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WARNING

The publication of this Application Proof is required by The Stock Exchange of Hong Kong Limited (the
“Stock Exchange”) and the Securities and Futures Commission (the “Commission”) solely for the purpose of
providing information to the public in Hong Kong.

This Application Proof is in draft form. The information contained in it is incomplete and is subject to change
which can be material. By viewing this document, you acknowledge, accept and agree with the Company, its
joint sponsors, advisors or members of the underwriting syndicate that:

(a)

(b)
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(d)

(e)

()

(2)

(h)

()

()

(k)

this document is only for the purpose of providing information about the Company to the public in Hong
Kong and not for any other purposes. No investment decision should be based on the information
contained in this document;

the publication of this document or supplemental, revised or replacement pages on the Stock Exchange’s
website does not give rise to any obligation of the Company, its joint sponsors, advisors or members of
the underwriting syndicate to proceed with an offering in Hong Kong or any other jurisdiction. There is
no assurance that the Company will proceed with the offering;

the contents of this document or supplemental, revised or replacement pages may or may not be
replicated in full or in part in the actual final listing document;

the Application Proof is not the final listing document and may be updated or revised by the Company
from time to time in accordance with the Rules Governing the Listing of Securities on the Stock
Exchange;

this document does not constitute a prospectus, offering circular, notice, circular, brochure or
advertisement offering to sell any securities to the public in any jurisdiction, nor is it an invitation to the
public to make offers to subscribe for or purchase any securities, nor is it calculated to invite offers by
the public to subscribe for or purchase any securities;

this document must not be regarded as an inducement to subscribe for or purchase any securities, and
no such inducement is intended;

neither the Company nor any of its affiliates, its joint sponsors, advisors or members of its underwriting
syndicate is offering, or is soliciting offers to buy, any securities in any jurisdiction through the
publication of this document;

no application for the securities mentioned in this document should be made by any person nor would
such application be accepted;

the Company has not and will not register the securities referred to in this document under the United
States Securities Act of 1933, as amended, or any state securities laws of the United States;

as there may be legal restrictions on the distribution of this document or dissemination of any
information contained in this document, you agree to inform yourself about and observe any such
restrictions applicable to you; and

the application to which this document relates has not been approved for listing and the Stock Exchange
and the Commission may accept, return or reject the application for the subject public offering and/or
listing.

If an offer or an invitation is made to the public in Hong Kong in due course, prospective investors are
reminded to make their investment decisions solely based on the Company’s prospectus registered with the
Registrar of Companies in Hong Kong, copies of which will be distributed to the public during the offer period.
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SUMMARY

This summary aims to give you an overview of the information contained in this
document. As this is a summary, it does not contain all the information that may be
important to you. Moreover, there are risks associated with any [REDACTED]. Some
of the particular risks in [REDACTED] in the [REDACTED] are set out in the section
headed “Risk Factors”. In particular, we are a biotechnology company seeking to
[REDACTED] under Chapter 18A of the Listing Rules on the basis that we are unable
to meet the requirements under Rule 8.05(1), (2) or (3) of the Listing Rules. You should
read the entire document carefully before you decide to [REDACTED] in the
[REDACTED].

OVERVIEW

We are a global clinical-stage biotechnology company committed to developing novel
vaccines and biologic therapeutic candidates to address the world’s most life-threatening
diseases and public health threats. Our proprietary Trimer-Tag® technology platform is a
product development platform for the creation of novel vaccines and biologic therapies. We
have leveraged our Trimer-Tag® technology platform to become a leading COVID-19 vaccine
developer and potentially one of the first companies to commercialize a protein-based
COVID-19 vaccine globally.

Our Trimer-Tag® technology platform can trimerize any protein of interest and target a
broad spectrum of naturally trimerization-dependent disease and biologic targets. These
include dozens of enveloped RNA viruses (e.g. coronaviruses, rabies, respiratory syncytial
virus (RSV), influenza, human immunodeficiency virus (HIV), and Ebola) and the tumor
necrosis factor (TNF) superfamily (TNFSF), which have diverse biological functions and are
linked to serious diseases, such as certain cancers and autoimmune disorders. Globally,
Trimer-Tag® is the only trimerization technology platform for designing and producing
recombinant, covalently-linked, trimeric fusion proteins (trimer-tagged proteins) exploiting a
human-derived trimerization tag, according to Frost & Sullivan. The trimer-tagged proteins
produced by our Trimer-Tag® technology platform have high potency against trimerization-
dependent disease targets and favorable safety profiles.

We have built our product pipeline by employing our proprietary Trimer-Tag® technology
platform and leveraging our in-house biologics manufacturing infrastructure and capabilities.
As of the Latest Practicable Date, our product pipeline consisted of (i) six Trimer-Tag® subunit
vaccine candidates, including SCB-2019 (CpG 1018/Alum), for which we are conducting
SPECTRA (Study Evaluating Protective-Efficacy and Safety of Clover’s Trimeric
Recombinant Protein-based and Adjuvanted COVID-19 Vaccine), a global pivotal Phase 2/3
clinical trial, (ii) two Trimer-Tag® oncology product candidates, including SCB-313 for which
we are conducting five Phase 1 clinical trials in China and Australia, and (iii) three Fc-fusion
product candidates, including SCB-808, for which we are conducting a pivotal Phase 3 clinical
trial in China.
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Trimer-Tag® subunit vaccine candidates. With our leading COVID-19 vaccine candidate
SCB-2019 (CpG 1018/Alum), we expect to commercialize one of the first protein-based
COVID-19 vaccines globally, enabling us to potentially help address the global shortage of
COVID-19 vaccines and capture a significant market share of the approximately 15 billion
COVID-19 vaccine doses required through 2026. Because SCB-2019 (CpG 1018/Alum) is
stable for at least two months at room temperature and is expected to be stable long term in
refrigeration conditions, it is a potentially preferable and a more cost-effective solution for
global distribution by leveraging existing and conventional infrastructure, a necessity when
transporting to remote and low-resource regions. As published in The Lancet, in our Phase 1
clinical trial, SCB-2019 (CpG 1018/Alum) induced high neutralizing antibody titers and
Thl-biased cell-mediated immune responses, implying a balanced immune response. SCB-
2019 (CpG 1018/Alum) also demonstrated a favorable safety profile with no serious
vaccine-related adverse events and few moderate-to-severe local and systemic adverse events
in our Phase 1 clinical trial. We are potentially able to produce more than one billion doses of
SCB-2019 in-house annually at peak capacity.

Pending positive interim data from SPECTRA, we plan to submit conditional regulatory
approval applications to the EMA, the NMPA and the WHO in the second half of 2021, and
plan to commence product launch by the end of 2021. SCB-2019 (CpG 1018/Alum) is funded
by Coalition for Epidemic Preparedness Innovations (CEPI), and will be made available for
procurement and allocation through the COVAX Facility. We also intend to supply additional
capacity of SCB-2019 (CpG 1018/Alum) post conditional approval via bilateral supply
agreements with sovereign countries if COVAX does not exercise its right of first refusal to
procure doses or if there is additional capacity available.

Leveraging our proprietary Trimer-Tag® technology platform, we are well-positioned to
rapidly develop second-generation COVID-19 vaccine candidates to address the emerging
variants of concern. Our pre-clinical immunogenicity study in mice indicated that our
monovalent South Africa Variant (B.1.351 variant of SARS-CoV-2)-based vaccine candidate
could potentially be broadly protective against the currently circulating original SARS-CoV-2
strains and variants of concern.

We are also conducting additional vaccine discovery programs for various other
indications, including rabies, RSV, influenza, and HIV, all of which are enveloped RNA viruses
that display trimeric spike glycoproteins, a characteristic similar to the SARS-CoV-2 virus.
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Trimer-Tag® oncology product candidates. With our proprietary Trimer-Tag® technology
platform, we have successfully designed and developed SCB-313 as a covalently-linked,
native-like trimeric fusion protein which is structurally and functionally differentiated from the
dimeric antibody-based structures and other native ligand-based candidates targeting this
pathway. We believe SCB-313 has the potential to address the unmet global need for the
treatment of intracavitary malignancies, including malignant ascites (MA), malignant pleural
effusion (MPE), and peritoneal carcinomatosis (PC), as well as additional cancer indications.
We are exploring other targets in the TNFSF for immuno-oncology and immunology
indications. We are currently conducting discovery programs evaluating trimeric fusion protein
candidates targeting the 4-1BB pathway, a member of the TNFSF.

Fc-fusion product candidates. Leveraging our expertise in protein bioengineering,
manufacturing capabilities, and in-house manufacturing facility, we are developing Fc-fusion
protein molecules and biosimilars. Our most advanced program is SCB-808, an Enbrel
(etanercept) biosimilar in a ready-for-injection, pre-filled syringe formulation. Enbrel is
indicated for the treatment of rheumatic diseases. We are conducting a pivotal Phase 3 clinical
trial for SCB-808 in China, expect to submit an NDA to the NMPA in 2022, and commence
commercialization thereafter, if approved. In addition, we expect to initiate Phase 1 clinical
trials in 2021 for SCB-420, an Eylea (aflibercept) biosimilar indicated for the treatment of
certain large market ophthalmologic diseases, including wet age-related macular degeneration
(wWAMD), and SCB-219, a novel TPO-mimetic Fc-fusion protein being developed for
chemotherapy-induced thrombocytopenia (CIT) and immune thrombocytopenic purpura (ITP).

We have an in-house, commercial-ready biologics manufacturing facility in Changxing,
Zhejiang province, China. This facility is prepared for the rapid scale-up and commercial
production of SCB-2019. Our Changxing facility was designed to adhere to the cGMP
standards in accordance with the U.S., EU, and Chinese regulatory authorities. The Changxing
facility has received certification by a Qualified Person (QP), a requirement to achieve EU
c¢GMP standards.

We have assembled a seasoned, global management team with deep and complementary
experience and capabilities in drug discovery, clinical operations, biomanufacturing, drug
commercialization, and capital markets.
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OUR PRODUCT PORTFOLIO

As of the Latest Practicable Date, our product pipeline consisted of six Trimer-Tag®
subunit vaccine candidates, two Trimer-Tag® oncology product candidates and three Fc-fusion
product candidates covering 13 indications. In addition, we had initiated nine clinical trials as
of the same date. SCB-2019 (CpG 1018/Alum) and SCB-808 are our Core Products. The chart
below summarizes the development status of our product candidates as of the Latest
Practicable Date.

a SARS-CoV-2
SCB-2019 Vaccine . . .
. accin S-Trimer COVID-19 Pivotal Phase 2/3 trial
(CpG 1018/Alum)
(Original Strain)
Second-generatior SARS-CoV-2
JoonEen S-Trimer COVID-19
COVID-19 Vaccine -
(B.1.351 variant)
Rabies Vaccine RABV G-Trimer Rabies -
Trimer-Tag"
Subunit Vaccines
RSV Vaccine RSV F-Trimer RSV
Influenza Vaccine HA-Trimers Quadrivalent Scasonal Flu
Pandemic Flu
HIV/AIDS Vaccine 2p120-Trimers HIV/AIDS -
Trimer-Tag®
Oncology
Undisclosed 4-1BBAgonist  Immuno-Oncology [
SCB-808 (Etanerce; S . .
SCB-420 VEGFRIR2-Fe Wet Age-related Macular
§ (Aflibercept) Degeneration (WAMD)
Fc-Fusion
Chemotherapy-Induced
Thrombocytopenia (CIT)
SCB-219 TPO Mimetic-Fe
(Novel) Bispecific
Idiopathic Thrombocytopenic
Purpura (ITP)

Our Trimer-Tag® Subunit Vaccine Candidates
SCB-2019 (CpG 1018/Alum)

SCB-2019 (CpG 1018/Alum), our COVID-19 vaccine candidate, is anticipated to be one
of the first commercialized protein-based COVID-19 vaccines globally. It consists of two key
components, an antigen and an adjuvant. Employing our proprietary Trimer-Tag® technology
platform, we developed a SCB-2019 antigen, a stabilized trimeric form of the S-protein
(S-Trimer) based on the original strain of the SARS-CoV-2 virus. We created our COVID-19
vaccine candidate by combining SCB-2019 with Dynavax’s CpG 1018 advanced adjuvant and
aluminum hydroxide (alum).

We are currently advancing SPECTRA, a global pivotal Phase 2/3 clinical trial evaluating
the efficacy, safety, and immunogenicity of SCB-2019 (CpG 1018/Alum), and expect interim
data for vaccine efficacy around the middle of 2021. Pending positive interim data, we plan to
submit conditional regulatory approval applications to the EMA, the NMPA and the WHO in
the second half of 2021, and plan to commence product launch by the end of 2021. We expect
to commercialize SCB-2019 (CpG 1018/Alum) globally to address the global shortage
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of COVID-19 vaccines and capture a significant market share of the approximately 15 billion
COVID-19 vaccine doses required through 2026. In addition, periodic booster shots or
re-vaccination may be needed especially as new variants emerge, resulting in a significant
global need for COVID-19 vaccines for years to come.

Selected Pre-clinical and Discovery-Stage Vaccine Candidates

Second-generation COVID-19 vaccine candidates. Multiple variants of the SARS-CoV-2
virus have emerged and are circulating globally, including but not limited to the South Africa
Variant, the U.K. Variant, and the Brazil/Japan Variant. We are actively advancing our research
and development for our second-generation COVID-19 vaccine candidates. In early 2021, we
initiated the production of vaccine antigens against the three aforementioned variants of
concern. We expect to make a candidate selection in the first half of 2021 and initiate clinical
trials thereafter.

Rabies vaccine candidate. Our rabies vaccine candidate (RABV G-Trimer) is currently in
early-stage development. There is a high unmet need for rabies vaccines in developing

countries, where animal immunization programs have been unsuccessful.

RSV vaccine candidate. Our RSV vaccine candidate (Fusion F Antigen-Trimer) induced
a strong neutralizing antibody response in a rat immunization model. This candidate
demonstrated high binding affinity (sub-picomolar) to palivizumab. Currently, there are no
approved vaccines for RSV, therefore our RSV vaccine candidate could potentially address the

significant unmet need worldwide if approved.

Influenza vaccine candidate. Our influenza vaccine candidate (Hemagglutinin
(HA)-Trimer) demonstrated proof-of-concept immunogenicity and viral-challenge results in
vivo in mice (pandemic and seasonal). This product could be significantly differentiated
compared to existing vaccines that are comprised of toxic chemicals. We believe our influenza
vaccine candidate could potentially be used in a pandemic situation or as a universal (HA-stem)
flu vaccine.

HIV/AIDS vaccine candidate. Our HIV/AIDS vaccine candidate (gpl120-Trimer)
demonstrated strong binding affinity to broadly-neutralizing antibodies (bNAbs), suggesting
preservation of important antigenic epitopes. Based on our current progress made in HIV/AIDS
vaccine research, we believe our vaccine candidate is safe and effective and could hold promise
as an effective prophylactic vaccine for HIV/AIDS.
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Trimer-Tag® Oncology Product Candidates
SCB-313

With our proprietary Trimer-Tag® technology platform, we have successfully designed
and developed SCB-313 as a covalently-linked, native-like trimeric fusion protein which is
structurally and functionally differentiated from the dimeric antibody-based structures and
other native ligand-based candidates targeting this pathway. We are developing SCB-313 for
the treatment of malignant ascites (MA), malignant pleural effusions (MPE), and peritoneal
carcinomatosis (PC) to address global unmet medical need of intracavitary malignancies. The
indications that we are targeting for SCB-313 are diseases commonly observed in late-stage
cancer patients. According to Frost & Sullivan, the global intracavitary malignancies incidence
reached 2.5 million in 2019 and is expected to grow to 2.8 million and 3.0 million by 2024 and
2030, respectively. Despite the high incidence, the current standard of care fails to provide
meaningful clinical benefit for most patients. Based on the pre-clinical data for SCB-313, we
believe our therapeutic candidate has the potential to be both highly bioactive and have a
favorable safety profile. We are conducting five Phase 1 clinical trials for SCB-313 in China
and Australia for the treatment of intracavitary malignancies. We expect to advance the
development of SCB-313 for the treatment of MA to Phase 1/2 clinical trial(s) in the second
half of 2021. In addition, we plan to initiate additional Phase 1 clinical trials for SCB-313 to
explore new indications, such as bladder cancer, and combination approaches in 2021.

Selected Discovery Stage Immuno-oncology Product Candidate

4-1BB Agonist Candidate. We are conducting discovery programs evaluating trimeric
fusion protein candidates targeting the 4-1BB pathway. Activation of the 4-1BB receptor is an
attractive candidate for applications in cancer immunotherapy and demonstrated potent
cytotoxic immune cell activation and antitumor responses in multiple pre-clinical studies. We
believe we will be able to design a native-like trimeric fusion protein to target the 4-1BB
pathway. We expect to make a candidate selection and enter IND-enabling studies in the first
half of 2021.

