety issues, the
NMPA or the FDA may require the establishment of risk evaluation and mitigation measures
that may, for instance, restrict distribution of our drugs and impose burdensome
implementation requirements on us.

Changes in regulatory requirements and guidance may also occur, and we may need to
amend clinical trial protocols submitted to applicable regulatory authorities to reflect these
changes. Resubmission may impact the costs, timing or successful completion of a clinical
trial. 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, FDA and of other

applicable 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

existing or future legislation or administrative action, in any of China, the United States 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.

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.
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Our financial prospects depends on the success of our clinical-stage and pre-clinical stage
product pipeline.

Our ability to achieve revenue and profitability is dependent on our ability to complete

the clinical development of our drug candidates, obtain necessary regulatory approvals, and

have our drugs manufactured and successfully marketed. We have invested significant time and

resources on the development of our existing drug candidates, and we expect to continue to

incur substantial and increasing expenditures for the development and commercialization of

our drug candidates.

The success of these drug candidates will depend on several factors, including but not

limited to:

• successful enrollment of patients in, and completion of, clinical trials, as well as

completion of pre-clinical studies;

• obtaining sufficient supplies of any drug products that are used in combination with

our drug candidates, competitor drugs or comparison drugs that may be necessary

for use in clinical trials for evaluation of our drug candidates;

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

• receipt of regulatory approvals from the NMPA or the FDA and other applicable

regulatory authorities for our drug candidates;

• establishing sufficient commercial manufacturing capabilities, by completing

construction of our new manufacturing facilities as planned;

• the performance by CROs 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;

• ensuring we do not infringe, misappropriate or otherwise violate the patents, trade

secrets or other intellectual property rights of third parties;

• successful launch of our drug candidates, if and when approved;

• obtaining reimbursement from third-party payors for drug candidates, if and when

approved;

• competition with other drug candidates and drugs; and
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• continued acceptable safety profile for our drug candidates following regulatory
approval, if and when received.

If our drug candidates fail to achieve their expected success in a timely manner or at all,
we could experience significant delays in our ability to obtain approval for and/or to
successfully commercialize 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.

Moreover, because we have limited financial and managerial resources, we focus our
product pipeline on research programs and drug candidates that we identify for specific
indications. As a result, we may forego or delay pursuit of opportunities with other drug
candidates or for other indications that later prove to have greater commercial potential. Our
resource allocation decisions may cause us to fail to capitalize on viable commercial products
or profitable market opportunities. Our spending on current and future research and
development programs and drug candidates for specific indications may not yield any
commercially viable products. If we do not accurately evaluate the commercial potential or
target market for a particular drug candidate, we may relinquish valuable rights to that drug
candidate through collaboration, licensing or other royalty arrangements in cases in which it
would have been more advantageous for us to retain sole development and commercialization
rights.

We may not be able to identify, discover or develop new drug candidates.

We cannot guarantee that we will be successful in identifying potential drug candidates.
For example, although we have developed technology platforms such as CRIB and CRAM,
which we believe enables us to design, evaluate and select optimal candidates and continue to
enrich our pipeline, we cannot guarantee that we will be successful in identifying potential
drug candidates. Drug candidates that we identify may be shown to have harmful side effects
or other characteristics that make them unmarketable or unlikely to receive regulatory
approval. We are developing a number of BsAb drug candidates for oncology, which could be
technically challenging to develop and manufacture. We may also pursue collaboration with

third parties in the discovery and development of potential drug candidates, but we cannot

assure you that such collaboration will be able to deliver the intended results.

Research programs to pursue the development of our drug candidates for additional

indications and to identify new drug candidates and drug targets require substantial technical,

financial and human resources. 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 but not limited to the following factors:

• the research methodology used may not be successful in identifying potential

indications and/or new drug candidates;

• potential drug candidates may, after further study, be shown to have adverse effects

or other characteristics that indicate they are unlikely to achieve desired efficacy; or

RISK FACTORS

– 52 –



• it may take greater resources to identify additional therapeutic opportunities for our
drug candidates or to develop suitable potential drug candidates, thereby limiting
our ability to diversify and expand our drug portfolio.

Accordingly, there can be no assurance that we will be able to identify new drug
candidates or additional therapeutic opportunities for our drug candidates or to develop
suitable potential drug candidates through internal research programs, which could materially
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.

If 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.

Before obtaining regulatory approval for the commercial sale of our drug candidates, we
must conduct extensive clinical trials to demonstrate the safety and efficacy of our drug
candidates for their proposed indications. We may conduct clinical trials with larger subject
sample sizes as our clinical trial plan advances, and our drug candidates may not show the
promising safety and efficacy results that were observed in earlier clinical trials with fewer
subjects. Undesirable adverse events caused by our drug candidates could cause us or
regulatory authorities to interrupt, delay, suspend or terminate clinical trials and result in a
more restrictive label or the delay or denial of regulatory approval by the NMPA or the FDA.
Results of our clinical trials could reveal a high and unacceptable severity or prevalence of
adverse events. In such an event, our clinical trials could be suspended or terminated and the
NMPA or the FDA could order us to cease further development of, or deny approval of, our
drug candidates for any or all targeted indications. Adverse events could affect patient
recruitment or the ability of enrolled subjects to complete the trial, and result in potential
product liability claims. In addition, our clinical trials may be shown to lack meaningful
clinical response or other unexpected characteristics, such as short-term DOR and insufficient
enhancement of overall survival benefits.

If the results of clinical trials of our drug candidates are not positive or only modestly
positive for proposed indications or if they raise safety concerns, we may:

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

• be required to add labeling statements, such as a “boxed” warning or a
contra-indication;

• be required to create a medication guide outlining the risks of the side effects for
distribution to patients;

• be required to develop risk evaluation and mitigation strategies and plans to mitigate
risks, which could include medication guides, physician communication plans, or
elements to assure safe use, such as restricted distribution methods, patient registries
and other risk minimization tools;
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• not obtain regulatory approval for all the proposed indications as intended;

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

• be sued or held liable for injury caused to individuals exposed to or taking our drug

candidates; and

• be unable to obtain reimbursement for use of the drug.

In addition, if one or more of our drug candidates receives regulatory approval, and we

or others later identify undesirable side effects caused by such drugs, a number of potentially

significant negative consequences could result, including but not limited to the following

situations whereby:

• we may be forced to suspend marketing of the drug;

• regulatory authorities may withdraw approvals for the commercial sale of the drug;

• regulatory authorities may require additional warnings on the label;

• we may be required to develop risk evaluation and mitigation measures for the drug

or, if risk evaluation and mitigation measures are already in place, to incorporate

additional requirements under the risk evaluation and mitigation measures;

• we may be required to conduct post-market studies;

• we could be sued and held liable for harm caused to subjects or patients; and

• our reputation may suffer.

Any of these events could prevent us from achieving or maintaining market acceptance

of the particular drug candidate, if approved, and could significantly harm our business, results

of operations and prospects.

Clinical drug development involves a lengthy and expensive process with uncertain

outcomes, and we may be unable to commercialize our drug candidates on a timely basis.

Clinical trials are expensive, difficult to design and implement, and can take years to

complete with uncertainty as to outcome. A failure of one or more of our clinical trials can

occur at any stage of testing. The outcome of pre-clinical studies and early clinical trials may

not be predictive of the success of later phase clinical trials, and successful interim results of

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

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

• clinical trials of our drug candidates may produce negative or inconclusive results,
and we may decide, or regulators may require us, to conduct additional clinical trials
or abandon drug development programs;

• the patient enrollment may be insufficient or slower than we anticipate or patients
may drop out or fail to return for post-treatment follow-up at a higher rate than
anticipated;

• our CROs may fail to comply with regulatory requirements or meet their contractual
obligations to us in a timely manner, or at all;

• the number of patients required for clinical trials of our drug candidates may be
larger than we anticipate;

• our drug candidates may lack meaningful clinical responses or the participants may
be exposed to unacceptable health and safety risks;

• regulators may require that we or our investigators suspend or terminate clinical
research for various reasons such as non-compliance with regulatory requirements;

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

• the supply or quality of our drug candidates or other materials necessary to conduct
clinical trials of our drug candidates may be insufficient or inadequate; and

• our drug candidates may cause adverse events, have undesirable side effects or other
unexpected characteristics, causing us or our investigators to suspend or terminate
the trials.

If we are required to conduct additional clinical trials or other testing of our drug
candidates beyond those that we currently contemplate, if we are unable to successfully
complete clinical trials of our drug candidates or other testing, if the results of these trials or
tests are not positive or are only modestly positive or if they raise safety concerns, we may:

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

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

• have the drug removed from the market after obtaining regulatory approval;
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• be subject to additional post-marketing testing requirements;

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

• be unable to obtain reimbursement for use of the drug.

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

If we encounter difficulties enrolling patients in our clinical trials, clinical trials of our
drug candidates 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. 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;

• the size of the study population required for analysis of the trial’s primary endpoints;

• the proximity of patients to trial sites;

• the design of the trial;

• our ability to recruit clinical trial investigators with the appropriate competencies
and experience;

• clinicians’ and patients’ perceptions of the potential advantages and side effects of
the drug candidate being studied compared to other available therapies, including
any new drugs or treatments that may be approved for the indications we are
investigating;

• our ability to obtain and maintain patient consents;

• the risk that patients enrolled in clinical trials will not complete a clinical trial; and

• the availability of approved therapies that are similar in mechanism to our drug
candidates.
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In addition, our clinical trials may compete with our competitors’ clinical trials for drug

candidates that are in the same therapeutic areas as our drug candidates. Such competition will

likely reduce the number and types of patients available to us, as some patients might opt to

enroll in a trial being conducted by our competitors instead of ours. 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 delay or prevent the completion of these trials and adversely affect our ability to

advance the development of our drug candidates.

Results of earlier clinical trials may not be predictive of results of later-stage clinical

trials.

The results of pre-clinical studies and early clinical trials of our drug candidates may not

be predictive of the results of later phase clinical trials. 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 and early phase clinical trials. For example, KN046 has

been observed to have a favorable safety profile in phase I clinical trial in Australia with a

lower number of KN046-related TEAEs at grade 3 or higher levels than that of Opdivo and

Yervoy in its phase III registration clinical trial for metastatic melanoma and advanced or

metastatic RCC (although these are not head-to-head studies). However, we cannot guarantee

that this will continue to be the case when KN046 is studied in larger subject sample sizes. A

number of companies in the pharmaceutical and biotechnology industries have suffered

significant setbacks in advanced clinical trials due to lack of efficacy or adverse safety profiles,

notwithstanding promising results in earlier trials. Future clinical trial results may not be

favorable for these and other reasons.

In some cases, safety and efficacy results may vary significantly among different trials of

the same drug candidate due to numerous factors, including but not limited to changes in trial

procedures set forth in protocols, differences in the size and type of the patient population such

as genetic differences, patient adherence to the dosing regimen and other trial protocols, and

the rate of dropout among clinical trial participants. As drug candidates are developed through

pre-clinical and clinical trials towards approval and commercialization, it is customary that

various aspects of the development programs, such as manufacturing and formulation, are

altered along the way in an effort to optimize processes and results. Such changes carry the

inherent risks that they may not necessarily achieve the intended objectives. In the case of any

trials we conduct, results may differ from earlier trials due to the larger number of clinical trial

sites and additional countries and languages involved in such trials. Any of these changes could

make the results of planned clinical trials or other future clinical trials we may initiate less

predictable and could cause our drug candidates to perform differently, which could delay

completion of clinical trials, delay approval of our drug candidates and/or jeopardize our

ability to commence commercialization of our drug candidates.
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Immuno-oncology therapies, including immune checkpoint inhibitors, may cause

undesirable side effects.

Immuno-oncology therapies such as immune checkpoint inhibitors are still considered as

emerging and relatively novel therapeutics for treating cancer. Their mechanisms of action are

yet to be thoroughly understood, and adverse events or side effects have been observed in

clinical studies and reported by medical practitioners in connection with their usage in cancer

patients. In particular, we are developing a number of BsAb drug candidates for oncology,

which represent innovative, next generation medical therapies. BsAb treatments are largely

still under development, with numerous pre-clinical studies and clinical trials to determine

their safety and efficacy in oncology. To date, only a few BsAbs have been approved for

oncology treatments in the United States, and none in China.

The results of clinical trials for immuno-oncology therapies, including immune

checkpoint inhibitors and specifically, BsAb candidates, could reveal a high and unacceptable

severity and prevalence of undesirable side effects, including TEAEs that may be treatment-

related. Managing adverse events and toxicity for patients undergoing BsAbs treatments may

be more complex. Any such side effects could adversely impact our ability to obtain regulatory

approvals. For example, the NMPA, the FDA or other similar authorities could order us to

suspend or terminate our studies or to cease further development, of or deny approval of, our

drug candidates. These TEAEs may be more common in certain patient populations and may

be exacerbated when immune checkpoint inhibitors are combined with other therapies. In

addition, any drug-related side effects could affect patient recruitment or the ability of enrolled

patients to complete trials or may result in potential product liability claims. Any of these

occurrences may harm our business, financial condition and prospects significantly.