Fc-fusion Product Candidates
SCB-808

We are developing SCB-808 as a biosimilar to Enbrel (etanercept). Enbrel is a
blockbuster TNF-a inhibitor marketed by Amgen, Pfizer, and Takeda Pharmaceuticals with
global sales of US$6.3 billion in 2020. Since the initial FDA approval in November 1998,
Enbrel has been approved for various indications worldwide, including rheumatoid arthritis
(RA), ankylosing spondylitis (AS), juvenile idiopathic arthritis, psoriatic arthritis, and
psoriasis. In China, Enbrel was approved by the NMPA in February 2010 for the indications
of RA and AS. According to Frost & Sullivan, the total prevalence of RA and AS reached 9.9
million individuals in 2020 in China and is expected to reach 10.5 million by 2030. SCB-808
is expected to primarily compete with the reference drug Enbrel and other etanercept
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biosimilars that have been launched or currently under development in China. Based on the
Phase 1 clinical trial results, we believe SCB-808 is the potential first-to-market ready-for-
injection prefilled syringe formulation of Etanercept biosimilar in China. We initiated a Phase
3 clinical trial in December 2019 to evaluate SCB-808’s efficacy, safety, and pharmacokinetics
for the treatment of AS as compared with Enbrel which is expected to be completed in 2022.

Selected Pre-clinical Fc-Fusion Product Candidates

SCB-420. SCB-420 is an aflibercept biosimilar currently in pre-clinical development for
ophthalmologic diseases such as wAMD. Clinical trials are expected to initiate in 2021.

SCB-219. SCB-219 is a novel TPOR agonist currently in pre-clinical development for the
treatment of CIT and ITP. Clinical trials are expected to initiate in 2021.

OUR STRENGTHS

We believe the following strengths have contributed to our success and differentiated us
from our competitors: (i) differentiated proprietary Trimer-Tag® technology platform
accelerating the development of novel vaccines and biologic therapies, (ii) our protein-based
COVID-19 vaccine candidate SCB-2019 (CpG 1018/Alum) is expected to launch by the end of
2021, (iii) novel oncology TRAIL-Trimer fusion protein to address the unmet global need for
the treatment of intracavitary malignancies, (iv) robust pipeline with novel vaccines and
biologic therapeutic candidates against life-threatening diseases, (v) established in-house
c¢GMP biologics manufacturing infrastructure and capabilities, ready for commercial launch,
(vi) world-class management team with decades of industry and scientific expertise, supported
by an elite COVID-19 Scientific Advisory Board and leading healthcare investors.

OUR STRATEGIES

Leveraging our strengths, we plan to implement the following strategies: (i) accelerate the
development and commercialize SCB-2019 (CpG 1018/Alum), (ii) develop our second-
generation COVID-19 vaccines for variants of concern, (iii) advance the development and
commercialize SCB-313 and SCB-808, (iv) expand and advance our product pipeline in
vaccines and immuno-oncology, (v) further enhance our research and development,
manufacturing, and commercialization capabilities to build an integrated biotechnology
company, (vi) explore synergistic and collaborative opportunities to enhance our growth and
increase our value as a global biotechnology company.
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LICENSING AND COLLABORATION AGREEMENTS
License Agreement with GenHunter

In October 2019, we and GenHunter entered into a license agreement (the “GenHunter
License Agreement”), which replaced the previous license agreement entered into between us
and GenHunter in October 2013. GenHunter is a biopharmaceutical company headquartered in
the United States and was founded by our Chairman and Chief Scientific Officer, Dr. Peng
Liang. Pursuant to the GenHunter License Agreement, GenHunter granted us an exclusive
worldwide license under relevant patents and patent applications, trademarks, and copyrights
related to Trimer-Tag® technology platform to develop, manufacture, and commercialize drug
products, or the licensed products. We also have the right to grant sublicenses to third-parties
subject to GenHunter’s approval, which shall not be unreasonably withheld. Under the
GenHunter License Agreement, we shall pay GenHunter a low-single-digit royalty based on the
net sales of the products engineered using the Trimer-Tag® technology platform on a
country-by-country and product-by-product basis. Other than the royalty payment, we do not
have monetary obligations to GenHunter.

Agreements for SCB-2019 (CpG 1018/Alum)
Funding Agreements with CEPI

We and CEPI entered into two outbreak response funding agreements, including a step 1
agreement and a step 2 agreement (collectively, the “CEPI Funding Agreement”), pursuant to
which CEPI agreed to provide funding for our development of adjuvanted SCB-2019. The step
1 agreement of the CEPI Funding Agreement was entered into in April 2020, which covers
funding for our development activities up to the first subject enrolled in the Phase 1 clinical
trial. We and CEPI entered into the step 2 agreement of the CEPI Funding Agreement in May
2020, which replaced the step 1 agreement. The step 2 agreement covers funding for the entire
development process through global licensure of SCB-2019 (CpG 1018/Alum).

Pursuant to the CEPI Funding Agreement, CEPI agreed to provide up to US$328 million
in funding in total for the development of adjuvanted SCB-2019, which shall be paid according
to the payment schedule associated with the completion of various development milestones. In
addition, CEPI agreed to forego any share of potential commercial benefits that may arise from
the commercial exploitation of the results of our COVID-19 vaccine development project. We
and CEPI agreed that the pricing of SCB-2019 (CpG 1018/Alum) shall be of a reasonable
nature to ensure equitable access for populations in need as well as an appropriate return on
investment for us that makes on-going supply sustainable. We agreed to supply SCB-2019
(CpG 1018/Alum) to the COVAX Facility in a separate order to be entered into during the
pandemic period (as defined by WHO).
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Adjuvant Collaboration and Supply Arrangements with Dynavax

We and Dynavax entered into a collaboration agreement and a clinical collaboration and
supply agreement in March 2020 and May 2020, respectively, pursuant to which Dynavax
agreed to supply its CpG 1018 adjuvant to us for our pre-clinical studies and Phase 1 clinical
trial for the development of SCB-2019. Under the clinical collaboration and supply agreement,
Dynavax agreed to supply its CpG 1018 adjuvant to us for our SCB-2019 (CpG 1018/Alum)
Phase 1 clinical trial and a safety follow-up study to the Phase 1 clinical trial. Moreover, we
entered into several amendments to the clinical collaboration and supply agreement with
Dynavax in February and March 2021, pursuant to which Dynavax agreed to supply its CpG
1018 adjuvant to us for our Phase 2/3 clinical trial and other development activities including
formulation and stability for the development of SCB-2019 (CpG 1018/Alum).

RESEARCH AND DEVELOPMENT

We believe research and development is critical to our future growth and our ability to
remain competitive in the global biopharmaceutical market. We are dedicated to building an
innovative product pipeline with a focus on vaccines, oncology, and autoimmune disorders by
leveraging our in-house research and development capabilities, which span internal discovery,
CMC, pre-clinical, and clinical development. We conduct our research and development
activities through an in-house research and development team, and we have established a full
range of in-house product discovery capabilities. We established a COVID-19 Scientific
Advisory Board (COVID-19 SAB) comprised of esteemed key opinion leaders (KOLs), who
provide valuable insights and guidance regarding our global COVID-19 vaccine development
strategy. We perform core functions such as designing clinical development strategy and
protocol in-house, and exercising control and oversight over key functions of clinical trial
management, including data source validation. We use CROs and consultants to manage,
conduct, and support our clinical trials and pre-clinical studies in Asia, Latin America, EU, and
Australia. See “Business — Research and Development” for details.

MANUFACTURING

We have an in-house, commercial-ready biologics manufacturing facility in Changxing,
Zhejiang province, China which occupies approximately 50,000 sq.m. of land with a total gross
building floor area of approximately 32,000 sq.m. Our Changxing manufacturing facility was
designed to adhere to the cGMP standards of the U.S., EU, and China. Our Changxing facility
will potentially be able to produce more than one billion doses of antigen for SCB-2019
annually at peak capacity. We can also produce supply of our other pipeline products, such as
SCB-808, at commercial scale. We have expanded our fill and finish area in 2020 by adding
two vial filling lines for our future demands, and the lines are currently undergoing
qualification. We expect these lines to be operational for cGMP-compliance manufacturing in
the second half of 2021. We also plan to engage CMOs to develop and implement certain
manufacturing processes of SCB-2019 (CpG 1018/Alum) to supplement our own
manufacturing capabilities. In addition, we have an R&D and pilot manufacturing facility
located in Chengdu, Sichuan province, China to supply materials for our pre-clinical, IND, and
early-stage clinical trials. See “Business — Manufacturing” for details.
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COMMERCIALIZATION

During the Track Record Period and as of the Latest Practicable Date, we did not have
a commercialization team. We are in the process of executing our launch readiness plan and
formulating our sales and marketing plans in anticipation of multiple potential product
launches within the next few years. In particular, we may also consider commercializing
SCB-2019 (CpG 1018/Alum) post conditional approval via bilateral supply agreements with
sovereign countries if COVAX does not exercise its right of first refusal to procure doses or
if there is additional capacity available. We intend to build our commercialization capabilities
through a combination of efficient and specialized internal sales and marketing teams and
external marketing and distribution partnerships, with the goal of achieving broad product
access across the globe. See “Business — Commercialization” for details.

INTELLECTUAL PROPERTY

We have an extensive global portfolio of patents to protect our product candidates and
technologies. As of the Latest Practicable Date, our patent portfolio consists of one issued U.S.
patent, and fifteen patent applications, including twelve PCT patent applications, one PRC
patent application, and two U.S. patent applications. Our patents and patent applications
primarily include compositions, methods and uses related to TNFSF and certain vaccines
against enveloped RNA viruses, including SCB-2019 (CpG 1018/Alum), and the
manufacturing methods for SCB-808. As of the Latest Practicable Date, we in-licensed the
exclusive worldwide rights for our proprietary Trimer-Tag® technology platform under twelve
issued patents, including three issued U.S. patents and nine issued patents in other
jurisdictions, namely PRC, Japan and certain European countries. Our in-licensed patents and
patent applications primarily relate to methods and compositions for producing secreted
trimeric fusion proteins employing the Trimer-Tag® technology. See “Business — Intellectual
Property” for details.

OUR CUSTOMERS AND SUPPLIERS

During the Track Record Period and up to the Latest Practicable Date, we had no
commercialized products and therefore had no customers. During the Track Record Period, our
suppliers primarily consisted of suppliers of raw materials and consumables, equipment and
devices and CROs. We have established stable relationships with qualified suppliers. For the
years ended December 31, 2019 and 2020, our purchases from our five largest suppliers in
aggregate accounted for 46.3% and 50.8% of our total purchases, respectively, and purchases
from our largest supplier alone accounted for 14.0% and 22.3% of our total purchases,
respectively. None of our Directors, their associates or any Shareholders who, to the knowledge
of our Directors, owned more than 5% of our issued share capital as of the Latest Practicable
Date, held any interest in any of our five largest suppliers during the Track Record Period.

— 10 =
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SUMMARY OF KEY FINANCIAL INFORMATION

This summary of the key financial information set forth below have been derived from
and should be read in conjunction with our combined audited financial statements, including
the accompanying notes, set forth in the Accountants’ Report in Appendix I to this document,
as well as the information set forth in the section headed “Financial Information.”

Summary of Combined Statements of Profit or Loss

We currently have no products approved for commercial sale and have not generated any
revenue from product sales. In 2019 and 2020, we had a total loss for an amount of RMB48.6
million and RMB912.9 million, respectively. Our total loss for the year mainly resulted from
research and development expenses and administrative expenses, as well as fair value changes
on convertible redeemable preferred shares.

The following table sets forth the summary of our combined statements of profit or loss
for the periods indicated:

Year Ended December 31,
2019 2020
(RMB in thousands)

Other income and gains 16,908 24,341
Administrative expenses (17,035) (76,429)
Research and development expenses (45,799) (228,219)
Fair value changes of convertible redeemable

preferred shares 9,245 (597,659)
Other expenses (1,570) (31,959)
Finance costs (10,332) (2,973)
Loss before tax (48,583) (912,898)

Income tax expense - -

Loss for the year (48,583) (912,898)
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Summary of Combined Statements of Financial Position

The following table sets forth a summary of our combined statements of financial position
as of the dates indicated:

As of December 31,
2019 2020
(RMB in thousands)

Total non-current assets 21,870 139,103
Total current assets 164,346 1,048,425
Total current liabilities 27,487 66,734
Net current assets 136,859 981,691
Total assets less current liabilities 158,729 1,120,794
Total non-current liabilities 226,551 2,103,535
Net liabilities (67,822) (982,741)

We recorded net liabilities of RMB67.8 million and RMB982.7 million as of December
31, 2019 and 2020, respectively, mainly attributable to our convertible redeemable preferred
shares of RMB198.7 million and RMB1,127.3 million as of December 31, 2019 and 2020,
respectively.

Summary of Combined Statements of Cash Flow

The following table sets forth the components of our combined statement of cash flows
for the periods indicated:

Year Ended December 31,
2019 2020
(RMB in thousands)

Net cash flows (used in)/from operating activities (26,671) 476,927
Net cash flows used in investing activities (2,598) (394,120)
Net cash flows from financing activities 142,050 316,847
Net increase in cash and cash equivalents 112,835 399,654
Cash and cash equivalents at beginning of year 35,744 148,694
Effects of foreign exchange rate changes, net 115 (32,164)
Cash and cash equivalents at end of year 148,694 516,184
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The Directors are of the opinion that, taking into account (i) the financial resources
available to our Group, including cash and cash equivalents of RMB516.2 million as of
December 31, 2020, cash flows from operating activities, net proceeds from our Series C
financing and available financing facilities and the estimated [REDACTED] based on the
mid-point of the indicative [REDACTED] from the [REDACTED], and (ii) our cash burn
rate, which is our cash and cash equivalents balance divided by average monthly net cash used
in operating activities plus payments for property, plant and equipment, we have sufficient
working capital to cover at least 125% of our costs, including research and development
expenses, general and administrative expenses, finance costs and other expenses for at least the
next 12 months from the date of this document. Without taking into account the estimated
[REDACTED] from the [REDACTED], our Directors believe that we have sufficient working
capital for at least 12 months from the date of this document.

Cash Operating Costs

The following table provides information regarding our cash operating costs for the
periods indicated:

Year Ended December 31,
2019 2020
(RMB in thousands)

Research and development costs for

Core Products
(SCB-2019 (CpG 1018/Alum) and SCB-808)"’

Clinical trial expenses 5 44,375
Raw material costs 42 104,824
Testing expenses 4 6,685
Salaries and benefits 2,916 55,642
Others® 1,132 19,849
Subtotal 4,099 231,375

Research and development costs for
other product candidates’

Clinical trial expenses 8,448 13,769
Raw material costs 8,418 7,524
Testing expenses 162 10,529
Salaries and benefits 8,731 4,223
Others® 3,115 1,506
Subtotal 28,874 37,551
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Year Ended December 31,
2019 2020
(RMB in thousands)

Workforce employment 14,992 16,055
Non-income taxes, royalties and

other government charges 86 105
Prepaid item — 167,390
Other 11,315 48,161

Notes:

(1)  We recorded an amount of RMB4.1 million and RMB231.4 million of research and development costs
of our Core Products in 2019 and 2020, respectively. The research and development costs we allocated
to our Core Products in 2019 were related to SCB-808, and the amounts recorded in 2020 were primarily
related to SCB-2019 (CpG 1018/Alum) because we initiated the research and development activities of
our SCB-2019 (CpG 1018/Alum) in 2020.

(2)  Others mainly consisted of professional fees, office and travel expenses.

(3)  Research and developments costs for other product candidates, primarily including clinical expenses and
raw material costs incurred in relation to the development of SCB-313.

(4)  Prepaid item primarily represents our advance payment to CROs in relation to the development of
SCB-2019 (CpG 1018/Alum).

KEY FINANCIAL RATIO

Current ratio increased from 6.0 as of December 31, 2019 to 15.7 as of December 31,
2020 due to an increase in current assets in relation to our cash and cash equivalents and time
deposits and restricted cash.

SUMMARY OF MATERIAL RISK FACTORS

Our business faces risks including those set out in the section headed “Risk Factors.” As
different investors may have different interpretations and criteria when determining the
significance of a risk, you should read the “Risk Factors” section in its entirety before you
decide to invest in our Company. Some of the major risks that we face include: (i) we have
incurred net losses and net operating cash outflows since our inception, and we may continue
to incur net losses and net operating cash outflows. Investors are at risk of losing substantially
all of their investments in our Shares, (ii) our financial prospects depend on the successful
development, approval, and commercialization of our clinical-stage and pre-clinical stage
pipeline, (iii) we may not be able to successfully use and expand our proprietary Trimer-Tag®
technology platform to build a pipeline of product candidates, (iv) clinical development
involves a lengthy and expensive process with an uncertain outcome, and results of earlier
studies and trials may not be predictive of future trial results, (v) all material aspects of the
research, development, manufacturing and commercialization of pharmaceutical products are
heavily regulated, (vi) any failure to comply with existing regulations and industry standards
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or any adverse actions by the drug-approval authorities against us could negatively impact our
reputation and our business, financial condition, results of operations and prospects, (vii) we
may rely on third parties to manufacture a portion of our clinical and, if approved, commercial
product supplies, and (viii) our business could be harmed if those third parties fail to provide
us with sufficient quantity of products or fail to do so at acceptable quality levels or prices.