We may be unable to market our drug candidate if issues arise from any medical product

or treatment intended to used in combination with our drug candidates.

We plan to develop certain of our drug candidates, such as KN046 and KN026, for

combination therapies. If the NMPA, FDA or other comparable regulatory agency revokes its

approvals of the pharmaceutical products or medical treatments we intend to use in

combination with our drug candidates, we will be forced to terminate or re-design the clinical

trials, experience significant regulatory delays, or not be able to market our drug candidates in

combination with such revoked pharmaceutical products or medical treatments. In addition, if

safety or efficacy issues arise with these pharmaceutical products or medical treatments that we

seek to combine with our drug candidates, we may also experience significant regulatory

delays, and be required to re-design or terminate the relevant clinical trials. Moreover, if

manufacturing or other issues result in a supply shortage of any component in the combination

therapies we are developing, we may not be able to complete clinical development of our drug

candidates under our target timetable or at all.
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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, and 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 pre-clinical
studies and clinical trials. We have made significant efforts to develop biologics platforms,
namely, our CRIB platform and CRAM platform, and deep know-how, which allow us to
continuously develop and manufacture a robust pipeline of drug candidates. We cannot assure
you that we will be able to develop, enhance or adapt to new technologies and methodologies.
Any failure to do so may make our techniques obsolete, which could harm our business and
prospects.

We may not be able to comply with ongoing regulatory obligations and continued
regulatory review even if we receive regulatory approval for our drug candidates.

If our drug candidates are approved, they will be subject to ongoing regulatory
requirements for manufacturing, labeling, packaging, storage, advertising, promotion,
sampling, record-keeping, post-marketing studies, and submission of safety, efficacy, and other
post-market information in China and/or the United States.

Manufacturers and their facilities are required to comply with extensive NMPA and/or
FDA requirements, including 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 BLA, other
marketing application, and previous responses to inspection observations. Accordingly, we
must continue to expend time, money and effort in all areas of regulatory compliance,
including manufacturing, production and quality control.

The NMPA or the FDA may withdraw its approval if compliance with regulatory
requirements and standards is not maintained or if problems occur after the drugs reach the
market. Later discovery of previously unknown problems with our drug candidates, including
but not limited to adverse events of unanticipated severity or frequency, or with our
manufacturing processes, or failure to comply with regulatory requirements, may result in
revisions to the approved labeling to add new safety information; imposition of post-market
studies or clinical studies to assess new safety risks, or imposition of distribution restrictions
or other restrictions under a risk evaluation and mitigation program. Other potential
consequences include, among other things:

• restrictions on the marketing or manufacturing of our drugs, withdrawal of the

product from the market, or voluntary or mandatory product recalls;

• fines, untitled or warning letters, or holds on clinical trials;

• refusal by the NMPA or the FDA to approve pending applications or supplements to

approved applications filed by us or suspension or revocation of license approvals;
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• product seizure or detention, or refusal to permit the import or export of our drug

candidates; and

• injunctions or the imposition of civil or criminal penalties.

We may apply for conditional BLA approval from regulators for one or more of our drug

candidates in the future. Even if we were able to obtain conditional approval of any of our drug

candidates, the NMPA or the FDA may require us to conduct confirmatory studies to verify the

predicted clinical benefit and additional safety studies. The results from the confirmatory

studies may not support the clinical benefit, which would result in the approval being

withdrawn. While operating under conditional approval, we will be subject to certain

restrictions that we would not be subject to upon receiving regular approval. The NMPA, the

FDA and other applicable regulatory authorities also 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, the FDA and other applicable 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.

We may face intense competition.

The industry in which we operate is highly competitive and rapidly changing. Large

multinational pharmaceutical companies, established biotechnology companies, specialty

pharmaceutical companies, universities and other research institutions have commercialized or

are commercializing or pursuing the development of drugs for the treatment of cancer or other

indications for which we are developing our drug candidates. For example, our KN046 faces

competition in China and the United States from immune checkpoint inhibitors and

anti-PD-(L)1/CTLA-4 combination therapies approved and under late-stage clinical trials, and

potentially BsAbs under clinical trials. We may not be able to successfully compete with these

products.

Many of our competitors have substantially more developed commercial infrastructure,

greater financial, technical and human resources as well as more drug candidates in late-stage

clinical development than we do. Even if successfully developed and subsequently approved

by the NMPA and FDA, our drug candidates will still face competition based on safety and

efficacy, the timing and scope of the regulatory approvals, the availability and cost of supply,

sales and marketing capabilities, price, patent position and other factors. Our competitors may

succeed in developing competing drugs and obtaining regulatory approvals before us or gain

better acceptance for the same target markets as ours, which will undermine our competitive

position. In addition, any new product that competes with an approved product must

demonstrate compelling advantages in efficacy, convenience, tolerability and/or safety in order

to overcome price competition and to be commercially successful. Disruptive technologies and

medical breakthroughs may further intensify the competition and render our drug candidates

obsolete or noncompetitive.
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Mergers and acquisitions in the pharmaceutical and biotechnology industries may result

in even more resources being concentrated in 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 may also

compete with us in recruiting and retaining qualified scientific and management personnel,

establishing clinical trial sites and patient registration for clinical trials, as well as in acquiring

technologies complementary to, or necessary for, our programs.

Our drug candidates may fail to achieve market acceptance for commercial success.

Even if our drug candidates receive the requisite regulatory approval, they may fail to

gain sufficient market acceptance by physicians, patients, third-party payors and other relevant

parties in the medical community. If our drug candidates do not achieve an adequate level of

acceptance, we may not generate significant revenue from sales of our drugs and we may not

become profitable. The degree of market acceptance of our drug candidates will depend on a

number of factors, including but not limited to:

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

• physicians’ and patients’ perception of our drug candidates as a safe and effective

treatment;

• the potential and perceived advantages of our drug candidates over alternative

treatments;

• the prevalence and severity of any side effects;

• product labeling or product insert requirements of the NMPA, FDA or other

applicable regulatory authorities;

• limitations or warnings contained in the labeling approved by the NMPA, FDA or

other applicable regulatory authorities;

• the timing of market introduction of our drug candidates as well as competing drugs;

• the cost of treatment in relation to alternative treatments;

• the amount of upfront costs or training required for physicians to administer our

drug candidates;

• the availability of adequate coverage and reimbursement by government authorities

under the NRDL and PRDL, or by third-party payors;

• the willingness of patients to pay out-of-pocket in the absence of coverage and

reimbursement by third-party payors and government authorities;
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• relative convenience and ease of administration, including as compared to

alternative treatments and competitive therapies; and

• the effectiveness of our sales and marketing efforts.

Even if our drugs 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 drugs, are more cost effective or render our drugs obsolete.

We have very limited experience in commercializing drug candidates.

We have yet to demonstrate an ability to commercialize any of our drug candidates and
have limited practical experience in relation to establishing and managing our own sales,
distribution and marketing channels. If we are unable to build up our capabilities in sales,
marketing, managerial and commercialization, we may not be able to successfully sell our drug
candidates commercially and generate product revenue, and may not become profitable. In
addition, the commercialization of our drug candidates may involve more risk, take longer and
cost more than it would if we had more experience in commercializing drug candidates. We
will be competing with many companies that currently have commercialization teams and
extensive sales and marketing operations. With limited experience in sales and marketing, we
may be unable to compete successfully against these more established companies.

Our drugs may not be covered by reimbursement programs or may become subject to
unfavorable reimbursement practices, either of which could harm our business.

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 and/or third-party payors, such as
private health insurers and health maintenance organizations. The regulations that govern
reimbursement for new therapeutic drugs vary substantially from country to country.

In China, the NRDL and PRDL include drugs under the National Medical Insurance
Catalogue, which affect the amounts reimbursable to program participants for those drugs.
There can be no assurance that any of our drug candidates will be included in the NRDL or the
PRDL after initial approval for commercial sale. Pharmaceutical products included in the
NRDL or the PRDL are typically generic and essential drugs. Innovative drugs similar to our
drug candidates have historically been more limited on their inclusion in the NRDL or the
PRDL due to cost constraints. 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.

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

In addition, a key trend in the global healthcare industry is cost containment. Government
authorities and third-party payors have attempted to control costs by limiting coverage and the
amount of reimbursement for particular medications. As a result, even if our drug candidates
are successfully approved by the NRDL or PRDL or any other reimbursement programs
sponsored by government health administration authorities and third-party payors, 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
such reimbursement programs due to price control policies. Increasingly, third-party payors are
requiring that companies provide them with predetermined discounts from list prices and are
challenging the prices charged for medical products.

We cannot assure you that reimbursement will be available for our drug candidates that
we commercialize and, if reimbursement is available, the level of reimbursement.
Reimbursement may impact the demand for, or the price of, any approved drug candidate that
we commercialize. Obtaining or maintaining reimbursement for approved drug candidates may
be particularly difficult because of the higher prices often associated with drugs administered
under the supervision of a physician. If reimbursement is not available or is available only to
limited levels, we may not be able to successfully commercialize any drug candidate that we
successfully develop.

There may also be significant delays in obtaining reimbursement for approved drug
candidates, and reimbursement coverage may be more limited than the approved indications of
the drug candidates by the NMPA, the FDA or other comparable regulatory authorities.
Moreover, eligibility for reimbursement does not imply that any drug will be paid for in all
cases or at a rate that covers our costs, including research, development, manufacture, sale and
distribution. Payment rates may vary according to the uses of the drugs and the clinical setting
in which the drugs are 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. Our inability
to promptly obtain reimbursement coverage at intended payment rates from both government-
funded and private payors for our drug candidates and any new drug candidates that we develop
could have a material adverse effect on our business, operating results, and overall financial
conditions.
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The commercialization of our drug candidates, if approved, may be subject to price
restrictions and will continue to be subject to price competition in our intended markets.

The regulations that govern regulatory approvals, pricing and reimbursement for new
therapeutic drugs vary substantially from country to country. In China and some other markets,
the pricing of prescription pharmaceutical products remains subject to continuing
governmental control even after initial approval, and the pricing negotiations can take
considerable time. As a result, the commercial launch of our drug candidates can be delayed
due to price regulation, which will negatively impact our revenues.

In China, despite the lifting of government price controls on pharmaceutical products
pursuant to the Notice Regarding the Opinion on Facilitating the Pharmaceutical Pricing
Reform (關於印發推進藥品價格改革意見的通知) issued in May 2015, the prices of
prescription drugs continue to be subject to, and determined by, the centralized tender process.
There is no assurance that the adoption of the tender process will result in higher product
pricing compared to the government-controlled pricing, as competition from other
manufacturers, particularly those offering the same or substitute pharmaceutical products may
force us to lower prices of our products upon commercialization. The availability of cheaper
substitutes may adversely affect our business, financial condition, results of operations and
profitability in China and the United States where we intend to commercialize our products.

The market opportunities for drug candidates for certain indications may be limited to
those patients who are ineligible for or have failed prior treatments and may be small.

For certain indications with well-established standard of care therapies, we may initially
seek approval of our drug candidates as a later stage therapy for patients who have failed other
approved treatments. For drugs that prove to be sufficiently beneficial, we may subsequently
seek approval as an early-line therapy for these indications, but there is no guarantee that our
drug candidates would be approved for early-line therapy. Our projections of the number of
patients in a position to receive a later stage therapy and those who can potentially benefit from
treatment with our drug candidates as a second- or first-line of therapy, are based on our
estimates and may be inaccurate. Further, new studies may change the estimated incidences or

prevalence of these cancers. The number of patients may turn out to be lower than expected.

Additionally, the potentially addressable patient population for our drug candidates may be

limited or may not be amenable to treatment with our drug candidates. Even if we obtain

significant market shares for our drug candidates, because the potential target populations are

small, we may never achieve profitability without obtaining regulatory approval for additional

indications, including the use as an early-line therapy.

The manufacturing of therapeutic biologics products is highly complex and if we
encounter problems in manufacturing our products, our business could be materially and
adversely affected.

The manufacturing of therapeutic biologics products is highly complex and we have

limited experience in commercial manufacturing. Problems may arise during manufacturing for

a variety of reasons, including but not limited to equipment malfunction, failure to follow
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specific protocols and procedures, changes in product specification, low quality or insufficient
supply of raw materials, delays in the construction of new facilities or the expansion of our
existing manufacturing facilities as a result of changes in manufacturing production sites and
limits to manufacturing capacity due to regulatory requirements, changes in the types of
products produced, physical limitations that could inhibit continuous supply, man-made or
natural disasters and other environmental factors. Products with quality issues may have to be
discarded, resulting in product shortages or additional expenses. This could lead to, among
other things, increased costs, lost revenue, damage to customer relationships, time and expense
spent investigating the cause and, depending on the cause, similar losses with respect to other
batches or products. If problems are not discovered before the product is released to the market,
recall and product liability costs may also be incurred. We face additional manufacturing risks
in relation to the CMOs we engage from time to time. See “—Risks Relating to Our
Dependence on Third Parties—We may rely on third parties to manufacture our drug supplies.”

Manufacturing methods and formulation are sometimes altered through the development
of drug candidates from clinical trials to approval, and further to commercialization, in an
effort to optimize manufacturing processes and results. Such changes carry the risk that they
will not achieve these intended objectives. Any of these changes could cause the drug
candidates to perform differently and affect the results of planned clinical trials or other future
clinical trials conducted with the altered materials. This could delay the commercialization of
drug candidates and require bridging studies or the repetition of one or more clinical trials,
which may result in increases in clinical trial costs, delays in drug approvals and jeopardize our
ability to commence product sales and generate revenue.

We may explore the licensing of commercialization rights or other forms of collaboration
worldwide, which will expose us to additional risks of conducting business in additional
international markets.

Global markets are an important component of our growth strategy. For example, we have
retained rights for the development and commercialization of a number of our drug candidates
globally, including KN046 and KN026. Outside China, we intend to focus on opportunities in
the United States, in particular. If we fail to license the commercialization rights or enter into
collaboration arrangements with third parties in other markets, or if a third-party collaborator
is not successful, our revenue-generating growth potential will be adversely affected.
Moreover, international collaboration and licensing of commercialization rights in other
markets may subject us to additional risks that may materially adversely affect our ability to
attain or sustain profitable operations, including but not limited to:

• efforts to enter into collaboration or licensing arrangements with third parties in
connection with our international sales, marketing and distribution efforts may
increase our expenses or divert our management’s attention from the development of
drug candidates;

• difficulty of effective enforcement of contractual provisions in other jurisdictions;

• unexpected changes in or imposition of trade restrictions, such as tariffs, sanctions
or other trade controls, and similar regulatory requirements;
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• economic weakness, including inflation, interest rate hikes and foreign exchange

fluctuations;

• compliance with tax, employment, immigration and labor laws for employees

traveling abroad;

• the effects of applicable foreign tax structures and potentially adverse tax

consequences;

• workforce uncertainty and labor unrest;

• failure of our employees and contracted third parties to comply with United States

Department of the Treasury’s Office of Foreign Assets Control rules and regulations

and the United States Foreign Corrupt Practices Act of 1977, as amended, or FCPA;

and

• business interruptions resulting from geo-political actions, including war and acts of

terrorism, or natural disasters, including earthquakes, volcanoes, typhoons, floods,

hurricanes and fires.

These and other risks may materially adversely affect our ability to procure equipment

and raw materials and to attain or sustain any future revenue from international markets.

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

The illegal import of competing products from countries where government price controls

or other market dynamics result in lower prices may adversely affect the demand for our drug

candidates and, in turn, may adversely affect our sales and profitability in China and other

countries where we plan to 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 and other customers to obtain these

lower priced imports continues to grow. Furthermore, cross-border imports from lower-priced

markets (parallel imports) into higher-priced markets could harm sales of our drugs and exert

commercial pressure on pricing within one or more markets. In addition, competent

government authorities may expand consumers’ ability to import lower priced versions of our

future approved products or competing products from outside China or other countries where

we operate. Any future legislation or regulations that increase consumer access to lower priced

medicines from outside China or other countries where we operate could have a material

adverse effect on our business.

Certain pharmaceutical products distributed or sold in our target markets may be

manufactured without proper licenses or approvals, or are fraudulently mislabeled with respect

to their usage or manufacturers. These products are generally referred to as counterfeit
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pharmaceutical products. The regulatory control and law enforcement system in relation to the
counterfeit pharmaceutical products, 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 drug candidates.

A patient who receives a counterfeit pharmaceutical product may be at risk for a number
of dangerous health consequences. 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, theft of inventory at warehouses, plants or while in-transit, which is not properly
stored and which is sold through unauthorized channels, could adversely impact patient safety,
our reputation and our business.

RISKS RELATING TO OUR DEPENDENCE ON THIRD PARTIES

We have collaborated with third parties in the development of drug candidates and
combination therapies, and may seek collaboration opportunities and strategic alliances
in the future.

As of the Latest Practicable Date, we had three collaboration arrangements with third
parties, including a co-development arrangement with 3DMed for KN035, a joint development
arrangement with Sunshine Lake for an Anti-Tumor Combination Therapy using our KN046
and a licensing arrangement with Suzhou Dingfu. Going forward, we may seek additional
collaboration opportunities and strategic alliances. Any of such relationships may require us to
incur non-recurring and other charges, increase capital expenditures, issue securities that dilute
our existing shareholders, or divert the attention of our management from our normal course
of business. We face significant competition in seeking appropriate strategic partners and the
negotiation process is time-consuming and complex. Collaborations involving our drug
candidates are subject to a number of risks, which may include but are not limited to the
following:

• collaborators and strategic partners have significant discretion in determining the
efforts and resources that they will allocate to such collaborations or strategic
alliances;

• collaborators and strategic partners could independently develop, or develop with
other third parties, drugs that compete directly or indirectly with our drug
candidates;

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

• disputes may arise between us and a collaborator or strategic partner 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;
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• collaborations and strategic partnerships may be terminated and, if terminated, may
result in a need for additional capital to pursue further development or
commercialization of the relevant drug candidates; and

• collaborators and strategic partners may own or co-own intellectual property
covering our drugs that results from our collaborating with them, and in such cases,
we would not have the exclusive right to commercialize such intellectual property.

Under our Co-development Agreements with 3DMed, 3DMed is responsible for

conducting clinical trials and has exclusive commercialization rights for KN035 worldwide,

while we own the right to manufacture and supply KN035 to 3DMed and are entitled to share

the profits of KN035. See “Business—Our Collaboration Arrangements.” We out-license two

patents that we co-own with Suzhou Alphamab to Suzhou Dingfu and Suzhou Dingfu also

granted a non-exclusive, royalty-free license for a patent to Suzhou Alphamab and us. Under

this licensing arrangement, we will receive royalties or other payments from Suzhou Dingfu

based on how they commercialize the products they develop under the licensing arrangement.

We may be subject to the following risks under these arrangements:

• our collaboration partners may delay their drug development plan, including clinical

trials, provide insufficient funding for a clinical trial program, stop a clinical trial

or abandon a drug candidate, repeat or conduct new clinical trials or require a new

formulation of a drug candidate for clinical testing;

• our collaboration partners may not pursue development and commercialization of

drug candidates that achieve regulatory approval or may elect not to continue or

renew development or commercialization programs based on clinical trial results,

changes in their strategic focus or available funding, or external factors, such as an

acquisition, that divert resources or create competing priorities;

• our collaboration partners with marketing and distribution rights to one or more of

our drug candidates that achieve regulatory approval may not commit sufficient

resources to the marketing and distribution of such drug candidates;

We may not necessarily be able to realize the benefits of the collaborations and/or

strategic partnerships, which could potentially delay our drug development timelines or

otherwise adversely affect our business. We also cannot be certain that, following a strategic

transaction, we will be able to generate the target level of revenue or profit that can justify such

a 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
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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.

We rely on third parties to monitor, support and/or conduct clinical trials of our drug
candidates.

We rely on CROs, clinical trial sites, consultants and other third parties to monitor,

support and/or conduct pre-clinical studies and clinical trials of our drug candidates. However,

we have less control over the quality, timing and cost of these studies and the ability to recruit

and monitor trial subjects than if we conducted these trials wholly by ourselves. If we are

unable to maintain or enter into agreements with these third parties on acceptable terms, or if

any such engagement is terminated, we may be unable to conduct pre-clinical studies and/or

clinical trials in the manner that we anticipate. In addition, there is no guarantee that these third

parties will devote adequate time and resources to our studies or perform as required by

contract or in accordance with regulatory requirements, including the collection and

maintenance of clinical trial information regarding our drug candidates. If these third parties

fail to meet expected deadlines, timely transfer to us any regulatory information, adhere to

protocols or act in accordance with regulatory requirements or our agreements with them, or

if they otherwise perform in a sub-standard manner or in a way that compromises the quality

or accuracy of their activities or the data they obtain, the clinical trials of our drug candidates

may be compromised, delayed, prolonged, suspended or terminated, or our data may be

rejected by the NMPA or other applicable regulatory agencies.

In addition, we may not be able to enter into arrangements with alternative CROs or to

do so on commercially reasonable terms, if any of our relationships with third-party CROs

terminate. 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.

We have relied on and expect to continue to rely on third parties to supply raw materials
for the manufacturing of our drug candidates.

During the Track Record Period, we relied on third parties to supply certain raw materials

used in our research and development, and the manufacturing of drugs for clinical trials. We

expect to continue to rely on third parties to supply raw materials for the research, development

and commercialization of our drug candidates. See “Business—Raw Materials” and

“Business—Suppliers.”

Any disruption in production or the inability of our suppliers to produce adequate

quantities to meet our needs could impair our operations and the research and development of

our drug candidates. Moreover, we expect our demand for such raw materials to increase as we

expand our business scale and commercialize our drug candidates, but there is no assurance
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that current suppliers have the capacity to meet our demand. We are also exposed to the
possibility of increased costs, which we may not be able to pass on to customers and as a result,
lower our profitability. In addition, although we have implemented quality inspection on the
raw materials before using them in the manufacturing process, we cannot assure you that we
will be able to identify all of the quality issues. We cannot assure you that these third parties
will be able to maintain and renew all licenses, permits and approvals necessary for their
operations or comply with all applicable laws and regulations. Failure to do so by them may
lead to interruption in their business operations, which in turn may result in shortage of the
drug substance supplied to us, and cause delays in clinical trials and regulatory filings, or recall
of our products. The non-compliance of these third parties may also subject us to potential
product liability claims, cause us to fail to comply with the continuing regulatory requirements,
and incur significant costs to rectify such incidents of non-compliance, which may have a
material and adverse effect on our business, financial condition and results of operations.

We may rely on third parties to manufacture our drug supplies.

During the Track Record Period, we outsourced certain manufacturing activities of our
drug candidates to select CMOs in China and the United States. Such outsourcing occurs when
it is more efficient than manufacturing in-house and when we seek to reduce regulatory
compliance costs. Going forward, in the United States and, to a lesser extent, in China, we plan
to continue to work with industry-leading and reputable CMOs. Reliance on third-party CMOs
would expose us to the following risks:

• we may be unable to identify manufacturers on acceptable terms or in a timely
manner, or at all, because the number of potential manufacturers is limited and the
NMPA, FDA or other comparable regulatory authorities must evaluate and/or
approve any manufacturers as part of their regulatory oversight of our drug
candidates;

• our CMOs might be unable to timely produce the drug candidates or not in the
quantity and quality required to meet our needs for clinical trials and commercial
sale, if any;

• manufacturers are subject to ongoing periodic inspections by the NMPA or the FDA,
as applicable, to ensure strict compliance with cGMP and other government
regulations and we do not have control over CMOs’ compliance with these

regulations and requirements;

• manufacturers may not properly obtain, protect, maintain, defend or enforce our

intellectual property rights or may use our intellectual property or proprietary

information in a way that gives rise to actual or threatened litigation that could

jeopardize or invalidate our intellectual property or proprietary information or

expose us to potential liability;

• manufacturers may infringe, misappropriate, or otherwise violate the patent, trade

secret, or other intellectual property rights of third parties; and
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• our CMOs and critical raw materials suppliers may be subject to inclement weather,

as well as natural or man-made disasters.

Each of these risks could delay or prevent the completion of our clinical trials or the

approval of any of our drug candidates, or result in higher costs or adversely impact the

commercialization of our drug candidates.

Manufacturers of biological products often encounter difficulties in production,

particularly in assuring high reliability of the manufacturing process (including the absence of

contamination). These problems include logistics and shipping, difficulties with production

costs and yields, quality control, including stability of the product, product testing, operator

error, availability of qualified personnel, as well as compliance with strictly enforced laws and

regulations. Furthermore, if contaminants are discovered in our supply of our drug candidates

or in the manufacturing facilities of our CMOs, such manufacturing facilities may need to be

closed for an extended period of time to investigate and remedy the contamination. We cannot

assure you that any stability failures or other issues relating to the manufacture of our drug

candidates will not occur in the future in relation with our CMOs. Additionally, our CMOs may

experience manufacturing difficulties due to resource constraints or as a result of labor disputes

or unstable political environments. If our manufacturers were to encounter any of these

difficulties, or otherwise fail to comply with their contractual obligations, our ability to provide

any future approved drug candidates for commercial sale and our drug candidates to patients

in clinical trials would be jeopardized. Any delay or interruption in the provision of clinical

trial supplies could delay the completion of clinical trials, increase the costs associated with

maintaining clinical trial programs and, depending upon the period of delay, require us to begin

new clinical trials at additional expense or terminate clinical trials completely.