SUBSTANTIAL SHAREHOLDERS

So far as our Directors are aware, immediately following completion of the
[REDACTED] and the [REDACTED] and assuming that the [REDACTED] and the share
options granted under the Pre-[REDACTED] Share Option Plan are not exercised, (i) Dr.
Liang and Mr. Joshua Liang will be entitled to exercise the voting rights attaching to
approximately [REDACTED]% of the total issued share capital of our Company, and (ii)
Hillhouse will be interested in [REDACTED]% of the total issued share capital of our
Company. Therefore, Dr. Liang, Mr. Joshua Liang and Hillhouse will be regarded as our
Substantial Shareholders. For further details, please refer to the section headed “Substantial
Shareholders.”

PRE-[REDACTED] INVESTORS

We received five series of Pre-[REDACTED] Investments since our establishment. Our
Pre-[REDACTED] Investors include global and Chinese institutional investors and dedicated
healthcare and biotech funds. For details, please see “History, Reorganization and Corporate
Structure — Pre-[REDACTED] Investments.”

SHARE INCENTIVE SCHEMES

In order to reward or incentivize our Directors, employees and consultants for their
contribution or potential contribution, we adopted the Pre-[REDACTED] Share Option Plan
and the RSU Scheme on April 15, 2021 and conditionally adopted the Post-[REDACTED]
Share Option Plan with effect from the [REDACTED]. For details, please see “Statutory and
General Information — D. Share Incentive Plans” in Appendix IV to this document.

DIVIDEND POLICY

We did not declare or pay dividends on our Shares during the Track Record Period. We
currently expect to retain all future earnings for use in the operation and expansion of our
business and do not anticipate paying cash dividends in the foreseeable future. The declaration
and payment of any dividends in the future will be determined by our Board of Directors, in
its discretion, and will depend on a number of factors, including our earnings, capital
requirements, overall financial condition and contractual restrictions. In addition, our
Shareholders may by ordinary resolution declare a dividend, but no dividend may exceed the
amount recommended by our Board of Directors. If we pay dividends in the future, in order for
us to distribute dividends to our Shareholders, we will rely to some extent on any dividends
distributed by our PRC subsidiaries. Any dividend distributions from our PRC subsidiaries to
us will be subject to PRC withholding tax. In addition, regulations in the PRC currently permit
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payment of dividends of a PRC company only out of accumulated distributable after-tax profits
as determined in accordance with its articles of association and the accounting standards and
regulations in China. See “Risk Factors — Risks Relating to Doing Business in China.” In the
future, we may rely to some extent on dividends and other distributions on equity from our
principal operating subsidiaries to fund offshore cash and financing requirements.

[REDACTED] STATISTICS™

Based on an Based on an
[REDACTED] of [REDACTED] of
HK$[REDACTED] HK$[REDACTED]

Market capitalization of our Shares® HKS$[REDACTED] HKS$[REDACTED]
Unaudited pro forma adjusted combined net

tangible assets of the Group attributable to
owners of the Company per Share®® HKS$[REDACTED] HK$[REDACTED]

Notes:
(1)  All statistics in this table are on the assumption that the [REDACTED] are not exercised.

(2)  The calculation of market capitalization is based on [REDACTED] Shares expected to be in issue
immediately after completion of the [REDACTED].

(3) The pro forma adjusted combined net tangible assets of our Group attributable to owners of our
Company per Share is calculated after making the adjustments referred to in “Financial Information —
Unaudited Pro Forma Adjusted Combined Net Tangible Assets.”

USE OF [REDACTED]

We estimate that we will receive [REDACTED] from the [REDACTED] of
approximately HK$[REDACTED], after deducting [REDACTED] commissions, fees and
estimated expenses payable by us in connection with the [REDACTED], and assuming an
[REDACTED] of HKS[REDACTED] per Share, being the mid-point of the indicative
[REDACTED] range stated in this Document. We currently intend to apply these
[REDACTED] for the following purposes: (i) approximately [REDACTED]%, or
HKS$[REDACTED], will be used for the research and development, manufacturing and
commercialization of our Core Products and related products, including (a) approximately
[REDACTED]%, or HK$[REDACTED] million, to be used for regulatory submission,
commercial preparation and launch, and post-marketing studies of SCB-2019 (CpG
1018/Alum), (b) approximately [REDACTED]%, or HK$[REDACTED], will be used for
research and development and regulatory submission for our second-generation COVID-19
vaccine candidates, and (c) approximately [REDACTED]%, or HK$[REDACTED], will be
used for the research and development and commercial preparation and launch of SCB-808, (ii)
approximately [REDACTED]%, or HK$[REDACTED] for the research and development,
manufacturing and commercialization of other products, SCB-313, SCB-420 as well as other
potential product candidates, and (iii) approximately [REDACTED]%, or HK$[REDACTED],
will be used for working capital and other general corporate purposes.
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[REDACTED] EXPENSES

[REDACTED] expenses to be borne by us are estimated to be approximately
HKS$[REDACTED] (including [REDACTED] commission, assuming an [REDACTED] of
HK$[REDACTED] per Share, being the mid-point of the indicative [REDACTED] range of
HK$[REDACTED] to HK$[REDACTED] per Share), assuming no Shares are issued pursuant
to the [REDACTED]. No such expenses were incurred in 2019. In 2020, the [REDACTED]
expenses charged to profit or loss were RMB[REDACTED] (approximately
HKS$[REDACTED]) and the [REDACTED] costs capitalized to deferred [REDACTED] costs
were RMB[REDACTED] (approximately HK${[REDACTED]). After December 31, 2020,
approximately HK$[REDACTED] is expected to be charged to our combined statements of
profit or loss, and approximately HK$[REDACTED] is expected to be accounted for as a
deduction from equity upon the [REDACTED]. The [REDACTED] expenses above are the
latest practicable estimate for reference only, and the actual amount may differ from this
estimate.

RECENT DEVELOPMENTS

On February 10, 2021, we entered into a note purchase agreement with, among others, the
Series C Investors in relation to the issuance of certain convertible promissory notes (the
“Convertible Notes”) in the aggregate principal amount of US$230,000,013.37 (the “Series C
Investment”). The consideration was determined after arm’s length negotiation and was fully
settled by February 16, 2021. On March 16, 2021, the Convertible Notes were fully converted
into Series C Preferred Shares.

On April 15, 2021, in order to reward or incentivize our Directors, employees and
consultants for their contribution or potential contribution, we adopted the Pre-[REDACTED]
Share Option Plan and the RSU Scheme, details and principal terms of which were set out in
“Statutory and General Information — D. Share Incentive Plans” in Appendix IV to this
document.

Since late 2019 and early 2020, COVID-19 has quickly spread around the world. The
WHO declared the COVID-19 outbreak as a global pandemic on March 11, 2020. Significant
numbers of COVID-19 cases have been reported since then, causing governments around the
world to implement unprecedented measures such as city lockdowns, travel restrictions,
quarantines and business shutdowns. We have employed various measures to mitigate any
impact the COVID-19 outbreak may have on our operations or the development of our
products, including offering personal protection equipment such as masks to our employees,
regularly checking the body temperature of our employees and closely monitoring their health
conditions. We have not experienced any material disruption since the outbreak of the
COVID-19 pandemic. Although the COVID-19 outbreak has caused some delays in the
enrollment of patients in our SCB-313 and SCB-808 clinical trials primarily in the first half of
2020, enrollment of patients in China substantially recovered by the second half of 2020.
Although our Phase 2/3 clinical study for SCB-2019 (CpG 1018/Alum) is being conducted in
countries where the COVID-19 outbreak may be ongoing, we do not expect enrollment and
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clinical operations to be materially affected given the high motivation of subjects to participate
in COVID-19 vaccine clinical trials, and the fact that various measures have been implemented
at clinical trial centers to protect study staff and participants.

Our Directors believe that, based on information available as of the Latest Practicable
Date, the outbreak of COVID-19 would not result in a material disruption to our business
operations or have any material impact on our clinical trial progress, because (i) none of our
offices are located in regions under lockdown; (ii) our operations have not experienced any
material disruption since the outbreak of the COVID-19 pandemic; and (iii) most of our
employees do not reside in regions under lockdown. We cannot guarantee that the outbreak of
COVID-19 will not further escalate or have a material adverse effect on our business
operations. Please refer to the paragraphs headed “Risk Factors — Risks Relating to Our
Operations — We face risks related to natural disasters, health epidemics, civil and social
disruption and other outbreaks, which could significantly disrupt our operations. In particular,
the COVID-19 outbreak in China and worldwide has adversely affected, and may continue to
adversely affect, our business, results of operations and financial condition” for more
information of the relevant risks.

Since the end of the Track Record Period, we have continuously developed our business
and continued to advance our product development programs. We may continue to incur net
losses for the foreseeable future as we continuously advance research, conduct pre-clinical
studies, conduct clinical trials, and seek regulatory approvals of our product candidates,
maintain and expand our manufacturing facilities, and add additional infrastructures. Our
Directors confirm that, save as disclosed in this section, there has been no material adverse
change in our financial, operational or trading positions or prospects since December 31, 2020,
being the date of our combined financial statements as set out in “Appendix I — Accountants’
Report” to this document, and up to the date of this document.
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In this document, unless the context otherwise requires, the following terms shall
have the meanings set out below. Certain other terms are explained in the section
headed “Glossary of Technical Terms” in this document.

“ACT-Accelerator”

“Acting-in-concert Deed”

“Amgenu

“AnGes”

“Anhui Zhifei Longcom
Biopharmaceutical”

“Aratinga.Bio, Inc.”

“Articles of Association”

“associate(s)”

“AstraZeneca”

“Audit Committee”

“Australia Clover”

access to COVID-19 Tools-Accelerator, a global
collaboration to accelerate the development, production,
and equitable access to COVID-19 tests, treatments, and

vaccines

the acting-in-concert deed entered into by Dr. Liang and
Mr. Joshua Liang on March 16, 2021, details of which are
described in the section headed “History, Reorganization
and Corporate Structure — Acting-in-concert Deed and
Voting Proxy Agreements”

Amgen Inc., an American pharmaceutical company

AnGes MG, Inc., a Japanese pharmaceutical company

Anhui Zhifei Longcom Biopharmaceutical Co., Ltd., a
Chinese pharmaceutical company

a  preclinical-stage  immunotherapy biotechnology
company founded in March 2017 developing novel
immunotherapies to treat cancer

the articles of association of the Company adopted on
[®], which will become effective on the [REDACTED],
as amended from time to time, a summary of which is set
out in Appendix III to this document

has the meaning ascribed to it under the Listing Rules

AstraZeneca plc, a British-Swedish pharmaceutical

company
the audit committee of the Board

CLOVER BIOPHARMACEUTICALS AUS PTY LTD, a
proprietary company limited by shares registered in

Australia on June 6, 2017, and a subsidiary of our
Company
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DEFINITIONS

“Beijing Clover”

“Beijing Institute of Biological
Products”

“Beijing Institute of
Biotechnology”

“Betta Capital”

“Bharat Biotech
International Limited”

“Bill & Melinda
Gates Foundation”

“BioNTech”

“Board” or “Board of Directors”

“Business Day”

“BVI”

“CanSino”

Clover Biopharmaceutical (Beijing) Co., Ltd. (Fi%3F4
YR ARRAR]), a limited liability company
established in the PRC on September 1, 2020, and a
wholly-owned subsidiary of our Company

a subsidiary of Sinopharm in Beijing

a national leading co-educational public university,
located in Beijing, China

Hangzhou Betta Capital Investment Fund

an Indian pharmaceutical company

an American private foundation founded by Bill and
Melinda Gates

BioNTech SE, a German pharmaceutical company

the board of Directors of our Company

a day banks in Hong Kong are generally open for normal
banking business to the public and is not a Saturday,
Sunday or public holiday in Hong Kong

the British Virgin Islands
Inc.,

CanSino Biologics a Chinese pharmaceutical

company

[REDACTED]
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DEFINITIONS

“CEPI”

“Chengdu Fuya”

“China” or the “PRC”

“Chinese Academy of Medical
Sciences”

“close associate(s)”

“CMA”

“Companies Act” or
“Cayman Companies Act”

[REDACTED]

Coalition for Epidemic Preparedness Innovations, a
foundation that takes donations from public, private,
philanthropic, and civil society organisations, to finance
independent research projects to develop vaccines against
emerging infectious diseases

Chengdu Fuya Enterprise Management Co., Ltd. (& #R4E
MEBEEHARRARA]), a limited liability company
established in the PRC on October 30, 2020, and a

wholly-owned subsidiary of our Company

the People’s Republic of China, but for the purpose of
this document and for geographical reference only and
except where the context requires, references in this
document to “China” and the “PRC” do not include Hong
Kong, the Macau Special Administrative Region of the
PRC and Taiwan

an academic center for medical sciences in China and
multidiscipline medical research institution

has the meaning ascribed thereto under the Listing Rules

Conditional Marketing Authorization, an approval of a
medicine that addresses unmet medical needs of patients
on the basis of less comprehensive data than normally
required

the Companies Act, Cap. 22 (Law 3 of 1961, as
consolidated and revised) of the Cayman Islands, as
amended, supplemented or otherwise modified from time
to time
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DEFINITIONS

“Companies Ordinance”

“Companies (Winding Up and
Miscellaneous Provisions)
Ordinance”

“Company” or “Clover”

“connected person”

“connected transaction”

“core connected person”

“Core Product”

“COVAXX”

“CureVac AG”

“Delos Capital”

“Director(s)” or “our Directors”

“Drug Price Competition and

Patent Term Restoration Act of
1984”

“Dr. Liang”

“Dynavax”

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

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

from time to time

Clover Biopharmaceuticals, Ltd., an exempted company
incorporated in the Cayman Islands on October 31, 2018

has the meaning ascribed thereto under the Listing Rules

has the meaning ascribed thereto under the Listing Rules

has the meaning ascribed thereto under the Listing Rules

has the meaning ascribed to it in Chapter 18A of the
Listing Rules; for purpose of this document, our Core
Products refers to SCB-2019 (CpG 1018/Alum) and
SCB-808

C19 Corp., a subsidiary of Vaxxinity

CureVac N.V., a German pharmaceutical company

Delos Capital Fund II, LP, a life sciences venture capital
firm

director(s) of our Company

informally known as the Hatch-Waxman Act, is a 1984
United States that
manufacture of generic drugs by the pharmaceutical
established the
government generic drug regulation in the United States

federal law encourages the

industry and modern system of

Dr. Peng Liang, the founder, an executive Director and
the chairman of the Board of our Company
Dynavax Technologies Corporation, a fully-integrated

pharmaceutical company develops, and commercializes
novel vaccines
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DEFINITIONS

“EIT Law”

“EMA”

“Extreme Conditions”

“BEuropean Commission (EC)”

“FAMHP”

“FBRI”

“FDA”

“Finlay Vaccine Institute”

“Fosun Pharma”

“Frost & Sullivan”

i3]

“Frost & Sullivan Report

“Gamaleya”

the PRC Enterprise Income Tax Law (% A R >
SEFrS AL, as enacted by the NPC on March 16, 2007
and effective on January 1, 2008, as amended,
supplemented or otherwise modified from time to time

European Medicines Agency

extreme condition(s) including but not limited to serious
disruption of public transport services, extensive
flooding, major landslides and large-scale power outage
caused by a super typhoon according to the revised “Code
of Practice in Times of Typhoons and Rainstorms” issued
by the Labour Department of the government of Hong
Kong in June 2019, as announced by the government of
Hong Kong

the executive branch of the European Union

Federal Agency for Medicines and Health Products of
Belgium

a biological research center in Koltsovo, Novosibirsk
Oblast, Russia

Food and Drug Administration, a United States federal
agency of the Department of Health and Human Services

a Cuban scientific organization dedicated to the

development of vaccines

Shanghai Fosun Pharmaceutical Co., Ltd., a Chinese

pharmaceutical company

Frost & Sullivan (Beijing) Inc., Shanghai Branch Co., a
global market research and consulting company, which is
an Independent Third Party

an independent market research report commissioned by
us and prepared by Frost & Sullivan for the purpose of
this document

the Gamaleya Research Institute of Epidemiology and

Microbiology, a Russian medical-research institute
headquartered in Moscow
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DEFINITIONS

“GAVI”

“Genentech, Inc.”

“GenHunter”

“GHIT”

“Greater China”

“Group”

“GSK”

“HK Clover”

“HK$” or “Hong Kong Dollars”

the Vaccine Alliance, a public—private global health
partnership with the goal of increasing access to

immunisation in poor countries

an American biotechnology corporation which is a
subsidiary of Roche

GenHunter Corporation, a pharmaceutical company
headquartered in the U.S.

Global  Health  Innovative  Technology  Fund,
headquartered in Japan, an international public-private
partnership between the Government of Japan, 16
pharmaceutical and diagnostics companies, the Bill &
Melinda Gates Foundation, the Wellcome Trust and
United Nations Development Programme

[REDACTED]

PRC, Hong Kong, Macau and Taiwan

[REDACTED]

our Company and all of its subsidiaries

GlaxoSmithKline plc, a British multinational
pharmaceutical company

Clover Biopharmaceuticals (Hong Kong) Co., Limited, a
limited company incorporated in Hong Kong on

November 30, 2018, and a subsidiary of our Company

Hong Kong dollars, the lawful currency of Hong Kong

[REDACTED]
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DEFINITIONS

“Hong Kong”

“Hong Kong Stock Exchange” or
“Stock Exchange”

“Hong Kong Takeovers Code” or
“Takeover Code”

“Independent Third Party(ies)”

“Institute of Microbiology,
Chinese Academy of Sciences”

the Hong Kong Special Administrative Region of the
PRC

[REDACTED]

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

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

[REDACTED]

party or parties that, to the best of our Directors’
knowledge, information and believe, having made all
reasonable enquiries, is or are not a connected person or
connected persons of the Company within the meaning of
the Listing Rules

the largest microbiological research institution in China
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DEFINITIONS

“International Vaccine Institute”

“Janssen Pharmaceuticals”

“Johnson & Johnson”

[REDACTED]

an independent, nonprofit, international organization that
was founded working to improve the health of children in
developing countries by the use of new and improved

vaccines

a pharmaceutical company headquartered in Belgium,
and owned by Johnson & Johnson

an American multinational corporation founded in 1886
that develops medical devices, pharmaceuticals, and
consumer packaged goods

[REDACTED]
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DEFINITIONS

“Joint Sponsors”

“Latest Practicable Date”

“Leukocare”

“Listing Committee”

“Listing Rules”

“Macau”

“Main Board”

“Memorandum of Association”

or “Memorandum”

“Medicago”

[REDACTED]

the joint sponsors of the [REDACTED] as named in
“Directors and Parties Involved in the [REDACTED]”

April 16, 2021, being the latest practicable date for the
purpose of ascertaining certain information in this
document prior to its publication

Leukocare AG, a pharmaceutical company operates in
Germany

[REDACTED]

the listing committee of the Hong Kong Stock Exchange

[REDACTED]

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

the Macau Special Administration Region of the PRC

the stock exchange (excluding the option market)
operated by the Stock Exchange which is independent
from and operated in parallel with the Growth Enterprise
Market of the Stock Exchange. For the avoidance of
doubt, the Main Board excludes the Growth Enterprise
Market of the Stock Exchange

the memorandum of association of our Company adopted
on [®] with effect from the [REDACTED], a summary of
which is set out in “Appendix III — Summary of the
Constitution of Our Company and Cayman Islands
Company Law” to this document

Medicago Inc., a Canadian biotechnology company
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DEFINITIONS

“Moderna”

“MOFCOM?” or “Ministry of

Commerce”

“Nature”

“NCIH

“NDRC”

“NHC”

“NIAID”

“NIBSC”

“NMPA”

“Non-PRC Resident Enterprise”

“Novartis”

Moderna, Inc., a commercial stage biotechnology

company

the Ministry of Commerce of the PRC (713 A R LA
P B 1)

a British weekly scientific journal founded and based in
London, England, which is a multidisciplinary
publication and features peer-reviewed research from a
variety of academic disciplines, mainly in science and
technology

National Cancer Institute, part of the U.S. Department of
Health and Human Services

the National Development and Reform Commission of

the PRC (HF3#E N RILHABI B R B RN EZ B E)

the National Health Commission of the PRC ("% A R4t
FE B 5 A @ B ZE B ), or its predecessors

National Institute of Allergy and Infectious Diseases, part
of the United States Department of Health and Human
Services

National Institute for Biological Standards and Control, a
government agency that works in the field of biological
standardisation and is part of the United Kingdom’s
Medicines and Healthcare products Regulatory Agency
the National Medical Products Administration (B% 2% 5,
BB R, the Chinese agency for regulating drugs
and medical devices, or its predecessors

as defined under the EIT Law, means companies
established pursuant to a non-PRC law with their de facto
management conducted outside the PRC, but which have
established organizations or premises in the PRC, or
which have generated income within the PRC without
having established organizations or premises in the PRC

Novartis International AG, a Swiss pharmaceutical
company based in Switzerland
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DEFINITIONS

“Novavax”

“NPC”

“Osaka University”

“PAHO”

“PCT”

Novavax, Inc., an American vaccine development

company

the National People’s Congress of the PRC (H#E A [RJ%
QT ENT N e YN )

[REDACTED]

a public research university located in Osaka Prefecture,

Japan

Pan American Health Organization, an international
public health agency working to improve health and
living standards of the people of the Americas

Patent Cooperation Treaty, which provides a unified

procedure for filing patent applications to protect

inventions in each of its contracting states
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DEFINITIONS

“Pfizer”

“Portola Pharmaceuticals”

“Post-[REDACTED] Share
Option Plan”

“PRC Company Law”

“PRC Legal Adviser”

“Pre-[REDACTED] Investments”

“Pre-[REDACTED] Investors”

“Pre-[REDACTED] Share
Option Plan”

“Preferred Shares”

Pfizer Inc., an American multinational pharmaceutical
corporation

an American pharmaceutical company acquired by
Alexion

the post-[REDACTED] share option scheme adopted by
our Company on [®], effective from the [REDACTED],
as amended from time to time, the principal terms of
which are set out in “Appendix IV - Statutory and
General Information — D. Share Incentive Plans — 3.
Post-[REDACTED] Share Option Plan” to this document

the Company Law of the PRC (*H#E A RALANE 2 7] k),
promulgated by the Standing Committee of the NPC on
December 29, 1993 and came into effect on July 1, 1994,
as amended, supplemented or otherwise modified from
time to time

Tian Yuan Law Firm, our legal adviser as to PRC laws

certain rounds of financing carried out by the Group
before the [REDACTED], details of which are set out in
the section headed ‘“History, Reorganization and
Corporate Structure — Pre-[REDACTED] Investments”
in this document

the investors of the Pre-[REDACTED] Investments

the pre-[REDACTED] share option plan adopted by our
Company on April 15, 2021, the principal terms of which
are set out in “Appendix IV — Statutory and General
Information — D. Share Incentive Plans - 1.
Pre-[REDACTED] Share Option Plan” to this document

the Series A Preferred Shares, the Series B Preferred
Shares, the Series B-2 Preferred Shares and the Series C
Preferred Shares

[REDACTED]
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DEFINITIONS

“QIB”

“Regulation S”
“ReiThera”

“Remuneration Committee’

“Reorganization”

“Research Institute for
Biological Safety Problems,
Rep of Kazakhstan”

“RMB” or “Renminbi”

“Roche”

“RSU Scheme”

“Rule 144A”

“SAFE”

[REDACTED]

qualified institutional buyer within the meaning of Rule
144A

Regulation S under the U.S. Securities Act

ReiThera Srl, an Italian biotechnology company

the remuneration committee of the Board

the reorganization conducted by our Group in preparation
for the [REDACTED] as described in the section headed
“History, Reorganization and Corporate Structure —

Reorganization”

a Kazakhstani scientific research organization

Renminbi, the lawful currency of the PRC

Roche Holding AG, a multinational pharmaceutical
company headquartered in Switzerland

the restricted share wunits scheme adopted by our
Company on April 15, 2021, principal terms of which are
set out in “Appendix IV — Statutory and General
Information — D. Share Incentive Plans — 2. RSU
Scheme” to this document

Rule 144A under the U.S. Securities Act

the State Administration of Foreign Exchange of the PRC
(R N R [ ) 2 A1 HEE A LRy )
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DEFINITIONS

“SAMR”

“Sanofi-Aventis”

“SAT”

“Scientific Reports”

“Securities and Futures
Ordinance” or “SFO”

“Series A Investors”

“Series A Preferred Shares”

“Series B Investors”

“Series B Preferred Shares”

“Series B-2 Investor”

“Series B-2 Preferred Shares”

“Series C Investors”

the State Administration for Market Regulation of the
PRC (A2 N RN [0 5 T 5 B B LA =) )

Sanofi S.A., a French pharmaceutical company

the State Taxation Administration of the PRC (F#E A&
0 BR[04 D)

an online peer-reviewed open access scientific mega
journal published by Nature Research, covering all areas
of the natural sciences

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

holder(s) of the Series A Preferred Shares

the series A preferred shares held by the Series A
Investors in the authorized share capital of the Company
following the Reorganization, details of which are
described in the section headed “History, Reorganization
and Corporate Structure”

holder(s) of the Series B Preferred Shares

the series B preferred shares held by the Series B
Investors in the authorized share capital of the Company
following the Reorganization, details of which are
described in the section headed “History, Reorganization
and Corporate Structure”

holder of the Series B-2 Preferred Shares

the series B-2 preferred shares held by the Series B-2
Investor in the authorized share capital of the Company
following the Reorganization, details of which are
described in the section headed “History, Reorganization
and Corporate Structure”

holder(s) of the Series C Preferred Shares
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DEFINITIONS

“Series C Preferred Shares”

“Serum Institute of India”

uspcn

“Shanghai Clover”

“Share(s)”

“Shareholder(s)”

“Sichuan Clover”

“Sinopharm”

“Sinovac”

“Sophisticated Investor(s)”

“State Council”

“Stock Exchange”

“subsidiary(ies)”

the convertible series C preferred shares with a par value
of US$0.0001 per share in the authorized share capital of
the Company allotted and issued to the Series C Investors
during the Pre-[REDACTED] Investments

Serum Institute of India Pvt. Ltd.,, an Indian

pharmaceuticals company

The Securities and Futures Commission of Hong Kong

Clover Biopharmaceuticals (Shanghai) Co., Ltd. (157 3F
Y REEE)AFRA R, a limited liability company
established in the PRC on February 9, 2021, and a

wholly-owned subsidiary of our Company

shares in the share capital of our Company, with a
nominal value of US$0.0001 each

holder(s) of our Share(s)

Sichuan Clover Biopharmaceuticals, Inc. (PU)I| ZZEH A
YRR/ A, a limited liability company established
in the PRC on June 4, 2007, a wholly-owned subsidiary

of our Company

Sinopharm Group Co., Ltd., a Chinese pharmaceutical
company

Sinovac Biotech Ltd, a Chinese pharmaceutical company

has the meaning ascribed to it under Guidance Letter
HKEX-GL92-18 issued by the Stock Exchange

[REDACTED]

the State Council of the PRC (H#E A & A= 5 %5 Bt
[REDACTED]

the Stock Exchange of Hong Kong Limited

has the meaning ascribed to it in section 15 of the

Companies Ordinance
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DEFINITIONS

“Substantial Shareholder(s)”

“Takara Bio”

“Takeda”

“Takeovers Code”

“The Global Fund”

“The Lancet”

“the World Bank”

“Track Record Period”

“UNICEF”

has the meaning ascribed to it under the Listing Rules

Takara Bio Inc., a Japanese biotechnology company
headquartered in Shiga, Japan founded in 2002

The Takeda Pharmaceutical Company Limited, a
Japanese multinational pharmaceutical company

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

an international financing and partnership organization
that aims to “attract, leverage and invest additional
resources to end the epidemics of HIV/AIDS,
tuberculosis and malaria to support attainment of the
Sustainable Development Goals established by the
United Nations”

a weekly peer-reviewed general medical journal, which is
among the world’s oldest and best-known general
medical journals

an international financial institution that provides loans
and grants to the governments of low- and middle-income

countries for the purpose of pursuing capital projects

the two years ended December 31, 2019 and 2020

[REDACTED]

United Nations International Children’s Emergency
Fund, a United Nations agency responsible for providing
humanitarian and developmental aid to children
worldwide
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DEFINITIONS

“Unitaid”

“United Biomedical”

“United Nations Development

Programme”

“Univercells”

“University of Oxford”

“U.S.” or “United States”

“U.S. Clover”

“U.S. dollars” or “US$”

“U.S. persons”

“USPTO”

“U.S. Securities Act”

“Vanderbilt University”

a global health initiative that works with partners to bring
about innovations to prevent, diagnose and treat major
diseases in low- and middle-income countries, with an
emphasis on tuberculosis, malaria, and HIV/AIDS and its
deadly co-infections

United Biomedical, Inc., a pharmaceutical company
founded in 1983

a global development network of the United Nations,
which promotes technical and investment cooperation
among nations and advocates for change and connects
countries to knowledge, experience and resources to help
people build a better life for themselves

Univercells SA, a global provider of innovative
biomanufacturing  technologies  headquartered in

Brussels, Belgium

a collegiate research university in Oxford, Oxfordshire,
England

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

Clover Biopharmaceuticals USA, Inc.,, a stock
corporation incorporated in the State of Delaware, U.S.
on March 30, 2020, and a wholly-owned subsidiary of our
Company

United States dollars, the lawful currency of the United
States

U.S. persons as defined in Regulation S

United States Patent and Trademark Office

United States Securities Act of 1933, as amended,
supplemented or otherwise modified from time to time

a private research university in Nashville, Tennessee,
founded in 1873
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DEFINITIONS

“VAT”

“Vaxxinity”

113 LR T3

we”, “us” or “our”

“Wellcome Trust”

“WHO”

“Wuhan Institute of Biological
Products”

“Wyeth”

“Zhejiang Clover”

“Zydus Cadila”

value-added tax; all amounts are exclusive of VAT in this

document except where indicated otherwise

a U.S.-based pharmaceutical company pioneering a new
class of medicines to democratize health

the Company or the Group, as the context requires

charitable foundation focused on health research based in
the United Kingdom

[REDACTED]

World Health Organization, a specialized agency of the
United Nations responsible for international public health

Wuhan Institute of Biological Products Co., Ltd., a
subsidiary of Sinopharm in Wuhan

Wyeth, LLC, an American pharmaceutical company
Zhejiang Clover Biopharmaceutical, Inc. (#7L =ZE &4
YRR/ A, a limited liability company established
in the PRC on August 23, 2016, and a wholly-owned
subsidiary of our Company

Cadila Healthcare Limited, an Indian pharmaceutical

company.

Certain amounts and percentage figures included in this document have been subject to

rounding adjustments. Accordingly, figures shown as totals in certain tables may not be an

arithmetic aggregation of the figures preceding them.
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DEFINITIONS

The English translation and/or transliteration of the names of PRC nationals, entities,
enterprises, government authorities, departments, facilities, certificates, titles, laws and
regulations included in this document is provided for identification purposes only. In the event
of any inconsistency between the English translation and/or transliteration and the Chinese

versions, the Chinese versions shall prevail.
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GLOSSARY

“3 LNP-mRNAs”

“4-1BB”

“4-1BB agonist”

“accelerated titration dosing
(ATD)”

“ACEZ”

“Ad26.COV2.S”

“Adeno-based
(rAd26-S+rAd5-S)”

“adenovirus”

Messenger ribonucleic acid, mRNA sequence is
encapsulated within a lipid nano-particle (LNP) to enable
drug delivery. The LNP enables delivery of the mRNA.
Once inside the cell the information encoded in the
mRNA sequence provides the template to produce viral
antigen proteins which generate an immune response

also known as CD137, a member of the tumor necrosis
factor (TNF) receptor family

a substance which initiates a physiological response
when combined with a 4-1BB receptor

the principle that allows intrapatient dose-escalation for a
patient who remains on study and has no evidence of
toxicity at the current dose. Specifically, the dose for the
next course is escalated if less than moderate toxicity was

observed for the patient during the current course

angiotensin-converting enzyme 2, an enzyme attached to
the cell membranes of cells located in the lungs, arteries,
heart, kidney, and intestines

a COVID-19 vaccine candidate developed by Janssen
Vaccines in Leiden, Netherlands, and its Belgian parent
company Janssen Pharmaceuticals, subsidiary of
American company Johnson & Johnson by enroding a
full-length and stabilized SARS-Cov-2 S protein with a
recombinant, replication-incompetent adenovirus
serotype 26 (Ad26) vector

a COVID-19 vaccine candidate developed by the
Gamaleya National Research Centre for Epidemiology
and Microbiology comprising two vector components,
recombinant adenovirus type 26 (rAd26) and
recombinant adenovirus type 5 (rAd5), both of which
carry the gene for SARS-CoV-2 full-length glycoprotein
S

a DNA virus originally identified in human adenoid
tissue, causing infections of the respiratory system,
conjunctiva, and gastrointestinal tract, and including
some capable of inducing malignant tumors in
experimental animals
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GLOSSARY

“Adenovirus Type 5 Vector”

“adenovirus-based viral vectors”

“adjuvant”

“affinity capture”

“aflibercept”

“AG0301-COVID19”

“agonist monoclonal antibodies

(mAbs)”

“AIDS”

“amino acid sequence”