RISKS RELATING TO OUR INTELLECTUAL PROPERTY RIGHTS

We may not be able to obtain sufficient patent protection for our drug candidates.

Our success depends in large part on our ability to protect our proprietary technology and

drug candidates from competition by obtaining our intellectual property rights, including

patent rights. We seek to protect the drug candidates and technology that we consider

commercially important by filing patent applications in China, the United States and other

countries and through PCT. As of the Latest Practicable Date, we owned or co-owned 23 patent

applications worldwide relating to our drug candidates and technology platforms. In addition,

a number of patent applications were in the process of being transferred to us from Suzhou

Alphamab as of the Latest Practicable Date. In addition, Suzhou Alphamab has licensed to us

a number of patents in application. See “Business—Intellectual Property.” If we or Suzhou

Alphamab are unable to obtain patent protection with respect to our drug candidates and

technologies, third parties could develop and commercialize products and technologies similar

or identical to ours and compete directly against us. Our ability to successfully commercialize

any product or technology may be adversely affected, and our business, financial condition,

results of operations and prospects could be materially harmed.
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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. In addition,

patent applications may not be granted for a number of reasons, including known or unknown

prior art, deficiencies in the patent application, lack of novelty or inventiveness of the

underlying invention or technology, or failure to comply with the confidentiality examination

requirement. In China, the CNIPA may require us to amend our patent applications after

substantive examinations, including reducing the patentable coverage, and if we fail to respond

within a specified period, our applications will be deemed to be withdrawn. Furthermore, the

CNIPA may still reject the patent applications after our amendment.

It is also possible that we may fail to develop patentable technologies or products or

identify patentable aspects of our research and development output in time to obtain patent

protection. 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, collaborators, CROs, CMOs, consultants, advisers 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 of such

output. In addition, 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 on an invention 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 CNIPA for confidentiality examination. Otherwise, if an application is later

filed in China, the patent right will not be granted.

We may not be able to adequately maintain our intellectual property rights.

As of the Latest Practicable Date, we owned one patent covering KN026 in China,

co-owned one patent with 3DMed covering KN035 in Australia, and co-owned five patents

with Suzhou Alphamab covering our CRIB and CRAM platforms, including in China and the

United States. See “Business—Intellectual Property.” The issuance of a patent is not conclusive

as to its inventorship, scope, validity or enforceability, and our patent rights may be challenged

in courts or patent offices. Consequently, we do not know whether any of our technology or

drug candidates will be protectable or remain protected by valid and enforceable patents.
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With respect to our granted US patent and any US patents we may be granted in the future,

we may be eligible for limited patent term extensions, and data and market exclusivity under

US laws and regulations for approved drugs. The United States Biologics Price Competition

and Innovation Act (BPCIA) provides a twelve-year period of data exclusivity to the first

applicant to obtain approval of a new biologic drug. In China, there is no currently effective

law or regulation providing patent term extension, patent linkage, or data exclusivity (referred

to as regulatory data protection). PRC regulators have set forth a framework for integrating

data exclusivity into the PRC regulatory regime and have established a pilot program for patent

term extension, but no corresponding implementation regulations have been adopted. These

factors may result in weaker protection for us against generic competition in China than could

be available to us in the United States. We cannot guarantee that we would be granted an

extension, in which case our competitors may obtain approval of competing products following

our patent expiration, and our business, financial condition, results of operations, and prospects

could be materially harmed.

Furthermore, 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 drugs 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 patent office, 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

granted, for our drug candidates are expected to expire on various dates as described in

“Business—Intellectual Property” of 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. Our competitors or other third parties may be able to circumvent our patents by

developing similar or alternative technologies, drug candidates or products in a non-infringing

manner.

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. Moreover, some of our patents and patent applications are, and may

in the future be, co-owned with third parties. 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. Even if we obtain an

exclusive license to the third-party co-owners’ interest in the patents or patent applications, as

is the case with 3DMed, we cannot guarantee that they will not breach our agreements and

license out our drug candidates without our consent. We also cannot guarantee that any

damages or remedies we collect from our collaboration partners for such breach would

sufficiently cover the losses we may incur, or that we will be able to estop or injunct our
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collaboration partners from continuing their breach or their out-licensing partner from utilizing

our drug candidates or competing with us. 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 we

cannot assure you that we will be able to obtain such cooperation. Any of the foregoing could

have a material adverse effect on our competitive position, business, financial conditions,

results of operations and prospects.

The scope of our intellectual property rights may be insufficient or subject to uncertainty.

The scope of patent protection in various jurisdictions is 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 granted patents will provide sufficient

protection from competitors.

The coverage claimed in a patent application can be significantly reduced before the

patent is issued, and its scope can be reinterpreted after issuance. Even if patent applications

we own currently or in the future 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. In addition, the patent

position of biopharmaceutical companies generally is highly uncertain, involves complex legal

and factual questions, and has been the subject of much litigation in recent years. As a result,

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

highly uncertain.

We may not be able to protect our intellectual property rights throughout the world, and
particularly in our target markets, or prevent unfair competition by third parties.

We are primarily focused on protecting our intellectual property rights in our target

markets, being China and the United States. As of the Latest Practicable Date, we owned one

patent granted in China, co-owned two patents granted in China and one in the United States

with Suzhou Alphamab, and owned or co-owned four patent applications in China, three in the

United States and two PCT applications that are expected to enter into national phases in China

and the United States, which we consider to be material to our business. As of the same date,

we also owned other granted patents and filed patent applications, including in other

jurisdictions such as Japan and Europe. Filing, prosecuting, maintaining and defending patents

on drug candidates in all other countries throughout the world could be prohibitively expensive

for us. Our intellectual property rights in other countries can have a different scope and

strength compared to those in our target markets. In addition, the laws of certain countries do

not protect intellectual property rights to the same extent as the laws of our target markets.

Consequently, we may not be able to prevent third parties from using our inventions in all

countries outside our target markets, or from selling or importing drugs made using our
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inventions in and into our target markets 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 jurisdictions where we have patent
protection, but where enforcement rights are not as strong as those in markets such as the
United States. 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.

Many companies have encountered significant problems in protecting and defending
intellectual property rights in countries such as China. The legal system in these countries
could make it difficult for us to stop the infringement, misappropriation or other violation of
our patents or other intellectual property rights, or the marketing of competing drugs in
violation of our proprietary rights in these countries.

Proceedings to enforce our intellectual property and proprietary rights 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 may be inadequate to obtain a significant commercial advantage
from the intellectual property that we develop or license.

China, the United States, and other countries have compulsory licensing laws under which
a patent owner may be compelled to grant licenses to third parties. In addition, countries such
as the United States limit the enforceability of patents against government agencies or
government contractors. In China and the United States, the patent owner may have limited
remedies, which could materially diminish the value of such patent. If we, co-owners of our
patents and patent applications, or licensors are 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 USPTO, or CNIPA, or another comparable authority.

Intellectual property rights do not necessarily protect us from all potential threats to
our competitive advantage.

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. The following examples are
illustrative:

• others may be able to make compounds that are similar to our drug candidates or
independently develop similar or alternative technologies or duplicate any of our
technologies without infringing the intellectual property rights we own or have
exclusively licensed;
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• 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 target markets;

• we might not have been the first to make the inventions covered by the granted
patents or pending patent applications that we own or may in the future exclusively
license, and we might not have been the first to file patent applications covering
certain of our inventions, which could result in the patent applications not issuing
or being invalidated after issuing;

• granted patents that we own or have exclusively licensed may not provide us with
any competitive advantages, or may be held invalid or unenforceable, as a result of
legal challenges by our competitors;

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

• we may fail to develop additional proprietary technologies that are patentable;

• the patents of others may have an adverse effect on our business, for example by
preventing us from marketing one or more of our drug candidates for one or more
indications.

Any of the aforementioned threats to our competitive advantage could have a material
adverse effect on our business.

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

Periodic maintenance fees, renewal fees, annuity fees and various other governmental
fees on patents and patent applications are due to be paid to the CNIPA, the USPTO and other
patent agencies in several stages over the lifetime of a patent. The CNIPA, the USPTO and
other 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, such as Suzhou Alphamab, 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.
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Intellectual property and other laws and regulations are subject to change, which could
diminish the value of our intellectual property and impair the intellectual property
protection of our drug candidates.

Intellectual property laws, including patent laws, are continuing to change and evolve,
and we cannot guarantee that changes to these laws in jurisdictions where we have registered
or applied for patents would not adversely affect our intellectual property protection. For
example, recently enacted United States laws have changed the procedures through which
patents may be obtained and by which the validity of patents may be challenged. For example,
in addition to the “first-to-file” system summarized above under which whoever first files a
patent application will be awarded the patent if all other patentability requirements are met, the
Leahy-Smith America Invents Act, or the America Invents Act, enacted in September 2011,
which applies to patent applications filed on or after March 16, 2013, includes a number of
significant changes that affect the way patent applications will be prosecuted and may also
affect patent litigation. These changes include allowing third party submission of prior art to
the USPTO during patent prosecution and additional procedures to attack the validity of a
patent by USPTO-administered post-grant proceedings, including post-grant review and inter
partes review. The America Invents Act and its implementation could increase the uncertainties
and costs surrounding the prosecution of our patent applications and the enforcement or
defense of patents that may issue from our pending patent applications, each of which could
have a material adverse effect on our business, financial condition, results of operations and
prospects.

Recent U.S. Supreme Court rulings have also changed the law surrounding patent
eligibility and narrowed the scope of patent protection available in certain circumstances and
weakened the rights of patent owners in certain situations. Depending on decisions by the U.S.
Congress, the federal courts and the USPTO, the laws and regulations governing patents could
change in unpredictable ways that would weaken our ability to obtain new patents or to enforce
patents that we might obtain in the future. There could be similar changes in the laws of China
or other jurisdictions that may impact the value of our patent rights or our other intellectual
property rights.

In China, intellectual property laws are constantly evolving, with efforts being made to
improve intellectual property protection in China. For example, a Draft Amendment to the PRC
Patent Law (《專利法修正案(草案)》) was released in January 2019 and proposes to introduce
patent extensions to eligible innovative drug patents. If adopted, the patents owned by third
parties may be extended, which may in turn affect our ability to commercialize our products
(if approved) without facing infringement risks. Our KN019 is currently covered by two
patents granted in China, and we plan to commercialize KN019, if approved, in China after the
expiration of these patents in 2021. The adoption of this draft amendment may enable the
patent owner to submit applications for a patent term extension, which, if approved, may
interfere with or delay the launch of KN019. The length of any such extension is uncertain. If
we are required to delay commercialization for an extended period of time, technological
advances may develop and new products may be launched, which may render our product
non-competitive. We also cannot guarantee that other changes to PRC intellectual property
laws would not have a negative impact on our intellectual property protection.
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Moreover, changes in other laws and regulations in our target markets, as well as changes

in the geopolitical environment in China, the United States and globally may adversely affect

our intellectual property protection. For example, stricter enforcement of intellectual property

laws in China has been a major demand from the United States and a source of disagreement

between China and the United States in the ongoing trade war. It is uncertain as to how the

trade war will develop, and whether and how it will affect intellectual property laws,

enforcement and protection in China.

Granted patents covering one or more of our major drug candidates or technologies could

be found invalid or unenforceable if challenged in court.

Despite measures we take to obtain patent protection with respect to our major drug

candidates and technologies, any of our granted patents could be challenged or invalidated. For

example, if we were to initiate legal proceedings against a third party to enforce a patent

covering one of our drug candidates, the defendant could counterclaim that our patent is invalid

and/or unenforceable. Although we believe that we have conducted our patent prosecution in

accordance with the duty of candor and in good faith, the outcome following legal assertions

of invalidity and unenforceability during patent litigation is unpredictable. If a defendant were

to prevail on a legal assertion of invalidity and/or unenforceability, we would lose at least part,

and perhaps all, of the patent protection on a drug candidate or technology. Even if a defendant

does not prevail on a legal assertion of invalidity and/or unenforceability, our patent claims

may be construed in a manner that would limit our ability to enforce such claims against the

defendant and others. Any loss of patent protection could have a material adverse impact on

one or more of our major drug candidates and technologies and our business.

Claims that our drug candidates or future products infringe the intellectual property

rights of third parties could result in costly litigation, require substantial time and money

to resolve and harm our business and reputation.

Our commercial success depends upon our ability to develop, manufacture, market and

sell our drug candidates. We cannot guarantee that our drug candidates or any uses of our drug

candidates do not and will not in the future infringe third-party patents or other intellectual

property rights. Third parties might allege that we are infringing their patent rights or that we

have misappropriated their trade secrets, or that we are otherwise violating their intellectual

property rights, whether with respect to the manner in which we have conducted our research,

or use or manufacture the compounds we have developed or are developing. Such third parties

might resort to litigation against us or other parties we have agreed to indemnify, which

litigation could be based on either existing intellectual property or intellectual property that

arises in the future.
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If third parties successfully assert their intellectual property rights against us or in order

to avoid or settle potential claims, we might be barred from using certain aspects of our

technology, or barred from developing and commercializing certain products. Prohibitions

against using certain technologies, or prohibitions against commercializing certain products,

could be imposed by a court or by a settlement agreement between us and a plaintiff. In

addition, if we are unsuccessful in defending against allegations that we have infringed,

misappropriated or otherwise violated patent or other intellectual property rights of others, we

may be forced to pay substantial damage awards to the plaintiff. There is uncertainty in any

litigation, including intellectual property litigation. There can be no assurance that we would

prevail in any intellectual property litigation, even if the case against us is weak or flawed. If

litigation leads to an outcome unfavorable to us, we may be required to obtain a license from

the intellectual property owner in order to continue our research and development programs or

to market any resulting product. It is possible that the necessary license will not be available

to us on commercially acceptable terms, or at all. Alternatively, we may be required to modify

or redesign our products in order to avoid infringing or otherwise violating third-party

intellectual property rights. This may not be technically or commercially feasible, may render

our products less competitive, or may delay or prevent the entry of our products to the market.

Any of the foregoing could limit our research and development activities, our ability to

commercialize one or more drug candidates, or both.

Many of our competitors are larger than we are and have substantially greater resources.

They are, therefore, likely to be able to sustain the costs of complex intellectual property

litigation longer than we could. In addition, the uncertainties associated with litigation could

have a material adverse effect on our ability to raise the funds necessary to conduct our clinical

trials, continue our internal research programs, in-license needed technology, or enter into

strategic partnerships that would help us bring our drug candidates to market.

Defending against claims of patent infringement, misappropriation of trade secrets or

other violations of intellectual property rights could be costly and time consuming, regardless

of the outcome. Thus, even if we were to ultimately prevail, or to settle at an early stage, such

litigation could burden us with substantial unanticipated costs.

Moreover, during intellectual property litigation, there could be public announcements of

the results of hearings, rulings on motions, and other interim proceedings in the litigation. If

securities analysts or investors regard these announcements as negative, the perceived value of

our products, programs or intellectual property could be diminished. Accordingly, the market

price of our Shares may decline. Such announcements could also harm our reputation or the

market for our future products, which could have a material adverse effect on our business.
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If we are unable to protect the confidentiality of our trade secrets, our business and

competitive position would be harmed.

In addition to patents and pending patent applications, we rely on trade secrets and

confidential information, including unpatented know-how, technology and other proprietary

information, to maintain our competitive position and to protect our drug candidates.

Protection of our unpatented proprietary information is especially important for our KN019.

Because patents covering KN019 have already been granted to a third party, we may have

limited success in obtaining patent protection for KN019. As such, we would be required to

rely on unpatented rights, including know-how and trade secrets related to development,

manufacturing and distribution of KN019, and it may be more challenging for us to enforce our

intellectual property rights upon third parties or prevent others from competing with us.

We seek to protect our trade secrets 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. In addition, each of our

employees is required to sign a confidentiality agreement and invention assignment agreement

upon joining our company. 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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If our trademarks and trade names are not adequately protected, then we may not be able

to build name recognition in our markets of interest and our business may be adversely

affected.

We own a number of trademarks in China and Hong Kong. Our registered or unregistered

trademarks or trade names may be challenged, infringed, circumvented or declared generic or

determined to be infringing on other marks. We may not be able to protect our rights to these

trademarks and trade names, which we need to build name recognition among potential

partners or customers in our markets of interest. At times, competitors may adopt trade names

or trademarks similar to ours, thereby impeding our ability to build brand identity and possibly

leading to market confusion. In addition, there could be potential trade name or trademark

infringement claims brought by owners of other registered trademarks or trademarks that

incorporate variations of our registered or unregistered trademarks or trade names. Over the

long term, if we are unable to establish name recognition based on our trademarks and trade

names, then we may not be able to compete effectively and our business may be adversely

affected. Our efforts to enforce or protect our proprietary rights related to trademarks, trade

secrets, domain names, copyrights or other intellectual property may be ineffective and could

result in substantial costs and diversion of resources and could adversely affect our competitive

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

We may not be successful in obtaining or maintaining necessary rights for our

development pipeline through acquisitions and in-licenses.

Because our current and future 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.
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Our rights to develop and commercialize our technologies and drug candidates are

subject, in part, to the terms and conditions of licenses granted to us by others.

We are reliant upon licenses to certain intellectual property and proprietary technologies

from third parties that are important or necessary to the development of our technologies and

drug candidates. We have entered into license agreements with third parties and may need to

obtain additional licenses from others to advance our research or allow commercialization of

drug candidates we may develop. It is possible that we may be unable to obtain additional

licenses at a reasonable cost or on reasonable terms, if at all. In that event, we may be required

to expend significant time and resources to redesign our technologies, drug candidates, or the

methods for manufacturing them or to develop or license replacement technologies, all of

which may not be feasible on a technical or commercial basis. If we are unable to do so, we

may be unable to develop or commercialize the affected drug candidates, which could harm our

competitive position, business, financial condition, results of operations, and prospects

significantly. We cannot provide any assurances that third party patents do not exist which

might be enforced against our technologies and drug candidates resulting in either an

injunction prohibiting our manufacture or sales, or, with respect to our sales, an obligation on

our part to pay royalties and/or other forms of compensation to third parties, which could be

significant.

These licenses may not provide exclusive rights to use such intellectual properties and

proprietary technologies in all relevant fields of use and in all territories in which we may wish

to develop or commercialize our technologies and products in the future. As a result, we may

not be able to prevent competitors from developing and commercializing competitive products

in territories included in all of our licenses.

In addition, subject to the terms of any such license agreements, we may not have the

right to control the preparation, filing, prosecution, maintenance, enforcement, and defense of

patents and patent applications covering the technologies that we license from third parties. In

such an event, we cannot be certain that these patents and patent applications will be prepared,

filed, prosecuted, maintained, enforced, and defended in a manner consistent with the best

interests of our business. If our licensors fail to prosecute, maintain, enforce, and defend such

patents, or lose rights to those patents or patent applications, the rights we have licensed may

be reduced or eliminated, and our right to develop and commercialize any of our products that

are subject of such licensed rights could be adversely affected.

In spite of our best efforts, our licensors might conclude that we have materially breached

our license agreements and might therefore terminate the license agreements, thereby removing

our ability to develop and commercialize products and technologies covered by these license

agreements. If these license agreements are terminated, or if the underlying patents fail to

provide the intended exclusivity, competitors would have the freedom to seek regulatory

approval of, and to market, products identical to ours. This could have a material adverse effect

on our competitive position, business, financial condition, results of operations, and prospects.
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RISKS RELATING TO OUR OPERATIONS

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 relevant laws and regulations, we are required to obtain, maintain and renew

various approvals, licenses, permits and certificates from relevant authorities to operate our

business. Any failure to obtain or renew any approvals, licenses, permits and certificates

necessary for our operations may result in enforcement actions thereunder, including orders

issued by the relevant regulatory authorities to take remedial actions, suspend our operations

or bear fines and penalties which could materially and adversely affect our business, financial

condition and results of operations. Furthermore, if the interpretation or implementation of

existing laws and regulations changes or new regulations come into effect, we may be required

to obtain any additional approvals, permits, licenses or certificates and we cannot assure you

that we will be able to do so. Our failure to obtain the additional approvals, permits, licenses

or certificates may restrict the conduct of our business, increase our costs, and in turn,

adversely affect results of operations and prospects.

We may be unable to attract and retain senior management and retain scientific

employees.

Our success depends in part on our continued ability to attract, retain and motivate highly

qualified management, clinical and scientific personnel. We are highly dependent upon our

senior management, as well as other key clinical and scientific personnel, including Dr. Xu,

and other employees and consultants. The loss of services of any of these individuals or one

or more of our senior management could delay or prevent the successful development of our

drug candidates.

Although we have not historically experienced unique difficulties attracting and retaining

qualified employees, we could experience such problems in the future. Competition for

qualified employees in the biopharmaceutical industry is intense and the pool of qualified

candidates is limited. We may not be able to retain the services of, or attract and retain

experienced senior management or key clinical and scientific personnel in the future. The

departure of one or more of our senior management or key clinical and scientific personnel,

regardless of whether or not they join a competitor or form a competing company, may subject

us to risks relating to replacing them in a timely manner or at all, which may disrupt our drug

development progress and have a material and adverse effect on our business and results of

operations. In addition, we will need to hire additional employees as we expand our

commercialization and manufacturing teams. We may not be able to attract and retain qualified

employees on acceptable terms.
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Failure to obtain and maintain regulatory approvals for our manufacturing facilities
and any disruption or suspension of manufacturing activities may affect our business
and results of operations.

We currently lease a manufacturing facility from Suzhou Alphamab and also engage

CMOs in China and the United States to provide the clinical trial supply of our drug candidates.

We are also building our own facilities in Suzhou to expand our manufacturing capacity. Other

than CMOs that we may engage in the United States and China from time to time, we plan to

manufacture our products in our pipeline at our own facilities in the future. Our leased and

owned manufacturing facilities will be required to obtain and maintain regulatory approvals,

including being subject to ongoing, periodic inspection by the NMPA, FDA or other

comparable regulatory authorities to ensure compliance with GMP regulations. We cannot

guarantee that we will be able to adequately follow and document our adherence to such GMP

regulations or other regulatory requirements. To obtain FDA approval for our products in the

United States, we would need to undergo strict pre-approval inspections of our manufacturing

facilities. Historically, manufacturing facilities in China have had difficulty meeting FDA

standards. When inspecting our manufacturing facilities, the FDA may cite cGMP deficiencies.

Remediating deficiencies can be laborious, time consuming and costly. Moreover, the FDA will

generally re-inspect the facility to determine whether the deficiency was remediated to its

satisfaction, and may note further deficiencies during re-inspection. Failure to obtain and

maintain such regulatory approvals may seriously delay the clinical trials and

commercialization of our drug candidates.

We may also encounter problems with achieving adequate or clinical-grade products that

meet NMPA, FDA or other comparable regulatory agency standards or specifications, maintain

consistent and acceptable production costs, experience shortages of qualified personnel, raw

materials or key contractors, and experience unexpected damage to our facilities or the

equipment in them. In these cases, we may be required to delay or suspend our manufacturing

activities. We may be unable to secure temporary, alternative manufacturers for our drugs with

the terms, quality and costs acceptable to us, or at all. Such an event could delay our clinical

trials and/or the availability of our products for commercial sale. Moreover, we may spend

significant time and costs to remedy these deficiencies before we can continue production at

our manufacturing facilities. We may also be subject to sanctions for failure to comply with

applicable regulations, including fines, injunctions, penalties, suspension of clinical trials,

failure of regulatory authorities to grant marketing approval of our drug candidates, suspension

or withdrawal of approvals, supply disruptions, seizures or recalls of our drug candidates,

operating restrictions and criminal prosecutions, any of which may harm our business.

Delays in the construction of our new manufacturing facilities could delay our
development plans or commercialization efforts.

We currently lease a manufacturing facility from Suzhou Alphamab to provide the clinical

trial supply of our drug candidate. We also engaged CMOs for certain manufacturing activities

in China and the United States. Other than CMOs in the United States, we intend to continue

to manufacture our drug candidates in-house for clinical trials and commercialization, and are
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building our own manufacturing facilities with increased capacity to support our future

manufacturing needs. We expect phase I of our new facilities to be completed in late 2019. The

construction of our own manufacturing facilities may encounter unanticipated delays and

encounter cost overruns due to a number of factors, such as regulatory requirements. If the

construction of our new facilities is delayed, we may not be able to manufacture sufficient

quantities of our drug candidates, which would limit our development and commercialization

activities and our opportunities for growth. Cost overruns associated with constructing our own

manufacturing facilities could require us to raise additional funds.

Delays in the construction of our new facilities may also result in breach of contract

claims and liabilities to us. Pursuant to the land use right transfer agreement entered into

between Jiangsu Alphamab and the Suzhou Industrial Park Land and Real Estate Bureau, we

were required to commence and complete construction of our new facilities within a stipulated

time period. We were not able to comply with this requirement because we postponed the

construction of our new facilities to update our construction design in line with manufacturing

upgrades. We have obtained a written confirmation from the competent authority confirming

that we have not been required to pay any administrative penalties. Our PRC Legal Adviser has

advised that, although such delays in the construction do not meet the criteria for constituting

idle land under PRC laws and regulations, and the breach of contract would not affect our

interest in, or the term of, the land use right, we may be asked to pay liquidated damages equal

to 0.01% of the consideration for the land use right transfer for each day of delay in

commencing and completing construction.