“ankylosing spondylitis (AS)”

a COVID-19 vaccine candidate developed by Cansino
based on Type 5 adenovirus, a species C adenoviruses
which can rapidly infect mitotic and non-mitotic cells

tools commonly used by molecular biologists to deliver
genetic material into cells using adenovirus. This process
can be performed inside a living organism (in vivo) or in
cell culture (in vitro)

a drug or other substance, or a combination of substances,
that is used to increase the efficacy or potency of certain
drugs

a technique in molecular biology used to isolate desired
compounds based on their chemical properties and a solid
substrate

a medication used to treat wet age-related macular
degeneration and metastatic colorectal cancer

a COVID-19 vaccine candidate developed by AnGes Inc.
and Osaka University. a plasmid DNA vaccine candidate
that disables the connection between the coronavirus’

protein spikes and human cells’ receptors

a monoclonal antibody, a type of protein made in the
laboratory that can bind to substances in the body, that
aims to boost the human immune system either to fight
infection or cancer

Acquired Immunodeficiency Syndrome (AIDS), a disease
in which there is a severe loss of the body’s cellular
immunity, greatly lowering the resistance to infection and

malignancy

the arrangement of amino acids in a protein. Proteins can
be made from 20 different kinds of amino acids, and the
structure and function of each protein is determined by
the kinds of amino acids used to make it and how they are
arranged

a rare type of arthritis that causes pain and stiffness in
spine
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“anorexia”

“anti-tumor efficacy”

“antibodies”

“antigen”

“antigenic epitopes”

“apoptosis”

“apoptotic signaling pathway”

“AUCO_OQ”

“AUCO_t”

“autoimmune diseases”

“baculovirus”

an eating disorder characterized by an abnormally low
body weight, an intense fear of gaining weight and a
distorted perception of weight

the ability to inhibit the growth of a tumor or tumors

an immunoglobulin protein produced in response to and
counteracting a specific antigen. Antibodies bind to
substances which the body recognizes as alien, such as

bacteria, viruses, and foreign substances in the blood

a molecule or molecular structure, which may be present
at the outside of a pathogen or cancer cell surface, that
can be bound to by an antigen-specific antibody or B cell
antigen receptor

the part of an antigen that is recognized by the immune

system, specifically by antibodies, B cells, or T cells

the death of cells that occurs as a normal and controlled

part of an organism’s growth or development

two major pathways of apoptotic cell death induction:
extrinsic signaling through death receptors that leads to
the formation of the death-inducing signaling complex
(DISC), and intrinsic signaling mainly through
mitochondria which leads to the formation of the
apoptosome

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

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

(t)

diseases which arise from an abnormal immune response,
where the immune system mistakenly attacks healthy
body cells

a family of insect viruses that have a large double-
stranded DNA (dsDNA) genome that can accommodate
multiple additional foreign genes to produce recombinant
proteins
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“biological effective dose (BED)”

“Biologics License Application
(BLA)”

“biomarker”

“bioreactors”

“biosimilar”

“bivalent vaccine”

“booster vaccine”

“Brazil/Japan Variant”

“broadly-neutralizing antibodies
(bNAbs)”

“C-terminal domain”

“C-terminal domain of Type I
procollagen”

the amount of an absorbed compound that reaches targets
or sites of action within the body to cause a biologic
effect

a request for permission to introduce, or deliver for
introduction, a biologic product into interstate commerce

a measurable indicator of the severity or presence of
some disease state. More generally a biomarker is
anything that can be used as an indicator of a particular
disease state or some other physiological state of an
organism

any manufactured device or system that supports a
biologically active environment

a biologic medical product (also known as biologic)
highly similar to another already approved biological
medicine (the ‘reference medicine’)

a vaccine that works by stimulating an immune response
against two different antigens, such as two different
viruses or other microorganisms

a booster dose is an extra administration of a vaccine
after an earlier (primer) dose. After initial immunization,
a booster injection or booster dose is a re-exposure to the
immunizing antigen. It is intended to increase immunity
against that antigen back to protective levels, after
memory against that antigen has declined through time

SARS-CoV-2 variant p.1, first identified in travelers from
Brazil during routine airport screening in Tokyo, Japan,

in early January 2021

neutralizing antibodies defend a cell from an infectious
pathogen

the end of an amino acid chain (protein or polypeptide),
terminated by a free carboxyl group (-COOH)

the end of an amino acid chain of type I collagen, a
protein that in humans is encoded by the COL1A1 gene
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“cancer metastasis”

“carcinoma’”

“carcinomatosis’

“caspases”

“catheter blockage’

“CD4+ T-cell”

“cell membrane’

“cGMP”

“ChAdOx1-S”

>

’

>

the spread of cancer cells from the original tumor to
another part of the body. In metastasis, cancer cells break
away from the original (primary) tumor, travel through
the blood or lymph system, and form a new tumor in
other organs or tissues of the body

a type of cancer that starts in cells that make up the skin
or the tissue lining organs, such as the liver or kidneys

a condition in which multiple carcinomas develop
simultaneously, usually after dissemination from a

primary source

a family of protease enzymes playing essential roles in
programmed cell death. Caspase 3 is a caspase protein
that interacts with caspase-8 and caspase-9. Caspase 6 is
an enzyme in humans that plays a role in the early
immune response via de-repression. Caspase 7 is a human
protein that plays a central role in the execution-phase of
cell apoptosis. Caspase 8 is a caspase protein that
participates in the activation cascade responsible for
death receptor-induced cell death and nonapoptotic

processes

the blockage of catheter, a soft hollow tube, which is

passed into the bladder to drain urine

a type of T cell that plays an important role in the immune
system, particularly in the adaptive immune system. They
“help” the activity of other immune cells by releasing
cytokines, small protein mediators that alter the behavior
of target cells that express receptors for those cytokines

a biological membrane that separates the interior of all
cells from the outside environment (the extracellular
space) which protects the cell from its environment

current Good Manufacturing Practices, the regulations
that guide the design, monitoring, and maintenance of
manufacturing facilities

a COVID-19 vaccine candidate developed by

AstraZeneca based on a chimpanzee adenovirus modified
to avoid replication
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“chemical pleurodesis”

“chemotherapy-induced
thrombocytopenia (CIT)”

“CHO-cell”

(13 99 [éé 2
Cmax / Cmin

“CMC”

“collagen”

“COL0O205”

“colorectal cancer”

“convalescent sera”

“Coronavirus-Like Particle
COVID-19 (CoVLP)”

a therapeutic procedure applied to create the symphysis
between the parietal and visceral pleura by intrapleural
administration of various chemical agents

a platelet count less than 100x109/L with or without
bleeding in cancer patients receiving chemotherapy

Chinese hamster ovary cells, an epithelial cell line
derived from the ovary of the Chinese hamster, often used
in biological and medical research and commercially in
the production of recombinant therapeutic proteins

“Cihax 18 the maximum observed plasma and/or serum

X

drug concentration. “C,;,” is the minimum or “trough”
concentration of a drug in plasma and/or serum observed
after its administration and just prior to the

administration of a subsequent dose

chemistry, manufacturing, and controls processes in the
development, licensure, manufacturing, and ongoing

marketing of pharmaceutical products

the most abundant protein in the human body, found in
the bones, muscles, skin, and tendons. It is the substance
that holds the body together. Collagen forms a scaffold to
provide strength and structure

a human colon cancer cell line derived from a patient
with adenocarcinoma of the colon (Dukes Classification
type D)

also known as bowel cancer, colon cancer, or rectal
cancer, is a type of cancer that begins in the colon or
rectum (parts of the large intestine)

serum that is obtained from an individual who has
recovered from an infectious disease and contains

antibodies against the infectious agent

a COVID-19 vaccine candidate developed by Medicago
and GlaxoSmithKline (GSK)
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“coronaviruses”

“covalent bond-linkage”

“covalently-trimerized structures”

“COVAX Facility”

“COVID-19”

“Covishield”

“CpGN

“cytokines”

“cytoplasmic domains”
2

“cytoreductive surgery (CRS)

“cytotoxicity”

a group of related RNA viruses that cause diseases in
mammals and birds. In humans and birds, they cause
respiratory tract infections that can range from mild to
lethal

linkage via chemical bonds that involves the sharing of

electron pairs between atoms

a chemical structure that has three identical molecules

connected by covalent bonds

COVID-19 Vaccines Global Access, a global initiative
aimed at equitable access to COVID-19 vaccines led by
UNICEF, GAVI, the Vaccine Alliance, the World Health
Organization, the Coalition for Epidemic Preparedness
Innovations, and others

a viral respiratory disease caused by the severe acute
respiratory syndrome coronavirus 2 (SARS-CoV-2)

the Oxford-AstraZeneca COVID-19 vaccine, codenamed
AZD1222, and sold under the brand name Covishield

Cytosine phosphoguanine (CpG), a synthetic form of
DNA that mimics bacterial and viral genetic material

a large group of proteins, peptides or glycoproteins that
are secreted by specific cells of immune system.
Cytokines are a category of signaling molecules that
mediate and regulate immunity, inflammation and

hematopoiesis

the part of a transmembrane protein which projects into
the cytoplasm

the removal of all sites of cancer within the abdominal

cavity

the quality of being toxic to cells
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“death receptor 4 (DR4)”

“death receptor 5 (DRS5)”

“debilitating diseases”

“disease-modifying antirheumatic
drugs (DMARDs)”

“diuretic therapy”

“DNA”

“DNA vaccines”

“dose limiting toxicity (DLT)”

“dose-escalation phase”

“drug metabolism and
pharmacokinetics (“DMPK”)”

“dyspnoea”

also known as TRAIL receptor 1 (TRAILRI1) and
tumor necrosis factor receptor superfamily member
10A (TNFRSF10A), a cell surface receptor of the
that binds TRAIL and

TNF-receptor superfamily

mediates apoptosis

also known as TRAIL receptor 2 (TRAILR2) and
tumor necrosis factor receptor superfamily member
10B (TNFRSF10B), a cell surface receptor of the
TNF-receptor that binds TRAIL and
mediates apoptosis

superfamily

diseases causing serious impairment of strength or ability
to function

a category of otherwise unrelated drugs defined by their
use in rheumatoid arthritis to slow down disease
progression

that increased

production of urine

a treatment promotes diuresis, the

deoxyribonucleic acid, a self-replicating material which
is present in nearly all living organisms as the main
constituent of chromosomes and is the carrier of genetic

information

a type of vaccine that transfects a specific antigen-coding

DNA sequence onto the cells of an immunized species

the level of toxicity that is serious enough to prevent an
increase in dose or level of that treatment

a phase in a clinic trial in where different doses of an
agent (e.g. a drug) are tested against each other to
establish which dose works best and/or is least harmful
a core discipline in drug development that considers the
biotransformation of a drug compound and other

pharmacokinetic properties to assess drug safety

difficult or labored breathing
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“Ebola”

“effector”

“electrolyte abnormalities”

“ELISA”

“ELISpot”

“Enbrel (etanercept)”

“endogenous cytokine”

“EpiVacCorona”

“equimolar”

“extrinsic apoptosis pathway”

“Fas-associated death domain”

a viral hemorrhagic fever of humans and other primates
caused by ebolaviruses. Signs and symptoms typically
start between two days and three weeks after contracting
the virus with a fever, sore throat, muscular pain, and
headaches

an organ or cell that acts in response to a stimulus

an abnormality in the concentration of electrolytes, a
substance that produces an electrically conducting
solution when dissolved in a polar solvent, such as water
in the body

enzyme-linked immunoassay, a commonly used
laboratory test to detect antibodies in the blood

a type of assay that focuses on quantitatively measuring

the frequency of cytokine secretion for a single cell

a biopharmaceutical that treats autoimmune diseases by
interfering with tumor necrosis factor (TNF), a soluble
inflammatory cytokine that acts as a TNF inhibitor, sold
under the brand name Enbrel among others

cytokines that originate from within a system such as an

organism, tissue, or cell

a COVID-19 vaccine developed by the Vector Institute, it
contains fragments extracted from the virus synthetic
peptide antigens

of or relating to an equal number of moles an equimolar

mixture

one way that initiates apoptosis, a form of programmed
cell death, triggered by a death ligand binding to a death
receptor, such as TNF-a to TNFR1

an adaptor protein that is recruited to the death-inducing

signaling complex (DISC) during signaling via death
receptors
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“Fc segment”

“Fc-fusion”

“Fc-fusion protein”

“FDA”

“fill-finish lines”

“FINLAY-FR2 anti-SARS-CoV-2
Vaccine”

“fistula”

“formaldehyde”

“freeze-dried (lyophilized)

powder formulation”

“Fusion F Antigen-Trimer”

“fusion protein”

“gastrointestinal cancer”

Fragment crystallizable (Fc) region, and is composed of
two heavy chains that contribute two or three constant
domains depending on the class of the antibody

homodimers in which an Fc domain of an antibody is
covalently linked to another protein

bioengineered polypeptides that joins the crystallizable
fragment (Fc) domain of an antibody with another
biologically active protein domain or peptide to generate
a molecule with unique structure—function properties and
significant therapeutic potential

The U.S. food and drug administration is responsible for
protecting public health by ensuring the safety, efficacy,
and security of human and veterinary drugs, biological
products, and medical devices

lines for the process of filling vials with vaccine and
finishing the process of packaging the medicine for

distribution

a COVID-19 vaccine candidate developed by Finlay
Vaccine Institute

an abnormal connection between two body parts, such as
an organ or blood vessel and another structure

a colorless, strong-smelling gas with the formula CH,O
a powder formula made through freeze-drying process
a RSV wvaccine candidate developed by Clover
Biopharmaceuticals

a protein consisting of at least two domains that are
encoded by separate genes that have been joined so that
they are transcribed and translated as a single unit,

producing a single polypeptide

a cancer that develops from the lining of the stomach
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“gastrointestinal malignancies”

2

“geometric mean titers (GMTs)

“Good Clinical Practice (GCP)”

“Good Manufacturing Practices
(GMP)”

“GRAd-COV2 (Replication
defective Simian Adenovirus
(GRAJd) encoding S)”

“half-life”

“hepatic arterial injection”

“hepatitis-B”

“hepatocyte toxicity”

“heterologous prime-boost”

“HIV”

malignant conditions of the gastrointestinal tract (GI
tract) and accessory organs of digestion, including the
esophagus, stomach, biliary system, pancreas, small
intestine, large intestine, rectum and anus

geometric mean titer, the average antibody titer for a
group of subjects calculated by multiplying all values and
taking the nth root of this number, where n is the number

of subjects with available data

good clinical practice, an international ethical and
scientific quality standard for the performance of a
clinical trial on medicinal products involving humans

good manufacturing practices, the aspect of quality
assurance that ensures that medicinal products are
consistently produced and controlled to the quality
standards appropriate to their intended use and as
required by the product specification

a COVID-19 vaccine candidate developed by ReiThera

based on a novel replication-incompetent simian
adenovirus strain, encoding the full-length Spike (S)

protein of SARS-CoV-2

the time required for a quantity to reduce to half of its

initial value

a medical procedure that delivers chemotherapy directly

to the liver

an infectious disease caused by the hepatitis B virus
(HBV) that affects the liver; it is a type of viral hepatitis
a cell of the main

toxicity toward hepatocyte,

parenchymal tissue of the liver
administration of two different vectors or delivery
systems expressing the same or overlapping antigenic

inserts

human immunodeficiency virus, a virus that attacks the

body’s immune system
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“homotrimer”

“host cells”

“humoral immunity”

“hyperthermic intraperitoneal
chemotherapy”

“IgG antibodies”

“IL— 17”

“IL-24”

“IL_4”

‘AIL_S”

“immune co-stimulation”

“immune responses”

a protein which is composed of three identical units of
polypeptide

living cells invaded by or capable of being invaded by an
infectious agent (such as a bacterium or a virus)

the aspect of immunity that 1is mediated by
macromolecules found in extracellular fluids such as
secreted antibodies, complement proteins, and certain

antimicrobial peptides

a cancer treatment that involves filling the abdominal
cavity with chemotherapy drugs that have been heated

Immunoglobulin G, the most common type of antibody
found in blood and other body fluids, and protects against
bacterial and viral infections. IgG molecules are created
and released by plasma B cells and each IgG has two
antigen binding sites

Interleukin 17 family (IL17 family), a family of
pro-inflammatory cystine knot cytokines

a protein in the interleukin family, a type of cytokine
signaling molecule in the immune system. In humans,

this protein is encoded by the IL.24 gene

a cytokine that induces differentiation of naive helper T
cells (ThO cells) to Th2 cells

an interleukin produced by type-2 T helper cells and mast
cells

a secondary signal which immune cells rely on to activate
an immune response in the presence of an antigen-

presenting cell

a reaction which occurs within an organism for the
purpose of defending against foreign invaders
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“immune thrombocytopenic

purpura (ITP)”

“immuno-oncology”

“immunocompromised patients”

“immunogenicity”

“immunology”

“in vivo”

“inactivated COVID-19 vaccine”

“IND”