We may encounter difficulties in managing our growth and expanding our operations
successfully.

As we seek to advance our drug candidates through clinical trials, we will need to expand

our development, regulatory, manufacturing, sales and marketing capabilities or contract with

third parties to provide these capabilities for us. In addition, we may need to manage additional

relationships with various strategic partners, suppliers and other third parties. Future growth

will impose significant additional responsibilities on our management. Our future financial

performance and our ability to commercialize our drug candidates and to compete effectively

will depend, in part, on our ability to manage any future growth effectively. We cannot assure

you that we will be able to successfully develop and commercialize our drug candidates and

build suitable manufacturing, sales, marketing and managerial teams to meet our growth

targets. Our failure to accomplish any of these tasks could prevent us from successfully

growing our company.

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

From time to time, we may be involved in claims, disputes and legal proceedings in our

ordinary course of business. These may concern issues relating to, among others, product

liability, environmental matters, breach of contract, employment or labor disputes and

infringement of intellectual property rights. Any claims, disputes or legal proceedings initiated

RISK FACTORS

– 85 –



by us or brought against us, with or without merit, may result in substantial costs and diversion
of resources, and if we are unsuccessful, could materially harm our reputation. Furthermore,
claims, disputes or legal proceedings against us may be due to our counterparties, such as our
suppliers, CROs and other service providers. Even if we are able to seek indemnity from them,
they may not be able to indemnify us in a timely manner, or at all, for any costs that we incur
as a result of such claims, disputes and legal proceedings.

We are subject to the risks of doing business globally.

We intend to develop and commercialize our drug candidates outside China, primarily in
the United States. We have also conducted clinical trials and worked with local CROs and other
third-party service providers in the United States, Australia and Japan. Accordingly, our
business and financial results in the future could be adversely affected due to a variety of
factors, including but not limited to, changes in a specific country’s or region’s political and
cultural climate or economic condition; unexpected changes in or difficulties or failure to
comply with laws and regulatory requirements in local jurisdictions; difficulty of effective
enforcement of contractual provisions in local jurisdictions; potential disputes with foreign
parties we work with; exposure to litigation or third-party claims outside of China; concerns
of local governments and regulators on our research and trial sites and on the relevant
management arrangements; inadequate intellectual property protection in certain countries;
economic sanctions, trade restrictions, discrimination, protectionism or unfavorable policies
against PRC companies; enforcement of anti-corruption and anti-bribery laws, such as the
FCPA; the effects of applicable local tax regimes, royalties and other payment obligations
owed to local governments, and potentially adverse tax consequences; and significant adverse
changes in local currency exchange rates.

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

We maintain insurance policies that are required under the PRC laws and regulations as
well as based on our assessment of our operational needs and industry practice, including
insurance for our new facilities. In line with industry practice in the PRC, we have elected not
to maintain certain types of insurance, such as business interruption insurance or key man
insurance. Our insurance coverage may be insufficient to cover any claims that we may have.
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 and may
negatively impact our drug development and overall operations.

We benefit from certain preferential tax treatments and government grants, the
expiration of or changes to which could adversely affect our profitability.

We currently benefit from certain preferential tax treatments. Since January 2018, Jiangsu
Alphamab was entitled to a deduction of 175% on qualifying research and development
expenses. Alphamab Australia is qualified as a small business entity under the Treasury Law
Amendment (Enterprise Tax Plan Base Rate Entities) Bill 2017 of Australia and is subject to
a corporate tax rate of 27.5%. We cannot assure you that these preferential tax treatments will
continue to be available to us in the future, or that these preferential tax treatments will not be
changed, as a result of changes in government policy, administrative decisions or otherwise, in
which case our financial condition and results of operations may be adversely affected.
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Moreover, we recorded government grants of RMB1.2 million, RMB0.4 million and
RMB2.7 million for the years ended December 31, 2017 and 2018 and the six months ended
June 30, 2019, respectively. These government grants were generally in support of our
oncology drug development programs. Our government grants may vary from period to period
going forward and our results of operations may be affected as a result.

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

Our operations require a sufficient number of qualified employees. In recent years, the
average labor cost in the global biopharmaceutical market, particularly for highly skilled and
experienced personnel, has been steadily increasing as the competition for qualified employees
has become more intense, according to the CIC Report. We cannot assure you that there will
be no further increase in labor cost, which may adversely affect us and our operations.
Moreover, during the Track Record Period, we cancelled certain unvested share options under
the pre-IPO share options plan I and, as a result, recognized RMB12.3 million as share-based
payment expenses. Although no other share-based payment expenses in relation to the pre-IPO
share option plans I and II were recognized, we may record significantly increased share-based
compensation expenses in our profit or loss statement in the future when the Listing is assessed
by our Directors to be highly probable. See “Appendix V—Statutory and General
Information—D. Pre-IPO Share Option Plans” to this Prospectus for details of our Pre-IPO
Share Option Plans. For details of the share-based payment expenses, see Notes 4 and 29(a)(i)
of “Appendix I—Accountants’ Report” to this Prospectus. Share options and other share-based
incentives granted under our existing or future share-based incentive arrangements and scheme
could adversely affect our costs and our results of operations.

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

We are subject to numerous environmental, health and safety laws and regulations,
including those governing laboratory procedures and the handling, use, storage, treatment and
disposal of hazardous materials and wastes. Our operations involve the use of hazardous
materials, including chemicals, and may produce hazardous waste products. We cannot
eliminate the risks of contamination or personal injury from these materials. We maintain
workers’ compensation insurance to cover costs and expenses we may incur due to injuries to
our employees resulting from the use of hazardous materials. This insurance may not provide
adequate coverage against potential liabilities. We do not maintain insurance for environmental
liability claims that may be asserted against us in connection with our storage or disposal of
hazardous materials. In the event of contamination or personal injury resulting from our use of
hazardous materials or our or third parties’ disposal of hazardous materials, we could be held
liable for any resulting damages, and any liability could exceed our resources. We also could
incur significant costs associated with civil or criminal fines and penalties.

We may incur substantial costs in order to comply with current or future environmental,
health and safety laws and regulations. These current or future laws and regulations may impair
our research, development or production activities. Failure to comply with these laws and
regulations also may result in substantial fines, penalties or other sanctions.
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We may be subject to natural disasters, acts of war or terrorism or other factors beyond
our control.

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

Our information technology systems, or those of our CROs or other service providers or
consultants, may fail or suffer security breaches.

Despite the implementation of security measures, our information technology systems
and those of our CROs, consultants and other service providers are vulnerable to damage from
computer viruses, unauthorized access, cyber attacks, natural disasters, terrorism, war and
telecommunication and electrical failures. If such an event were to occur and cause
interruptions in our operations, it could result in a material disruption of our research and
development programs. For example, our data may not be backed up in a timely manner and
the loss of clinical trial data from ongoing or future clinical trials for any of our drug
candidates could result in delays in regulatory approval efforts and significantly increase costs
to recover or reproduce the data. To the extent that any disruption or security breach were to
result in a loss of or damage to data or applications, or inappropriate disclosure of confidential
or proprietary information, we could incur liability and the further development of our drug
candidates could be delayed.

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

We may be exposed to fraud, bribery or other misconduct committed by our employees
or third parties that could subject us to financial losses and sanctions imposed by governmental
authorities, which may adversely affect our reputation. During the Track Record Period and up
to the Latest Practicable Date, we were not aware of any instances of fraud, bribery, or other
misconduct involving employees and other third parties that had any material and adverse
impact on our business and results of operations. However, we cannot assure you that there will
not be any such instances in future. Although we consider our internal control policies and
procedures to be adequate, we may be unable to prevent, detect or deter all such instances of
misconduct. Any such misconduct committed against our interests, which may include past acts
that have gone undetected or future acts, may have a material adverse effect on our business
and results of operations.
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Our property valuation is based on certain assumptions which, by their nature, are
subjective and uncertain and may materially differ from actual results.

The property valuation report prepared by JLL, an independent property valuer, set out in
the Property Valuation Report set out as Appendix III to this Prospectus with respect to the
appraised values of our properties is based on various assumptions, which are subjective and
uncertain in nature. The assumptions that JLL used in the property valuation report include that
the seller sells the property interest in the market without the benefit of a deferred term
contract, leaseback, joint venture, management agreement or any similar arrangement, which
could serve to affect the value of the property interest. Certain of the assumptions used by JLL
in reaching the appraised value of our properties may be inaccurate or unreasonable. In
addition, unforeseeable changes in general and local economic conditions or other factors
beyond our control may affect the value of our properties. As a result, the appraised value of
our properties may differ materially from the price we could receive in an actual sale of the
properties in the market and should not be taken as their actual realizable value or an
estimation of their realizable value. You should not place undue reliance on such values
attributable to these properties as appraised by JLL.

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

Our ability to maintain our reputation depends on a number of factors, some of which are
out of our control. We may face negative publicity, claims, disputes and allegations, which may
have a material and adverse impact on our reputation, even if untrue or inaccurate. Moreover,
any negative publicity, claims, disputes and allegations involving, any conduct of, and any
matters affecting the reputation of, other parties, including our Directors, Shareholders, senior
management, employees and entities that share the “Alphamab” name, could have a material
and adverse impact on our business and reputation. For example, in August 2010, Biogen IDEC
Inc. initiated a litigation against Dr. Xu and Suzhou Alphamab, all the claims and
counterclaims asserted in which have been dismissed with prejudice by a court consent order
in May 2011. Please refer to “Relationship with Controlling Shareholders—Delineation of
Business—Consent Order Involving Our Controlling Shareholder” for details. We may be
required to spend significant time and incur substantial costs to respond and protect our
reputation, and we cannot assure you that we will be able to do so within a reasonable period
of time, or at all, in which case our business, results of operations, financial condition and
prospects may be materially and adversely affected.

RISKS RELATING TO DOING BUSINESS IN CHINA

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.

Our research operations and manufacturing facilities are in China, which we believe
confers clinical, commercial and regulatory advantages. 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. See
“Regulations” for a discussion of regulatory requirements that are applicable to our current and
planned business activities in China. In recent years, the regulatory framework in China
regarding the pharmaceutical industry has undergone significant changes, and we expect that
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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 current
benefits we believe are available to us from developing and manufacturing drugs in China.
PRC authorities have become increasingly vigilant in enforcing laws in the pharmaceutical
industry and any failure by us or our partners to maintain compliance with applicable laws and
regulations or obtain and maintain required licenses and permits may result in the suspension
or termination of our business activities in China. We believe our strategy and approach are
consistent with the PRC government’s policies, but we cannot ensure that our strategy and
approach will continue to be consistent.

PRC economic, political, social conditions as well as government policies could adversely
affect our business, financial condition, results of operations and prospects.

During the Track Record Period, a substantial amount of our business operations were
located in China. The PRC economy differs from the economies of most developed countries
in many respects, including but not limited to structure, government involvement, level of
development, growth rate, control of foreign exchange, capital reinvestment, allocation of
resources, rate of inflation and trade balance position. Before the adoption of its reform and
opening up policies in 1978, China was primarily a planned economy. In recent years, the PRC
Government has been reforming the PRC economic system and government structure. It has
implemented measures emphasizing the utilization of market forces, the reduction of state
ownership of productive assets and the establishment of sound corporate governance practices
in business enterprises. However, the PRC Government continues to play a significant role in
regulating industrial development, allocation of natural and other resources, production,
pricing and management of currency, and there can be no assurance that the PRC Government
will continue to pursue a policy of economic reform or that the direction of reform will
continue to be market friendly.

The economic growth over the past few decades in China was rapid; however, its
continued growth has faced downward pressure since 2008 and its annual GDP growth rate has
declined from 7.8% in 2013 to 6.8% in 2017, according to the National Bureau of Statistics of
China (中華人民共和國國家統計局). There is no assurance that the future growth will be
sustained at similar rates or at all. The PRC Government’s economic, political and social
policies, including those related to our industry may materially and adversely affect our
business, financial position, results of operations and prospects.

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

We plan to seek collaboration or partnership opportunities with entities in foreign

countries and regions, in particular the United States, and establishing new collaboration

partnerships is a component of our business strategy. Our business may therefore be 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 relationships with

those foreign countries and regions may affect the prospects of maintaining existing or

establishing new collaboration partnerships, expanding our team, making investments,

conducting clinical trials, commercializing and importing/exporting in these countries and

regions. We may also be subject to higher taxes, tariffs and duties and may be affected by
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deteriorating trade and economic relationships, trade disputes and changing foreign policies,

laws and regulations. Moreover, there can be no assurance that our potential collaboration

partners will not alter their perception of us or their preferences as a result of adverse changes

to the relationships between China and foreign countries or regions where they are located. Any

tensions and political concerns between China and such foreign countries or regions may

adversely affect our business, financial condition, results of operations, cash flows and

prospects.