“IND-enabling studies”

“indwelling pleural catheter”

“influenza”

also known as idiopathic thrombocytopenic purpura or
immune thrombocytopenia, is a type of
thrombocytopenic purpura defined as an isolated low
platelet count with a normal bone marrow in the absence
of other causes of low platelets

the study and development of treatments that take
advantage of the body’s immune system to fight cancer

patients with a reduced ability to fight infections and
other diseases

the ability of a particular substance, such as an antigen, to
provoke an immune response in the body of a human or
other animal

a branch of biology that covers the study of immune

systems in all organisms

a medical test, experiment or procedure that is done on

(or in) a living organism, such as a laboratory animal

COVID-19 vaccine made by taking the disease-carrying
virus or bacterium, or one very similar to it, and
inactivating or killing it using chemicals, heat or
radiation

investigational new drug or investigational new drug
application, also known as clinical trial application in
China

studies conducted to evaluate potential toxicity risks
prior to human studies and to estimate starting doses for
clinical trials. Key IND-enabling studies include
pharmacology, pharmacokinetics, and toxicology
assessments

a specially designed small tube used to drain pleural fluid
from around lungs easily and painlessly, whenever

needed

commonly called “the flu”, is an infectious disease
caused by influenza viruses
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“initial antigen expression”

“initiator procaspases 10”

“initiator procaspases 8”

“INO-4800+electroporation”

“inter-molecular disulfide bonds”

“intracavitary malignancies”

“intraperitoneal hyperthermic
chemotherapy (HIPEC)”

“intraperitoneal injection (IP)”

“intrapleural chemotherapy”

“intrapleural injection”

“intratumor injection”

the initial expression of antigen molecules on the surface

of a macrophage or other antigen-presenting cell

an initiator caspase recruited to death receptors, it is
activated through two cleavage events that proceed in a
defined order to generate the large and small subunits of

the mature protease

an initiator caspase recruited to death receptors, it is
activated through two cleavage events that proceed in a
defined order to generate the large and small subunits of
the mature protease

a DNA vaccine candidate developed by Inovio
Pharmaceuticals matched to the novel coronavirus
SARS-CoV-2, which causes the COVID-19 disease in
humans

the covalent bond between sulfur atoms that binds two
peptide chains or different parts of one peptide chain

a malignant tumor situated or occurring within a body
cavity

a high-concentration treatment directed at treating certain
types of cancer in which drug delivery and susceptibility
of cancer cells is enhanced. It is a process during which
heated chemotherapy is applied directly into the abdomen
after cytoreductive surgery while the patient is still under
anesthesia

the injection of a substance into the peritoneum (body

cavity)

treatment in which anticancer drugs are put directly into
the abdominal cavity through a thin tube

injection through the chest wall into the pleural space or
instilled through a chest tube placed intrapleurally for

drainage

direct injection of agents into the tumor itself
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“intravenous (IV)”

“intravenous bolus”

“intravenous infusion”

“juvenile idiopathic arthritis”

“kDan

“kinetics”

“ligand”

“loculations”

“lymphatic fluids (chylous

ascites)”

“lymphoma”

“lyophilizer”

“malignant ascites (MA)”

existing or taking place within, or administered into, a

vein or veins

a relatively large volume of fluid or dose of a drug or test
substance given intravenously and rapidly to hasten or

magnify a response

the direct injection of medication into a vein through an
intravenous line, needle, or catheter

a group of conditions involving joint inflammation
(arthritis) that first appears before the age of 16. This
condition is an autoimmune disorder, which means that
the immune system malfunctions and attacks the body’s
organs and tissues, in this case the joints

kilodalton (1,000 dalton). One molecular hydrogen
molecular atom has molecular mass of 1 Da, so 1 Da =1
g/mol. Proteins and other molecular macromolecule
molecular weights are usually measured in molecular
kDa or kD (kilodaltons) — 1000 Da

the mechanism by which a physical or chemical change is
effected

a substance that forms a complex with a biomolecule to
serve a biological purpose

the localized failure of a region to drain fluids, resulting
in an enlarged mass

a rare form of ascites that results from the leakage of
lipid-rich lymph into the peritoneal cavity. This usually
occurs due to trauma and rupture of the lymphatics or
increased peritoneal lymphatic pressure secondary to
obstruction

a usually malignant tumor of lymphoid tissue
a device used to carry out the process of freeze-drying
abnormal accumulation of fluid within the peritoneal

cavity caused by the intraperitoneal spread of the original
cancer
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“malignant pleural effusions
(MPE)”

“maximum tolerated dose
(MTD)”

“MERS-CoV”

“metastasis”

“monovalent vaccine”

“mRNA”

“mRNA-1273”

“mRNA-based vaccines”

“multiple ascending dose

(MAD)”

“mouse model”

a condition in which cancer causes an abnormal amount
of fluid to collect between the thin layers of tissue
(pleura) lining the outside of the lung and the wall of the
chest cavity. Lung cancer, breast cancer, lymphoma, and
leukemia cause most malignant pleural effusions

maximum tolerated dose, which is the highest dose of a
drug or treatment that does not cause unacceptable side
effects. The MTD is determined in clinical trials by
testing increasing doses on different groups of people
until the highest dose with acceptable side effects is
found

the virus that causes Middle East respiratory syndrome
(MERS)

the development of secondary malignant growths at a

distance from a primary site of cancer

a monovalent vaccine contains a single strain of a single
antigen

messenger ribonucleic acid (mRNA) is a single-stranded
molecule of RNA that contains the genetic sequence for
synthesizing a protein

a COVID-19 vaccine candidate developed by
Moderna/NIAID based on mRNA encapsulated with lipid
nanoparticles (LNPs)

a type of vaccine that uses a copy of synthetic messenger
RNA to create an immune response and protect against a
pathogen

studies that investigate the pharmacokinetics and
pharmacodynamics (PK and PD) of multiple doses of a

drug, looking at safety and tolerability

the use of special strains of mice to study a human
disease or condition, and how to prevent and treat it
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“myalgia”

“nCoV Vaccine”

“NDAM

“neutralizing antibodies”

“neutralizing antibody titers”

“Non-steroidal anti-inflammatory
drugs (NSAID)”

“ophthalmology”

“ovarian cancer”

“palivizumab”

“palliative care”

“pancreatic cancer”

“paracentesis”

“pathway”

muscle aches and pain which can involve ligaments,
tendons and fascia, the soft tissues that connect muscles,
bones and organs. Injuries, trauma, overuse, tension,
certain drugs and illnesses can all bring about myalgia

a DNA plasmid based COVID-19 vaccine candidate
developed by Zydus Cadila

new drug application

an antibody that defends a cell from a pathogen or
infectious particle by neutralizing any effect it has
biologically

a laboratory test that measures the presence and amount
of neutralizing antibodies in blood

members of a drug class that reduces pain, decreases
fever, prevents blood clots, and in higher doses,
decreases inflammation

the branch of medicine concerned with the study and
treatment of disorders and diseases of the eye

a type of cancer that begins in the ovaries

a monoclonal antibody produced by recombinant DNA
technology used to prevent severe disease caused by
respiratory syncytial virus (RSV) infections sold under

the brand name Synagis

care for the terminally ill and their families, especially
that provided by an organized health service

a type of cancer that begins in the pancreas, an organ of
the digestive system and endocrine system of vertebrates

a procedure in which a thin needle or tube is put into the
abdomen to remove fluid from the peritoneal cavity

a sequence of chemical reactions undergone by a
compound or class of compounds in a living organism
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“pediatric population”

“peritoneal carcinomatosis (PC)”

“peritoneal catheter drainage”

“peritoneal mesothelioma”

“peritoneovenous shunting”

“pharmacodynamics (PD)”

“pharmacokinetics (PK)”

“Phase 1 clinical trial”

“Phase 2 clinical trial”

a number of subpopulations. The Food and Drug
Administration (FDA) Guidance (1998) breaks down this
population into the following groups: neonates (birth to 1
month), infants (1 month to 2 years), developing children
(2-12 years), and adolescents (12—16 years)

intraperitoneal dissemination (carcinosis) of any form of
cancer that does not originate from the peritoneum itself

a treatment using a peritoneal catheter, a small plastic
tube implanted under the skin, to provide a painless way
of withdrawing excess fluid from or delivering anti-
cancer drugs into the abdominal or peritoneal cavity over
a period of weeks, months or even years

a type of cancer that develops in the thin layer of tissue
lining the abdomen (the peritoneum)

a shunt which drains peritoneal fluid from the peritoneum
into veins, usually the internal jugular vein or the
superior vena cava. It is sometimes used in patients with
refractory ascites

the study of the biochemical and physiologic effects of
drugs (especially pharmaceutical drugs). The effects can
include those manifested within animals (including
humans), microorganisms, or combinations of organisms
(for example, infection)

a branch of pharmacology dedicated to determine the fate
of substances administered to a living organism

clinical trials that provide initial safety data to (i) find a
safe dose; (ii) decide how the new treatment should be
given (by mouth, in a vein, etc.); and (iii) see how the
new treatment affects the human body and fights the
disease

clinical trials that seek further safety data and
preliminary evidence in support of biological effect to (i)
determine if the new treatment has an effect on a certain
disease (such as cancer); and (ii) see how the new
treatment affects the body and fights the disease
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“Phase 3 clinical trial”

“phosphate-buffered saline
(PBS)”

“pivotal trial”

“pleural space”

“pleurectomy”

“pleuroperitoneal shunt”

“pneumothorax”

“portal hypertension”

clinical trials of which the main focus are large
confirmatory studies meant to establish an acceptable
benefit/safety profile in order to gain regulatory approval
for a precisely defined indication (“registrational clinical
trials”), including by comparing the new treatment (or
new use of a treatment) with the current standard
treatment Phase 3 trials are well-controlled trials that
provide scientifically credible and statistically strong
evidence about the treatment indication hypothesized at

the end of Phase 2 investigation

a buffer solution commonly used in biological research. It
is a water-based salt solution containing disodium
hydrogen phosphate, sodium chloride and, in some
formulations, potassium chloride and potassium
dihydrogen phosphate. The buffer helps to maintain a
constant pH. The osmolarity and ion concentrations of

the solutions match those of the human body (isotonic)

typically a Phase 3 clinical trial in the multi-year process
of clinical research intended to demonstrate and confirm
the safety and efficacy of a treatment — such as a drug
candidate, medical device or clinical diagnostic
procedure — and to estimate the incidence of common
adverse effects

the potential space between the pleurae of the pleural sac
that surrounds each lung

surgery to remove part of the pleura (a thin layer of tissue

that covers the interior wall of the chest cavity)

a surgically implanted catheter for transport of fluid from
a pleural space into the peritoneal cavity, where it is
absorbed; used mainly for treatment of malignant pleural
effusions

an abnormal collection of air in the pleural space between
the lung and the chest wall

an increase in the pressure within the portal vein, which

carries blood from the digestive organs to the liver
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“pre-clinical study”

“prefilled syringe formulation”

“preservatives”

“pro-inflammatory cytokine”

“protein-based subunit vaccines”

“proteolytic cleavage”

“pseudomyxoma peritonei”

“pseudovirus”

“psoriasis”

“psoriatic arthritis”

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

the formulation of a single-dose packet of vaccine to

which a needle has been fixed by the manufacturer

a substance or a chemical that is added to products such
as food products, beverages, pharmaceutical drugs,
paints, biological samples, cosmetics, wood, and many
other products to prevent decomposition by microbial
growth or by undesirable chemical changes

a type of signaling molecule (a cytokine) that is secreted
from immune cells like helper T cells (Th) and
macrophages, and certain other cell types that promote
inflammation

a vaccine that presents an antigen to the immune system
without viral particles, using a specific, isolated protein
of the pathogen

the process of breaking the peptide bonds between amino
acids in proteins

a rare disease characterized by the presence of mucin in
the abdominal (peritoneal) cavity

a virus artificially created by pseudotyping to contain
envelope proteins from a different virus

a chronic skin disease characterized by circumscribed red
patches covered with white scales

a form of arthritis that affects some people who have

psoriasis — a condition that features red patches of skin
topped with silvery scales
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“Qualified Person (QP)”

“rabies”

“radiographic axial
spondyloarthritis (r-axSpA)”

“RBD-Dimer”

“reactogenicity”

“receptor”

“receptor binding domain (RBD)

“recombinant”

“recombinant subunit-Trimer

vaccines”

“RPZD”

”»

technical term used in European Union pharmaceutical
regulation (Directive 2001/83/EC for Medicinal products
for human use) and typically refers to a licensed
pharmacist, biologist or chemist (or a person with another
permitted academic qualification) who is authorized to
certify and release drug product batches in EU countries

an acute virus disease of the nervous system of mammals
that is caused by a rhabdovirus (species Rabies virus of
the genus Lyssavirus) usually transmitted through the
bite of a rabid animal and that is characterized typically
by increased salivation, abnormal behavior, and eventual

paralysis and death when untreated

a chronic, autoinflammatory disease predominantly

affecting the axial skeleton (sacroiliac joints and spine)

ZF2001, trade-named RBD-Dimer, is an adjuvanted
protein subunit COVID-19 vaccine developed by Anhui
Zhifei Longcom in collaboration with the Institute of
Microbiology at the Chinese Academy of Sciences

a subset of reactions that occur soon after vaccination,
and are a physical manifestation of the inflammatory

response to vaccination

a structure in the cell membrane or within a cell that
combines with a drug, hormone, chemical mediator to

alter an aspect of the functioning of the cell

a short immunogenic fragment from a virus that binds to
a specific endogenous receptor sequence to gain entry
into host cells

the formation by the processes of crossing-over and
independent assortment of new combinations of genes in

progeny that did not occur in the parents

vaccines containing trimeric protein subunits formed by
recombination

Recommended Phase II Dose, usually the highest dose

with acceptable toxicity, usually defined as the dose level
producing around 20% of dose-limiting toxicity
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“renal dysfunction”

“renal filtration”

“rheumatic diseases”

“rheumatoid arthritis (RA)”

“RNA viruses”

“RSV”

“South Africa Variant”

“S protein”

“Spike-Dimer”

“S-Trimer/Spike-Trimer”

“SARS-CoV-2 virus”

poor function of the kidneys that may be due to a
reduction in blood-flow to the kidneys caused by renal
artery disease

the process that kidneys use to filter excess fluid and
waste products out of the blood into the urine collecting
tubules of the kidney, so they may be eliminated from the
body

autoimmune and inflammatory diseases that cause the
immune system to attack joints, muscles, bones and
organs

an autoimmune disorder that occurs when the body’s
immune system mistakenly attacks its healthy tissues,
affect the joints and, in some cases, damage a wide range
of human body systems, including the skin, eyes, lungs,
heart and blood vessels

a virus that has RNA (ribonucleic acid) as its genetic
material

respiratory syncytial virus, also called human respiratory
syncytial virus and human orthopneumovirus, is a very
common, contagious virus that causes infections of the

respiratory tract

SARS-CoV-2 variant B.1.351, a form of the SARS-CoV-2
coronavirus that evolved in South Africa

spike protein, a highly glycosylated and large type I
transmembrane fusion protein that is made up of amino
acids

a dimeric form of the spike protein

a stabilized trimeric form of the spike protein

severe acute respiratory syndrome coronavirus 2, is the
virus that causes coronavirus disease 2019 (COVID-19),

the respiratory illness responsible for the COVID-19
pandemic
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“SCB-2019 (CpG 1018/Alum)”

“secondary peritoneal surface
malignancies”

“seroconversion”

“shingles”

“single ascending dose (SAD)”

“spike protein (S protein)”

“sub-picomolar”

“systemic antitumor therapy”

“systemic chemotherapy”

a COVID-19 vaccine candidate developed by our
Company

tumors that begin in other abdominal organs, and spread

(metastasize) to the peritoneum

the development of detectable antibodies in the blood that

are directed against an infectious agent

an acute viral inflammation of the sensory ganglia of
spinal and cranial nerves that is associated with a
vesicular eruption and neuralgic pain and is caused by
reactivation of the herpesvirus causing chicken pox

in single ascending dose studies, small groups of subjects
are given a single dose of the drug while they are
observed and tested for a period of time to confirm safety.
If they do not exhibit any adverse side effects, and the
pharmacokinetic data are roughly in line with predicted
safe values, the dose is escalated, and a new group of

subjects is then given a higher dose

a glycoprotein that protrudes from the envelope of some
viruses (such as a coronavirus) and facilitates entry of the
virion into a host cell by binding to a receptor on the
surface of a host cell followed by fusion of the viral and

host cell membranes

having a concentration of less than one picomole per litre

a collective term to describe the growing number of
differing therapies used in malignancy to achieve
palliation. Improving symptoms, quality of life (QOL)
and where possible quantity of life are the goals of these

treatments

treatment with anticancer drugs that travel through the
blood to cells all over the body
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“T cells”

“Thl cytokines”

“Thl-biased cell-mediated

immune response”

“Th17 cell-mediated immune

response”

“Th17 cells”

“Th2-biased cell-mediated

immune response”

“therapeutic paracentesis”

>

“therapeutic thoracentesis’

“titers”

“TNF'(X”

“TNF-a inhibitor”

cells that originate in the thymus, mature in the periphery,
become activated in the spleen/nodes if their T-cell
receptors bind to an antigen presented by an MHC
molecule and they receive additional co-stimulatory
signals driving them to acquire killing (mainly CDB+ T
cells) or supporting (mainly CD4+ T cells) functions

the cytokines that stimulate macrophages, lymphocytes,
and PMNs in the destruction of bacterial pathogens

the immune response in which Thl cells stimulate
cellular immune response, participate in the inhibition of
macrophage activation and stimulate B cells to produce
IgM, IgGl1

the immune response in which Th17 cell play a critical
role in the activation of other immune cells such as B
cells and cytotoxic T cells, as well as in the regulation of
immune responses

a subset of pro-inflammatory T helper cells defined by
their production of interleukin 17 (IL-17)

the immune response in which Th2 stimulates humoral
immune response, promotes B cell proliferation and

induces antibody production (IL-4)

removal of fluid from a body cavity via a needle, a trocar,
a cannula, or another hollow instrument, as part of the
plan of treatment

removal of fluid from the space between the lungs and the
chest wall (the pleural cavity) for therapeutic purposes

using a needle inserted between the ribs

a laboratory test that measures the presence and amount
of antibodies in blood

tumor necrosis factor alpha, a protein that stimulates the
inflammatory response in the body

a pharmaceutical drug that suppresses the physiologic

response to tumor necrosis factor (TNF), which is part of
the inflammatory response
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“toxicology”

“TPO-mimetic”

“TPOR agonist”

“TRAIL”

“TRAIL-DR4/DRS pathway”

“TRAIL-Fc¢”

“trimer”

“trimeric fusion proteins

(trimer-tagged proteins)”

“trimerization”

“trimerization tag”

a scientific discipline, overlapping with biology,
chemistry, pharmacology, and medicine, that involves the
study of the adverse effects of chemical substances on
living organisms and the practice of diagnosing and
treating exposures to toxins and toxicant

Thrombopoietin-mimetic, that considerably increases
platelet production by stimulating the receptor for the
hormone thrombopoietin

thrombopoietin receptor agonist, a chemical that binds to
a thrombopoietin receptor and activates the receptor to
produce a biological response

TNF-related apoptosis-inducing ligand, a protein
functioning as a ligand that induces the process of cell
death called apoptosis

a pathway that facilitates the selective elimination of
malignant cells through the induction of apoptosis with
TRAIL (TNF-related apoptosis-inducing ligand) death
receptors DR4 and DRS5

TNF-related apoptosis-inducing ligand with a fragment
crystallizable region

a molecule or an anion formed by combination or
association of three molecules or ions of the same

substance

proteins created through the joining of two or more genes
that originally coded for separate proteins and consist of
three identical simpler parts

a chemical reaction that uses three identical molecules to
produce a single trimer product

a protein tag from the C-propeptide domain of pro-

collagen (Trimer-Tag®), which is capable of self-
assembly into a disulfide bond-linked trimer
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“tumor”

“tumor necrosis factor (TNF)
superfamily (TNFSF)”

“type I immunoglobulin IgG1”

“Type I procollagen”

“UB-612”

“U.K. Variant”

“vaccine”

“vaccine associated enhanced
respiratory disease
(“VAERD77)?7

“vaccine-related adverse events”

“vascular permeability”

an abnormal mass of tissue that forms when cells grow
and divide more than they should or do not die when they
should. Tumors may be benign (not cancer) or malignant
(cancer)

a protein superfamily of type Il transmembrane proteins

containing TNF homology domain and forming trimers

Immunoglobulin G (IgG) is a type of antibody.
Representing approximately 75% of serum antibodies in
humans, IgG is the most common type of antibody found
in blood circulation

the most abundant collagen of the human body. It forms
large, eosinophilic fibers known as collagen fibers. It is
present in scar tissue, and is the end product when tissue
heals by repair, as well as tendons, ligaments, the
endomysium of myofibrils, the organic part of bone, the
dermis, the dentin, and organ capsules

a COVID-19 S-protein based vaccine candidate
developed by COVAXX

SARS-CoV-2 variant B.1.1.7, a variant of SARS-CoV-2,
the virus that causes COVID-19 first detected in the
United Kingdom in November 2020

a vaccine is a biological preparation that provides active

acquired immunity to a particular disease

an adverse event where an exacerbated course of
respiratory disease occurs with higher incidence in the

vaccinated population in comparison with the control
group

any untoward medical occurrence which follows
immunization and which does not necessarily have a
causal relationship with the usage of the vaccine

characterizes the capacity of a blood vessel wall to allow
for the flow of small molecules (drugs, nutrients, water,
ions) or even whole cells (lymphocytes on their way to
the site of inflammation) in and out of the vessel
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“virion”

“virus-specific T-cell”

“VSV (Ervebo)”

“wet age-related macular
degeneration (wWAMD)”

“yeast expression”

the complete, infective form of a virus outside a host cell,
with a core of RNA and a capsid

T cells that specifically target one or more species of

virus

known as Ebola Zaire vaccine live and sold under the
brand name Ervebo, a vaccine for adults that prevents
Ebola caused by the Zaire ebolavirus

a chronic eye disorder that causes blurred vision or a
blind spot in the visual field

A yeast expression platform is a strain of yeast used to

produce large amounts of proteins, sugars or other
compounds for research or industrial uses

_64 —



THIS DOCUMENT IS IN DRAFT FORM, INCOMPLETE AND SUBJECT TO CHANGE AND THAT THE INFORMATION MUST
BE READ IN CONJUNCTION WITH THE SECTION HEADED “WARNING” ON THE COVER OF THIS DOCUMENT.

FORWARD-LOOKING STATEMENTS

We have included in this document forward-looking statements. Statements that
are not historical facts, including statements about our intentions, beliefs, expectations
or predictions for the future, are forward-looking statements.

This document contains certain forward-looking statements and information relating to us
and our subsidiaries that are based on the beliefs of our management as well as assumptions
made by and information currently available to our management. When used in this document,

EEINNT3 LR I3 6

the words ‘“aim,” “anticipate,” “believe,” “could,” “estimate,” “expect,” “going forward,”
“intend,” “may,” “might,” “ought to,” “plan,” “potential,” “predict,” “project,” “seek,”
“should,” “will,” “would” and the negative of these words and other similar expressions, as
they relate to us or our management, are intended to identify forward-looking statements.
Examples of forward-looking statements include, but are not limited to, statements we make
regarding our projections, business strategy and development activities as well as other capital
spending, financing sources, the effects of regulation, expectations concerning future
operations, margins, profitability and competition. The foregoing is not an exclusive list of all

forward-looking statements we make.

Forward-looking statements are based on our current expectations and assumptions
regarding our business, the economy and other future conditions. We give no assurance that
these expectations and assumptions will prove to have been correct. Because forward-looking
statements relate to the future, they are subject to inherent uncertainties, risks and changes in
circumstances that are difficult to predict. Our results may differ materially from those
contemplated by the forward-looking statements. They are neither statements of historical fact
nor guarantees or assurances of future performance. We caution you therefore against placing
undue reliance on any of these forward-looking statements. Important factors that could cause
actual results to differ materially from those in the forward-looking statements include
regional, national or global political economic, business, competitive, market and regulatory
conditions and the following:

. the timing of initiation and completion, and the progress of our pre-clinical studies
and clinical trials;

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

. our ability to advance our product candidates into products, and the successfully
completion of clinical trials;

. the receipt and timing of any payments in relation to the CEPI Funding Agreement;

. the commercialization strategies and pricing policy of our product candidates;

. the market opportunities of our product candidates;
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o estimates of our costs, expenses, future revenues, capital expenditures and our needs

for additional financing;

. our ability to attract and retain senior management and key employees;

. our operations and business prospects;

. future developments, trends, conditions and competitive landscape in the industry

and markets in which we operate;

. our strategies, plans, objectives and goals and our ability to successfully implement
these strategies, plans, objectives and goals;

. our ability to compete in the markets in which we operate;

. our ability to identify and integrate suitable acquisition targets;

. changes to regulatory and operating conditions in the industry and markets in which

we operate;

. the amount and nature of, and potential for, future development of our business; and

. certain statement in the sections headed “Risk Factors,” “Industry Overview,”
“Regulation Overview,” “Business,” “Financial Information” and “Future Plans and
Use of [REDACTED]” with respect to trends in interest rates, foreign exchange
rates, prices, operations, margins, risk management and overall market trends.

Any forward-looking statement made by us in this document speaks only as of the date
on which it is made. Statements of or references to our intentions or those of the Directors are
made as of the date of this document unless specified otherwise. Factors or events that could
cause our actual results to differ may emerge from time to time, and it is not possible for us
to predict all of them. Subject to the requirements of applicable laws, rules and regulations, we
undertake no obligation to update any forward-looking statement, whether as a result of new
information, future events or otherwise. All forward-looking statements contained in this
document are qualified by reference to this cautionary statement.
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You should carefully consider all of the information in this document, 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 [REDACTED] 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 NEED FOR ADDITIONAL
CAPITAL

We have incurred net losses and net operating cash outflows since our inception, and we may
continue to incur net losses and net operating cash outflows. Investors are at risk of losing
substantially all of their investments in our Shares.

Investment in pharmaceutical product development is highly speculative. It entails
substantial upfront capital expenditures and significant risks; a product might fail to
demonstrate sufficient efficacy or safety to gain regulatory approval or become commercially
viable. Our ongoing operations bring significant expenses. As a result, we have incurred losses
in each period since our inception. For the years ended 2019 and 2020, we experienced a loss
of RMB48.6 million and RMB912.9 million, respectively. As of December 31, 2019 and 2020,
we had an accumulated deficit attributable to owners of RMB120.6 million and RMB1,033.5
million, respectively. We also had net cash used in operating activities of RMB26.6 million for
the year ended December 31, 2019. Substantially all of our operating losses and net operating
cash outflows resulted from costs incurred in connection with our research and development
programs, administrative expenses and fair value changes of convertible redeemable preferred
shares.

We may continue to incur net losses for the foreseeable future, and that these losses may

increase as we continuously expand our development, including:

. conducting clinical trials and advancing pre-clinical studies of our current product

candidates;
. maintaining and expanding our own manufacturing facilities;
. seeking regulatory approvals for our product candidates that successfully complete

clinical trials;

. commercializing our product candidates for which we have obtained marketing

approval;
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. building up our commercialization, distribution, and sales workforce in anticipation

of the future roll-out of our product candidates;

. initiating pre-clinical studies, clinical trials or other research and development
activities for new product candidates;

. maintaining, protecting and expanding our intellectual property portfolio; and

. creating additional infrastructures to support our operations as a public company,

our product development, and planned future commercialization efforts.

Developing biopharmaceutical products, including conducting pre-clinical studies and
clinical trials, is a very time consuming, expensive and uncertain process that takes years to
complete. During the process, we may encounter unforeseeable expenses, difficulties,
complications, delays, and other unknown factors that may adversely affect our business. The
size of our future net losses will depend partially on the number and scope of our drug or
vaccine development programs and the associated costs, the rate of the future growth of our
expenses and the commercialization costs of any approved products. If any of our product
candidates fails during clinical trials or does not gain regulatory approval, or, even if approved,
fails to achieve market acceptance, our business may not become profitable. Even if we achieve
profitability in the future, we may not be able to sustain profitability in subsequent periods
thereafter. Our prior losses and expected future losses have had, and will continue to have, an
adverse effect on our working capital and Shareholders’ equity. A decline in our value may also
bring negative impact on substantially all or part of your investment.

In addition, while we believe we have sufficient working capital to fund our current
operations, we expect that we may continue to experience net cash outflows from our operating
activities for the foreseeable future. We believe that we will continuously need substantial
capital support, particularly as we advance the clinical development of our clinical-stage
product candidates, continue the research and development activities of our pre-clinical stage
product candidates, initiate additional clinical trials of, and seek regulatory approval for, these
and other future product candidates.

If we obtain regulatory approvals for any of our product candidates, we expect to incur
significant commercialization expenses relating to product manufacturing, marketing, sales
and distribution and post-approval commitments to continue monitoring the efficacy and safety
data of our future products on the market. Accordingly, we will need to obtain substantial
additional funding in connection with our continuing operations through public or private

equity offerings, debt financing, collaborations or licensing arrangements or other sources.

Our future capital funding requirements will depend on many factors, including:

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

trials;
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. the outcome, timing and costs of regulatory approvals of our product candidates;

. the costs and timing of future commercialization activities for our products, if any
of our product candidates are approved for marketing, including product
manufacturing, marketing, sales and distribution costs;

. the number and characteristics of product candidates that we may develop;

. the timing, receipt, and amount of sales of, or upfront, royalties or milestone
payments on, our future products, if any;

. the costs involved in filing, prosecuting, defending, and enforcing any patent claims
or other intellectual property rights, including litigation costs and the outcome of
such litigation;

. the terms and timing of any potential future collaborations, licensing or other
arrangements that we may establish;

. cash requirements of any future development of other pipeline product candidates;
and

. our headcount growth and associated costs.

We plan to primarily use the [REDACTED] from the [REDACTED] and cash and cash
equivalents on hand to fund our future operations. However, if the commercialization of our
product candidates, including SCB-2019 (CpG 1018/Alum), is delayed or terminated, or if
expenses increase, we may need to obtain additional financing to fund our operations.
Additional funds may not be readily available when we need them, on terms that are acceptable
to us, or at all. Our ability to raise funds will depend on the worldwide 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 product candidates, and in turn will adversely affect
our business prospects.

It may be difficult to evaluate our current business and predict our future performance.

Our operations to date have primarily focused on drug and vaccine discovery, as well as
pre-clinical studies and clinical trials of our product candidates. We have three clinical-stage
product candidates, including SCB-2019 (CpG 1018/Alum). We also have several pre-clinical
product candidates. As of the Latest Practicable Date, we had not yet successfully advanced
any of our product candidates towards commercial sale, nor generate any revenue from product
sales. Consequently, any predictions about our future success or viability may not be as
accurate as they could be if we had a longer operating history.
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We primarily focused on the discovery and development of innovative vaccines and
drugs. Particularly in light of the rapidly evolving drug research and development industry in
which we operate and the changing regulatory and market environments we encounter, it may
be difficult to evaluate our prospects for future performance. As a result, any assessment of our
future performance or viability is subject to significant uncertainty. We will encounter risks and
difficulties frequently experienced by biopharmaceutical and biotechnology companies in
rapidly evolving fields as we seek to transition to a company capable of supporting commercial
activities. If we do not address these risks and difficulties successfully, our business will suffer.

Our financial prospects depend on the successful development, approval, and
commercialization of our clinical-stage and pre-clinical stage pipeline. We may not be able
to successfully use and expand our proprietary Trimer-Tag® technology platform to build a
pipeline of product candidates.

Our ability to generate revenue and become profitable in the future depends upon our
ability to successfully complete the development of, obtain the necessary regulatory approvals
for, and the commercialization of our product candidates. Specifically, the future financial
prospects also depend upon our continuous usage and expansion of our proprietary Trimer-
Tag® technology platform to build a pipeline of product candidates and the progress of these
product candidates through clinical trial development, regulatory approval, and
commercialization for the treatment of various diseases.

We have three product candidates in clinical trial stage. We also have several pre-clinical
product candidates. We have invested a significant portion of our efforts and financial
resources in the utilization of our proprietary Trimer-Tag® technology platform and the
development of our existing product candidates. Although our research and development
efforts to date have resulted in our clinical development of our core products and a few other
product candidates under pre-clinical and clinical development, these clinical stage product
candidates may not be safe or effective as a treatment. None of our product candidates have
been approved for marketing in China or any other jurisdictions and may never receive such

approval.

Even if we succeed in commercializing one or more of our product candidates, we expect
to continue to incur substantial and increasing expenditures. Our ability to achieve revenue and
profitability is dependent on our ability to complete the development, obtain necessary
regulatory approvals, and manufacture and successfully market our product candidates.

The success of these product candidates will depend on several factors, including:

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

. receipt of regulatory conditional and formal approvals from the NMPA, the EMA,
and the WHO and other regulatory authorities for our COVID-19 vaccine
candidates;
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. receipt of regulatory approval from the EMA and the NMPA for our other product

candidates;

. relying on third parties to conduct our clinical trials safely and efficiently;

. obtaining and maintaining patent, trade secret and other intellectual property
protection and regulatory exclusivity;

. protecting our rights in our intellectual property;

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

. obtaining and maintaining sufficient degree of market acceptance following the
regulatory approvals;

. competition with other product candidates and vaccines; and

. continued acceptable safety profile for our product candidates following regulatory
approval, if and when received.