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

and regulations.

A large portion of our operations are conducted in China through our PRC subsidiaries,

and are governed by PRC laws, rules and regulations. Our PRC subsidiaries are subject to laws,

rules and regulations applicable to foreign investment in China. 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 the late 1970s, 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 four 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, because these laws, rules

and regulations are relatively new and often give the relevant regulator significant discretion

in how to enforce them, and because of the limited number of published decisions and the

nonbinding nature of such decisions, the interpretation and enforcement of these laws, rules

and regulations involve uncertainties and can be inconsistent and unpredictable. 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.

Additionally, the NMPA’s recent reform of the drug approval system may face

implementation challenges. The timing and full impact of such reforms is uncertain and could

prevent us from commercializing our drug candidates in a timely manner. 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.
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We may be subject to fines due to the lack of registration of our leases.

Pursuant to the Measures for Administration of Lease of Commodity Properties (商品房
屋租賃管理辦法), which was promulgated by the Ministry of Housing and Urban-Rural

Development of the PRC (中華人民共和國住房和城鄉建設部) on December 1, 2010 and

became effective on February 1, 2011, both lessors and lessees are required to file the lease

agreements for registration and obtain property leasing filing certificates for their leases. As of

the Latest Practicable Date, we failed to register all five of our lease agreements as tenant,

which were primarily used as office premises, research and development facilities and

manufacturing facilities. We may be required by relevant government authorities to file the

lease agreements for registration within a time limit, and may be subject to a fine for

non-registration exceeding such time limit, which may range from RMB1,000 to RMB10,000,

with a maximum penalty of RMB60,000 for our five leases. See

“Business—Properties—Leased Properties.”

It may be difficult to effect service of legal process and enforce judgments against us and
our management.

We are a holding company incorporated in the Cayman Islands with limited liability, and

a substantial amount of our assets are located in the PRC. In addition, a majority of our

Directors and our senior management personnel reside within the PRC, and a majority of their

assets are located within the PRC. As a result, it may not be possible to effect service of process

within certain jurisdictions outside the PRC upon us or most of our Directors and senior

management. Furthermore, the PRC does not have treaties providing for the reciprocal

enforcement of judgments of courts with the United States, the United Kingdom, Japan or

many other countries. In addition, Hong Kong has no arrangement for the reciprocal

enforcement of judgments with the United States. As a result, recognition and enforcement in

the PRC or Hong Kong of judgments of a court obtained in the United States and any of the

other jurisdictions mentioned above may be difficult or impossible.

On July 14, 2006, the Supreme People’s Court of the PRC and the government of the

Hong Kong Special Administrative Region entered into the Arrangement on Reciprocal

Recognition and Enforcement of Judgments in Civil and Commercial Matters by Courts of the

Mainland and the Hong Kong Special Administration Region Pursuant to Choice of Court

Agreements between Parties Concerned (關於內地與香港特別行政區法院相互認可和執行當事
人協議管轄的民商事案件判決的安排) (the “Arrangement”). Under the Arrangement, where

any designated PRC court or any designated Hong Kong court has made an enforceable final

judgment requiring payment of money in a civil or commercial case pursuant to a choice of

court agreement in writing, any party concerned may apply to the relevant PRC court or Hong

Kong court for recognition and enforcement of the judgment. It is not possible to enforce a

judgment rendered by a Hong Kong court in the PRC if the parties in dispute have not agreed

to enter into a choice of court agreement in writing. In addition, the Arrangement has expressly

provided for “enforceable final judgement”, “specific legal relationship” and “written form.”

On January 18, 2019, the Supreme People’s Court and the government of the Hong Kong

Special Administrative Region entered into the Arrangement on Reciprocal Recognition and
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Enforcement of Judgments in Civil and Commercial Matters by the Courts of the Mainland and

of the Hong Kong Special Administrative Region (關於內地與香港特別行政區法院相互認可和
執行民商事案件判決的安排) (the “New Arrangement”), which seeks to establish a

mechanism with further clarification on and certainty for reciprocal recognition and

enforcement of judgments in a wider range of civil and commercial matters between Hong

Kong Special Administrative Region and the China. The New Arrangement discontinued the

requirements for a choice of court agreement for bilateral recognition and enforcement. The

New Arrangement will only take effect after the promulgation of a judicial interpretation by the

Supreme People’s Court and the completion of the relevant legislative procedures in the Hong

Kong Special Administrative Region. The New Arrangement will, upon its effectiveness,

supersede 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.

More stringent restrictions on the remittance of Renminbi into and out of the PRC and

governmental control over currency conversion may limit our ability to pay dividends and

other obligations, and affect the value of your investment.

The Renminbi is not currently a freely convertible currency, as the PRC Government

imposes controls on the convertibility of Renminbi into foreign currencies and in certain cases,

the remittance of currency out of China. A substantial majority of our future revenue is

expected to be denominated in Renminbi and we will need to convert Renminbi into foreign

currencies for the payment of dividends, if any, to holders of our Shares. Shortages in the

availability of foreign currency may restrict our ability to remit sufficient foreign currency to

pay dividends or other payments, or otherwise satisfy our foreign currency denominated

obligations.

Under China’s current foreign exchange control system, foreign exchange transactions

under the current account conducted by us, including the payment of dividends, do not require

advance approval from SAFE, but we are required to present relevant documentary evidence

of such transactions and conduct such transactions at designated foreign exchange banks within

China that have the licenses to carry out foreign exchange business. Approval from appropriate

government authorities is required where Renminbi is to be converted into foreign currency

and remitted out of China to pay capital expenses such as the repayment of loans denominated

in foreign currencies. The PRC Government may also at its discretion restrict access in the

future to foreign currencies for current account transactions. Since 2015, in response to China’s

declining foreign currency reserves, the PRC Government has placed increasingly stringent

restrictions on the convertibility of the Renminbi into foreign currencies. If the foreign

exchange control system prevents us from obtaining sufficient foreign currencies to satisfy our

foreign currency demands, we may not be able to pay dividends in foreign currencies to our

Shareholders. Further, there is no assurance that new regulations will not be promulgated in the

future that would have the effect of further restricting the remittance of Renminbi into or out

of China.
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The Company may be deemed to be a PRC tax resident under the EIT Law and our global
income may be subject to a 25% PRC enterprise income tax.

The EIT Law provides that enterprises established outside of China whose “de facto

management bodies” are located in China are considered “resident enterprises” and are

generally subject to the uniform 25% enterprise income tax rate on their global income. “De

facto management body” is defined as the body that has the significant and overall management

and control over the business, personnel, accounts and properties of an enterprise. In April

2009 and July 2011, SAT issued several circulars to clarify certain criteria for the determination

of the “de facto management bodies” for foreign enterprises controlled by PRC enterprises,

however, no official implementation rules have been issued regarding the determination of the

“de facto management body” for foreign enterprises that are not controlled by PRC enterprises.

Being regarded as a PRC resident enterprise may materially and adversely affect our profit and

hence our retained profit available for distribution to our Shareholders.

Dividends payable by us to our foreign investors and gains on the sale of our Shares may
become subject to withholding taxes under PRC tax laws.

Under the EIT law, PRC withholding tax at a rate of 10% is normally applicable to

dividends from a PRC source paid to investors that are “non-resident enterprises”, which do not

have an establishment or place of business in China, or which have such establishment or place

of business but whose relevant income is not effectively connected with the establishment or

place of business. Any gain realized on the transfer of shares by such is generally subject to

a 10% PRC income tax if such gain is regarded as income derived from sources within China.

Under PRC Individual Income Tax law and its implementation rules, dividends from

sources within China paid to foreign individual investors who are not PRC residents are

generally subject to a PRC withholding tax at a rate of 20% and gains from PRC sources

realized by such investors on the transfer of shares are generally subject to PRC income tax at

a rate of 20% for individuals. Any PRC tax may be reduced or exempted under applicable tax

treaties or similar arrangements.

If we are treated as a PRC resident enterprise as described under the risk factor headed

“–The Company may be deemed to be a PRC tax resident under the EIT Law and our global

income may be subject to a 25% PRC enterprise income tax”, dividends we pay with respect

to our Shares, or the gain realized from the transfer of our Shares, may be treated as income

derived from sources within China and as a result be subject to the PRC income taxes described

above. However, shareholders who are not PRC tax residents and seek to enjoy preferential tax

rates under relevant tax treaties may apply to the PRC tax authorities to be recognized as

eligible for such benefits in accordance with the Announcement of the SAT on Promulgating

the Administrative Measures for Tax Convention Treatment for Non-resident Taxpayors (國家
稅務總局關於發佈�非居民納稅人享受稅收協定待遇管理辦法�的公告) (the “Circular 60”),

which was issued on August 27, 2015. According to the Circular 60, the preferential tax rate

does not automatically apply. With respect to dividends, the “beneficial owner” tests under the

Circular of the SAT on Relevant Issues relating to Beneficial Owner under Tax Treaties (國家
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稅務總局關於稅收協定中“受益所有人”有關問題的公告) (the “Circular 9”) will also apply. If
determined to be ineligible for the foregoing tax treaty benefits, gains obtained from sales of
our Shares and dividends on our Shares paid to such Shareholders would subject to higher PRC
tax rates. In such cases, the value of your investment in our Shares may be materially and
adversely affected.

We expect to rely principally on dividends paid by our subsidiary to fund any cash and
financing requirements we may have, and any limitation on the ability of our PRC
subsidiary to pay dividends to us could have a material and adverse effect on our ability
to conduct our business.

We operate our core businesses through our operating subsidiary in China. Therefore, the
availability of funds to pay dividends to our Shareholders depends upon dividends received
from these subsidiaries. If our subsidiary incurs debts or losses, such indebtedness or loss may
impair their ability to pay dividends or other distributions to us. As a result, our ability to pay
dividends will be restricted. The PRC laws and regulations require that dividends be paid only
out of the net profit calculated according to the PRC accounting principles, which differ in
many aspects from generally accepted accounting principles in other jurisdictions, including
IFRS. The PRC laws and regulations also require foreign-invested enterprises to set aside part
of their net profit as statutory reserves. These statutory reserves are not available for
distribution as cash dividends. Therefore, these restrictions on the availability and usage of our
major source of funding may impact our ability to pay dividends to our Shareholders.

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

Under the EIT Law, if a foreign entity is deemed to be a “non-resident enterprise” as
defined under the EIT Law, a withholding tax at the rate of 10% will be applicable to any
dividends for earnings accumulated since January 1, 2008 payable to the foreign entity, unless
it is entitled to reduction or elimination of such tax, including by tax treaties or agreements.
According to the Arrangement between the Mainland of China and Hong Kong Special
Administrative Region for the Avoidance of Double Taxation and the Prevention of Fiscal
Evasion with respect to Taxes on Incomes (內地和香港特別行政區關於對所得避免雙重徵稅和
防止偷漏稅的安排), dividends paid by a PRC foreign-invested enterprise to its shareholder(s)
incorporated in Hong Kong will be subject to withholding tax at a rate of 5% if the Hong Kong
company directly holds 25% or more interests in the PRC foreign-invested enterprises. The
SAT promulgated the Circular 9 on February 3, 2018, which addresses the methods to
determine the “beneficial owners” under the treaty articles on dividends, interest and royalties.
According to the Circular 9, the PRC tax authorities must evaluate whether an applicant
qualifies as a “beneficial owner” on a case-by-case basis, and a beneficial owner generally
must be engaged in substantive business activities and an agent will not be regarded as a
beneficial owner.

Under the current PRC tax law, if our Hong Kong subsidiary is not considered as a
“beneficial owner,” dividends from our PRC subsidiaries to our Hong Kong subsidiary will be
subject to PRC withholding tax at a 10% rate instead of a 5% rate. This would negatively
impact us and it would impact our ability to pay dividends in the future.
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The heightened scrutiny over acquisitions from the PRC tax authorities may have an

adverse impact on our business, acquisitions or restructuring strategies.

On February 3, 2015, the SAT promulgated the Circular 7, which provides comprehensive

guidelines relating to, and heightened the PRC tax authorities’ scrutiny on indirect transfers,

by a non-resident enterprise, of assets (including equity interests) of a PRC resident enterprise.

The application of the Circular 7 is uncertain. Tax authorities may determine that Circular

7 applies to our offshore restructuring transactions or sale of the shares of our offshore

subsidiaries, where non-resident enterprises are transferors. Furthermore, we, our non-resident

enterprises and PRC subsidiaries may be required to spend valuable resources to comply with

the Circular 7 or to establish that we and our non-resident enterprises should not be taxed under

the Circular 7 for our previous and future restructuring or disposal of shares of our offshore

subsidiaries, which may have a material adverse effect on our financial conditions and results

of operations.

PRC regulations relating to the establishment of offshore special purpose vehicles by PRC

residents may subject our PRC resident Shareholders to personal liability, limit our PRC

subsidiaries’ ability to distribute profits to us, or otherwise adversely affect our financial

position.

The SAFE promulgated the Circular 37 on July 4, 2014. According to Circular 37, PRC

residents (including PRC citizens and PRC enterprises) shall apply to the SAFE or its local

bureau to register foreign exchange for overseas investments before contributing to special

purpose vehicles (the “SPVs”) with legitimate domestic and overseas assets or rights and

interests. In the event of any alteration in the basic information of the registered SPVs, such

as the change of a PRC citizen shareholder, name and operating duration; or in the event of any

alternation in key information, such as increases or decreases in the share capital held by PRC

citizens, or equity transfers, swaps, consolidations, or splits, the registered PRC residents shall

timely submit a change in the registration of the foreign exchange for overseas investments

with the foreign exchange bureaus. SAFE promulgated the Notice on Further Simplifying and

Improving the Administration of the Foreign Exchange Concerning Direct Investment (關於進
一步簡化及改進直接投資外匯管理政策的通知) (the “Simplifying and Improving Notice”) in

February 2015, which took effect on June 1, 2015. The Simplifying and Improving Notice

amended Circular 37 requiring PRC residents or entities to register with qualified banks rather

than SAFE or its local branch in connection with the establishment or control of an offshore

entity established for the purpose of overseas investment.
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We may not at all times be fully aware or informed of the identities of our beneficiaries
who are PRC nationals, and may not be able to compel our beneficiaries to comply with the
requirements of the Circular 37. As a result, we cannot assure you that all of our Shareholders
or beneficiaries who are PRC nationals will at all times comply with, or in the future make or
obtain any applicable registrations or approvals required by the Circular 37 or other related
regulations. Under the relevant rules, failure to comply with the registration procedures set
forth in the Circular 37 may result in restrictions on the foreign exchange activities of the
relevant PRC enterprise and may also subject the relevant PRC resident to penalties under the
PRC foreign exchange administration regulations.

PRC regulations of loans and direct investment by offshore holding companies to PRC
entities may delay or prevent us from using the proceeds of the Global Offering to make
loans or additional capital contributions to our PRC subsidiaries.

Any loans provided by our offshore holding companies to our PRC subsidiaries are
subject to PRC regulations and such loans must be registered with the local branch of SAFE.
Additionally, our capital contributions must be filed with or approved by the MOFCOM or its
local counterpart and registered with the SAIC or its local branch. We cannot assure you that
we will be able to obtain these government registrations or approvals or to complete filing and
registration procedures on a timely basis, if at all, with respect to future loans or capital
contributions by us to our subsidiaries or any of their respective subsidiaries. If we fail to
obtain such approvals or registrations, our ability to make equity contributions or provide loans
to our PRC subsidiaries or to fund their operations may be materially and adversely affected.
This may materially and adversely affect our PRC subsidiaries’ liquidity, their ability to fund
their working capital and expansion projects, and their ability to meet their obligations and
commitments. As a result, this may have a material adverse effect on our business, financial
conditions and results of operations.

RISKS RELATING TO THE GLOBAL OFFERING

An active trading market for our Shares may not develop.

Prior to the Global Offering, there was no public market for our Shares. We cannot assure
you that a public market for our Shares with adequate liquidity will develop and be sustained
following the completion of Global Offering. Factors such as variations in our revenue,
earnings and cash flows or any other developments of us may affect the volume and price at
which our Shares will be traded.

Furthermore, the price and trading volume of our Shares may be volatile. The following
factors, among others, may cause the market price of our Shares after the Global Offering to

vary significantly from the Offer Price:

• our financial results;

• unexpected business interruptions resulting from natural disasters or power

shortages;
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• major changes in our key personnel or senior management;

• changes in laws and regulations in China;

• our inability to compete effectively in the market;

• our inability to obtain or maintain regulatory approval for our operations;

• fluctuations in stock market prices and volume;

• changes in analysts’ estimates of our financial performance;

• political, economic, financial and social developments in China and Hong Kong and

in the global economy; and

• involvement in material litigation.

In addition, shares of other companies listed on the Stock Exchange with operations and

assets in China have experienced significant price volatility in the past. As a result, our Shares

may be subject to changes in price not directly related to our performance and as a result,

investors in our Shares may suffer substantial losses.

Since there will be a gap of several days between pricing and trading of our Shares,
holders of our Shares are subject to the risk that the price of our Shares could fall during
the period before trading of our Shares begins.

The Offer Price of our Offer Shares is expected to be determined on the Price

Determination Date. However, our Shares will not commence trading on the Stock Exchange

until they are delivered, which is expected to be several business days after the pricing date.

As a result, investors may not be able to sell or deal in our Shares during that period.

Accordingly, holders of our Shares are subject to the risk that the price of our Shares could fall

before trading begins as a result of adverse market conditions or other adverse developments,

that could occur between the time of sale and the time trading begins.

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

Our Controlling Shareholders have substantial influence over our business, including

matters relating to our management, policies and decisions regarding acquisitions, mergers,

expansion plans, consolidations and sales of all or substantially all of our assets, election of

Directors and other significant corporate actions. Immediately after completion of the Global

Offering, assuming the Over-allotment Option is not exercised and without taking into account

any Shares to be issued upon the exercise of the share options under the Pre-IPO Share Option

Plans, our Controlling Shareholders will hold (including direct and indirect shareholdings)

approximately 36.62% of the issued share capital in our Company. This concentration of
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ownership may discourage, delay or prevent a change in control of our Company, which could
deprive other Shareholders of an opportunity to receive a premium for their Shares as part of
a sale of our Company and might reduce the price of our Shares. These events may occur even
if they are opposed by our other Shareholders. In addition, the interests of our Controlling
Shareholders may differ from the interests of our other Shareholders. We cannot assure you that
our Controlling Shareholders will not exercise their substantial influence over us and cause us
to enter into transactions or take, or fail to take, actions or make decisions that conflict with
the best interests of our other Shareholders.

Substantial future sales or the expectation of substantial sales of our Shares in the public
market could cause the price of our Shares to decline.

Sales of substantial amounts of Shares in the public market after the completion of the
Global Offering, or the perception that these sales could occur, could adversely affect the
market price of our Shares. Although our Controlling Shareholders are subject to restrictions
on its sales of Shares within 12 months from the Listing Date as described in “Underwriting”
of this Prospectus, future sales of a significant number of our Shares by our Controlling
Shareholders in the public market after the Global Offering, or the perception that these sales
could occur, could cause the market price of our Shares to decline and could materially impair
our future ability to raise capital through offerings of our Shares. We cannot assure you that
our Controlling Shareholders will not dispose of Shares held by it or that we will not issue
Shares pursuant to the general mandate to issue Shares granted to our Directors as described
in “Appendix V—Statutory and General Information” to this Prospectus or otherwise, upon the
expiration of restrictions set out above. We cannot predict the effect, if any, that any future
sales of Shares by our Controlling Shareholders, or the availability of Shares for sale by our
Controlling Shareholders, or the issuance of Shares by the Company may have on the market
price of the Shares. Sale or issuance of a substantial amount of Shares by our Controlling
Shareholders or us, or the market perception that such sale or issuance may occur, could
materially and adversely affect the prevailing market price of the Shares.

Investors may experience difficulties in enforcing their shareholders’ rights because our
Company was incorporated in the Cayman Islands, and the protection to minority
shareholders under Cayman Islands law may be different from that under the laws of
Hong Kong or other jurisdictions.

Our Company was incorporated in the Cayman Islands and its affairs are governed by the

Memorandum, the Articles, the Companies Law and common law applicable in the Cayman

Islands. The laws of the Cayman Islands may differ from those of Hong Kong or other

jurisdictions where investors may be located. As a result, minority Shareholders may not enjoy

the same rights as pursuant to the laws of Hong Kong or such other jurisdictions.

There may be dilution because of issuance of new Shares or equity securities.

In spite of our current bank balance and the net proceeds from the Global Offering, we

may require additional funds due to changes in business conditions or other future

developments relating to, inter alia, our existing operations or any future expansions. The
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amount and timing of such additional financing needs will vary depending on the timing

investments in and/or acquisitions of new businesses from third-parties, and the amount of cash

flow from our operations. If our resources are insufficient to satisfy our cash requirements, we

may seek additional financing through selling additional equity or debt securities or obtaining

a credit facility. As of the date of this Prospectus, the aggregate number of underlying Shares

pursuant to the outstanding share options we granted under our Pre-IPO Share Option Plans

was 57,460,365 Shares, representing approximately 6.41% of the issued Shares immediately

following the completion of the Global Offering (assuming the Over-allotment Option is not

exercised and the share options granted under the Pre-IPO Share Option Plans are not

exercised). The sale of additional equity securities and the exercise of share options could

result in additional dilution to our Shareholders. If we raise additional funds by issuing new

Shares or equity linked securities other than on a pro rata basis to existing shareholders or if

share option holders exercise their share options, the percentage of ownership of our existing

Shareholders in our Company, the earnings per Share and the net asset value per Share may

decrease.

Because the initial public Offer Price per Share is higher than the net tangible book value
per Share, purchasers of our Shares in the Global Offering will experience immediate
dilution.

The Offer Price of our Offer Shares is higher than the net tangible book value per Share

immediately prior to the Global Offering. Therefore, purchasers of our Shares in the Global

Offering will experience an immediate dilution. Existing Shareholders will receive an increase

in the pro forma adjusted consolidated net tangible asset value per share of their Shares. If we

issue additional Shares in the future, purchasers of our Offer Shares may experience further

dilution.

There is no assurance whether and when we will pay dividends.

Our ability to declare future dividends will depend on the availability of our profits, if

any. Under applicable laws and the constitutional documents of our operating subsidiaries, the

payment of dividends may be subject to certain limitations. The calculation of certain of our

operating subsidiaries’ profit under applicable accounting standards differs in certain respects

from the calculation under IFRSs. As a result, our operating subsidiaries may not be able to pay

a dividend in a given year even if they have profit as determined under IFRSs. Accordingly,

we may not have sufficient distributable profit to pay dividends to our Shareholders. In

addition, any future dividend declaration and distribution will be at the discretion of our

Directors and will depend on our future operations and earnings, capital requirements and

surplus, general financial condition, contractual restrictions and other factors that our Directors

deem relevant. Any declaration and payment as well as the amount of dividends will also be

subject to our Articles of Association and PRC laws, including (where required) the approvals

from our Shareholders and our Directors. Our Shareholders at a general meeting may declare

dividends, which must not exceed the amount recommended by our Board. Moreover, our

Directors may from time to time pay such interim dividends as our Board considers to be

justified by our profits and overall financial requirements, or special dividends of such amounts
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and on such dates as they think appropriate. As a result, we cannot assure you that we will make

any dividend payments on our Shares in the future. For further details of the dividends of the

Company, see “Financial Information—Dividends” of this Prospectus.

Certain statistics, information and data contained in this Prospectus are derived from a

third-party report and publicly available official sources and they may not be reliable.

Certain statistics, information and data contained in this Prospectus relating to China and

elsewhere in the world, and the industry in which we operate have been derived from various

official government publications or other third-party reports. In particular, we have extracted

and disclosed in this Prospectus certain statistics, information and data from publications and

other publicly available sources relating to the drugs and drug candidates of third parties and

scientific research, theories and mechanisms. We have taken reasonable care in the

reproduction or extraction of the official government publications and other third-party reports

for the purpose of disclosure in this Prospectus. However, we cannot guarantee the quality or

reliability of such source materials. They have not been prepared or independently verified by

us, the Underwriters or any of their respective affiliates or advisers and, therefore, we make no

representation as to the accuracy of such statistics, information and data, which may not be

consistent with other information compiled within or outside the PRC. Due to possibly flawed

or ineffective collection methods and analysis or discrepancies between published information

and market practice, such statistics, information and data in this Prospectus may be inaccurate

or may not be comparable to statistics, information and data produced with respect to other

economies. Further, there is no assurance that they are stated or compiled on the same basis or

with the same degree of accuracy as the case may be in other jurisdictions. In all cases,

investors should give consideration as to how much weight or importance they should attach

to or place on such facts.

Investors should read the entire Prospectus carefully and should not consider any

particular statements in this Prospectus or in published media reports without carefully

considering the risks and other information contained in this Prospectus.

Prior to the publication of this Prospectus, there has been coverage in the media regarding

us and the Global Offering, which contained 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 any responsibility for the accuracy or completeness of such media coverage

or forward-looking statements. We make no representation as to the appropriateness, accuracy,

completeness or reliability of any information disseminated in the media. We disclaim any

information in the media to the extent that such information is inconsistent or conflicts with

the information contained in this Prospectus. 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.
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