Moreover, because we have limited financial and managerial resources, we focus our
product pipeline on research and development programs and vaccine candidates that we
identify for specific indications. As a result, we may forego or delay the pursuit of
opportunities with other product 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 vaccines or other profitable market opportunities. Our
spending on current and future research and development programs of our product candidates

for specific indications may not yield any commercially viable products.

We incurred net liabilities during the Track Record Period, and may continue to have net

liabilities going forward, which can expose us to liquidity risk.

We incurred net liabilities of RMB67.8 million as of December 31, 2019, primarily due
to the convertible redeemable preferred shares and deferred income. As of December 31, 2020,
we incurred net liabilities of RMB982.7 million as of December 31, 2020, the increase of net
liabilities was primarily attributable to the increase of convertible redeemable preferred shares
and deferred income.

A net liabilities position can expose us to liquidity risks because it would require us to
seek adequate financing via external sources, which would normally not be immediately
available on terms favorable or commercially reasonable to us, or at all. Any difficulty or
failure in meeting our liquidity needs as and when needed could bring us material adverse
impact.
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A large balance of indebtedness, whether from banks or related parties, would require that
we devote our financial resources to service such debt, as opposed to funding our operating
activities and investments in research and development. Such a focus would restrain our capital
flexibility, and in turn adversely affect the anticipated timeline of our drug or vaccine
development. It may also be challenging for us to service our interest and principal repayments
in a timely manner, or at all, with risks of potentially triggering cross-defaults with other debt,
and limiting our ability to obtain further debt financing options. Given our historical reliance
on external financing sources, such development could have a material adverse effect on our
business, financial condition and results of operations.

Our results of operations, financial conditions, and prospects may be adversely affected by
fair value changes and credit risk associated with our financial assets at fair value through
profit or loss.

During the Track Record Period, we had certain financial assets at fair value through
profit or loss, primarily consisting of financial assets included in prepayments, other
receivables and other assets, time deposits and restricted cash, as well as cash and cash
equivalents. All of such products were issued and managed by banks, and substantially all of
them were principal protected. As a result, we are exposed to credit risk in relation to the
financial assets, which may adversely affect our net changes in their fair value. The financial
assets at fair value through profit or loss are stated at fair value, and net changes in the fair
value are recorded as other gains or losses, thus directly impacting our results of operations.
We cannot assure you that market conditions and regulatory environment will create fair value
gains and we will not incur any fair value losses on our financial assets at fair value through
profit or loss in the future. Our results of operations, financial condition and prospects may be
adversely affected if we incur such fair value losses.

We cannot assure that we will continue to receive government grants.

We have historically received various government grants mainly for compensation for the
capital expenditure and recurring costs and expenses incurred in research activities of certain
projects. We recognized government grants as other income and gains of RMB15.9 million and
RMB20.4 million for the years ended December 31, 2019 and 2020, respectively, which are of
a non-recurring nature. There is no assurance that we could maintain or continue to receive the
government grants described above at the historical levels, or at all. Any change, suspension
withdrawal or termination of these government grants to us may have an effect on our business,
financial condition and results of operations.

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

We may seek additional funding through a combination of equity offerings, debt
financings, collaborations, and licensing arrangements. To the extent that we raise additional
capital through the sale of equity or convertible debt securities, your ownership interests will
be diluted, and the terms may include liquidation or other preferences that adversely affect
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your rights as a holder of our Shares. The incurrence of additional indebtedness or the issuance
of certain equity securities could result in increased fixed payment obligations and could also
result in certain additional restrictive covenants, such as limitations on our ability to incur
additional debt or issue additional equity, limitations on our ability to acquire or license
intellectual property rights and other operating restrictions that could adversely impact our
ability to conduct our business. In addition, issuance of additional equity securities, or the
possibility of such issuance, may cause the market price of our Shares to decline.

In the event that we enter into collaborations or licensing arrangements in order to raise
capital, we may be required to accept unfavorable terms, including relinquishing or licensing
to a third party on unfavorable terms our rights to technologies or product candidates that we
otherwise would seek to develop or commercialize ourselves or potentially reserve for future
potential arrangements when we might be able to achieve more favorable terms.

RISKS RELATING TO OUR BUSINESS AND INDUSTRY

Risks Relating to Pre-clinical and Clinical Development of Our Product Candidates

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

Our business will depend on the successful development, regulatory approval and
commercialization of our product candidates, all of which are still in discovery stage,
pre-clinical or clinical development, and other new product candidates that we may identify
and develop. As of the Latest Practicable Date, we had initiated nine clinical trials. However,
we cannot guarantee that we are able to obtain regulatory approvals for any of our existing
product candidates in a timely manner, or at all. In addition, none of our product candidates has
been approved for marketing in China or any other jurisdictions yet. Each of our product
candidates will require additional pre-clinical and/or clinical development, regulatory
approvals in multiple jurisdictions. Substantial investments are required before we generate
any revenue from product sales.

The success of our product candidates will depend on several factors, including the
successful completion of pre-clinical studies and/or clinical trials, receipt of regulatory
approvals from applicable regulatory authorities for planned clinical trials, future clinical trials
or product registrations, future manufacturing, commercialization of our existing product
candidates, hiring sufficient technical experts to oversee all development and regulatory
activities and meeting of the prerequisite safety requirements.
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If we do not achieve one or more of these in a timely manner or at all, we could
experience significant delays in our ability to obtain approval for our product candidates,
which would materially harm our business. As a result, we may not be able to generate
sufficient revenue or cash flow to continue our operations, and our financial condition, results
of operations and prospects will be materially and adversely harmed.

To accelerate the development of the COVID-19 vaccines, regulatory authorities, such the
EMA and the NMPA, conditionally approve certain COVID-19 vaccines. For example, as of the
Latest Practicable Date, the EMA conditionally approved two mRNA-based vaccines and two
adenovirus-based viral vector vaccines. Please refer to “Industry Overview — COVID-19
Vaccine Market Globally” for details. If we fail to timely obtain conditional approval for
SCB-2019 (CpG 1018/Alum) from relevant regulatory authorities, we may take longer time to
commercialize SCB-2019 (CpG 1018/Alum) and consequently fall behind our competitors in
the global COVID-19 vaccine market.

If we encounter difficulties enrolling patients or participants in our clinical trials, our
clinical development activities could be delayed and result in increased costs and longer
development periods 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 or participants who
remain in the trial until its conclusion. We may not be able to initiate or continue clinical trials
for our product candidates if we are unable to locate and enroll a sufficient number of eligible
patients or participants to participate in these trials, or if there are delays in the enrollment of

eligible patients or participants as a result of the competitive clinical enrollment environment.

We may experience difficulties in patient enrollment in our clinical trials for a variety of
reasons, including:

. the obstacles in meeting size and nature of the patient population;

. severity of the disease under investigation;

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

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

. our resources to facilitate timely enrollment in clinical trials;

. patient referral practices of physicians;

. availability of competing therapies also undergoing clinical trials;
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. our investigators’ or clinical trial sites’ efforts to screen and recruit eligible patients

or participants; and

. proximity and availability of clinical trial sites for prospective patients or
participants.

In addition, some of our competitors have ongoing clinical trials for product candidates
that treat the same indications as our product candidates, and patients or participants who
would otherwise be eligible for our clinical trials may instead enroll in the clinical trials of our

competitors’ product candidates, which may further delay our clinical trial enrollments.

Even if we are able to enroll a sufficient number of patients or participants in our clinical
trials, delays in patient enrollment may result in increased costs or may affect the timing or
outcome of the planned clinical trials, which could prevent completion of these trials and
adversely affect our ability to advance the development of our product candidates.

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

We may rely on third-party organizations, CROs, hospitals and clinics, who are beyond
our control to monitor, support, conduct pre-clinical studies and/or clinical trials of our product
candidates. We also rely on third parties to perform clinical trials on our product candidates
when they reach that stage. As a result, we have less control over the quality, timing and cost
of these studies and the ability to recruit 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 enroll subjects
on a timely basis or otherwise conduct our trials in the manner 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 a contract or in accordance with regulatory
requirements, including maintenance of clinical trial information regarding our future product
candidates. If these third parties fail to meet expected deadlines, fail to timely transfer to us
any regulatory information, fail to adhere to protocols or fail to act in accordance with
regulatory requirements or our agreements with them, or if they otherwise perform in a
substandard manner or in a way that compromises the quality and/or accuracy of their activities
and/or the data they obtain, then clinical trials of our future product candidates may be
extended, delayed or terminated, or our data may be rejected by the EMA, the NMPA and the
WHO or other regulatory agencies.
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Interim and preliminary data from our clinical trials that we announce or publish from time
to time may change as more patient data becomes available and are subject to audit and
verification procedures that could result in material changes in the final data.

From time to time, we may publicly disclose preliminary or top-line data from our
pre-clinical studies and clinical trials, which is based on a preliminary analysis of then-
available data, whose results, related findings and conclusions are subject to changes following
a more comprehensive review of such data. We also make assumptions, estimations,
calculations and conclusions as part of our analyses progress, for which we may not necessarily
receive or had the opportunity to fully and carefully evaluate all data. As a result, the top-line
or preliminary results reported by us may differ from future results of the same studies, or
different conclusions or considerations may qualify such results, once additional data have
been received and fully evaluated. Top-line data also remain subject to audit and verification
procedures that may result in the final data being materially different from the preliminary data
we previously published. As a result, top-line data should be viewed with caution until the final
data are available.

From time to time, we may also disclose interim data from our pre-clinical studies and
clinical trials. Interim data from clinical trials that we may complete are subject to the risks that
one or more of the clinical outcomes may materially change along with patient enrollment
where more patient or participant data become available. Adverse differences between
preliminary or interim data and final data could significantly harm our business prospects.
Further, disclosure of interim data by us or our competitors could result in volatile prices of
our Shares after this [REDACTED].

Moreover, others, including regulatory agencies, may not accept or agree with our
assumptions, estimates, calculations, conclusions or analyses, or may interpret or weigh the
importance of data differently, which could impact the value of our particular program, the
approvability or commercialization of our particular product candidate or product and us in
general.

If clinical trials of our product 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 product candidates.

Before obtaining regulatory approval for the sale of our product candidates, we must
conduct extensive clinical trials to demonstrate the safety and efficacy of our product
candidates on humans. We may experience numerous unexpected events during, or as a result
of, clinical trials that could delay or prevent our ability to receive regulatory approval or
commercialize our product candidates, including: regulators, institutional review boards
(IRBs), or ethics committees may not authorize us or our investigators to commence a clinical
trial or conduct a clinical trial at a prospective trial site; our inability to reach agreements on
acceptable terms with prospective CROs and trial sites, the term of which can be subject to
extensive negotiation and may vary significantly among different CROs and trial sites;
manufacturing issues relating to our third-party CMOs or in the future after we establish our
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own facilities, including problems with manufacturing, supply quality, compliance with current
good manufacturing practice (cGMP), or obtaining from third parties sufficient quantities of a
product candidate for use in a clinical trial; clinical trials of our product candidates may
produce negative or inconclusive results, and additional clinical trials or abandoning product
development programs may be required; the number of patients or participants required for
clinical trials of our product candidates may be larger than we anticipated, enrollment may be
insufficient or slower than we anticipated, or patients or participants may drop out at a higher
rate than we anticipated; our third-party contractors may fail to comply with regulatory
requirements or meet their contractual obligations to us in a timely manner, or at all; we might
have to suspend or terminate clinical trials of our product candidates for various reasons,
including a finding of a lack of clinical response or other unexpected characteristics or a
finding that participants are being exposed to unacceptable health risks; the cost of clinical
trials of our product candidates may be greater than we anticipate; and the supply or quality
of our product candidates, companion diagnostics or other materials necessary to conduct
clinical trials of our product candidates may be insufficient or inadequate.

If we are required to conduct additional clinical trials or other testing of our product
candidates beyond those that we currently contemplate, if we are unable to successfully
complete clinical trials of our product candidates or other testing, or if the results of these trials
or tests are not positive or are only modestly positive or if they raise safety concerns, we may
(i) be delayed in obtaining regulatory approval for our product candidates; (ii) not obtain
regulatory approval at all; (iii) obtain approval for indications that are not as broad as intended;
(iv) have the product removed from the market after obtaining regulatory approval; (v) be
subject to additional post-marketing testing requirements; (vi) be subject to restrictions on how
the product is distributed or used; or (vii) be unable to obtain reimbursement for the use of the
product.

Our product candidates may cause undesirable adverse events or have other properties that
could delay or prevent their regulatory approval, limit their commercial profile or result in
significant negative post-approval consequences.

Undesirable adverse events caused by our product candidates could cause us or regulatory
authorities to interrupt, delay or halt clinical trials and could result in a more restrictive label
or the delay or denial of regulatory approval. Results of our trials could reveal a high and
unacceptable level of severity or prevalence of adverse events. In such event, our trials could
be suspended or terminated and the regulatory authority may order us to cease further
development of, or deny approval of, our product candidates for any or all targeted indications.
For example, undesirable adverse events could be caused by SCB-2019 (CpG 1018/Alum). For
details of the adverse events and side effects of our product pipeline as observed during clinical
trials, please see “Business — Our Product Candidates — Trimer-Tag® Subunit Vaccine
Candidates — SCB-2019 (CpG 1018/Alum).” Adverse reactions could affect patient recruitment
or the ability of enrolled subjects to complete the trial, and could result in potential product
liability claims. Any of these occurrences may harm our reputation, operations, financial
condition and prospects significantly.
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Additionally, if one or more of our product candidates receive regulatory approval, and
we or others later identify undesirable adverse events caused by such products, a number of
potentially significant negative consequences could result, including the following:

. we may suspend the marketing of the product;

. regulatory authorities may withdraw approvals or revoke licenses of the product;

. regulatory authorities may require additional warnings on the label;

. we may be required to develop risk evaluation and mitigation measures for the
product 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, patients or
participants; and

. our reputation may suffer.

Any of these occurrences may prevent us from achieving or maintaining market
acceptance of our particular product candidate, and significantly harm our business, results of
operations and prospects.

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

Clinical testing is expensive and can take many years to complete, while its outcomes are
inherently uncertain. We exclusively focus on developing product candidates with potential to
become transformative biologic therapies and vaccines, but we cannot guarantee that we are
able to achieve this for any of our product candidates. Failure can occur at any time during the
clinical development process. The results of pre-clinical studies and early clinical trials of our
product candidates may not be predictive of the results of later-stage clinical trials, and initial
or interim results of a trial may not be predictive of the final results. Product candidates during
later stages of clinical trials may fail to show the desired outcomes in safety and efficacy
despite of having progressed through early stage clinical trials, and of the level of scientific
rigor in the study, design and adequacy of execution. In some instances, there can be significant
variability in safety and/or efficacy results among different trials of the same product
candidates due to numerous factors, including changes in trial procedures set forth in protocols,
differences in the size and type of the patient populations, this include genetic differences,
patient adherence to the dosing regimen and other trial protocol elements and the rate of
dropout among clinical trial participants.
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In 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. We cannot
assure you that non-head-to-head analyses (e.g., comparisons with competing drugs based on
their publicly available study and trial data) will be predictive of future clinical results. A
number of companies in the biopharmaceutical industry have suffered significant setbacks in
advanced clinical trials due to a lack of efficacy or adverse safety profiles, notwithstanding
promising results in earlier trials. We cannot guarantee that our future clinical trial results will
be favorable based on the current available clinical and pre-clinical data.

We may not be able to identify and discover novel and suitable product candidates.

We may fail to identify and discover novel and suitable product candidates for a number
of reasons. For example, with respect to identifying and discovering new product candidates
for in-house development, our research methodology may not be successful in identifying
potential product candidates; or those we identify may be shown to have harmful side effects
or other characteristics that make them unmarketable or unlikely to receive regulatory
approval. Research programs to pursue the development of our product candidates for
additional indications and to identify new product candidates and disease targets require
substantial technical, financial and human resources regardless if we are ultimately successful.
Our research and development efforts may initially show promise in identifying potential
indications and/or product candidates, yet fail to yield results for clinical development for a
number of reasons, including: (i) potential product candidates may, after further study, be
shown to have harmful adverse effects or other characteristics that indicate they are unlikely
to be effective products; or (ii) it may take greater human and financial resources to identify
additional therapeutic opportunities for our product candidates or to develop suitable potential
product candidates through internal research programs than we will possess, thereby limiting
our ability to diversify and expand our product portfolio.

Accordingly, we cannot assure you that we will ever be able to identify additional
therapeutic opportunities for our product candidates or develop suitable potential product
candidates through internal research programs, any of which could materially and adversely
affect our future growth and prospects. We may focus our efforts and resources on potential
product candidates or other potential programs that ultimately prove to be unsuccessful.

The data and information that we gather in our research and development process could be
inaccurate or incomplete, which could harm our business, reputation, financial condition
and results of operations.

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

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

In addition, we rely on CROs and other third parties to monitor and manage data for some
of our ongoing pre-clinical and clinical programs and control only certain aspects of their
activities. If any of our CROs, our partners or other third parties do not perform to our
standards in terms of data accuracy or completeness, data from those pre-clinical and clinical
trials may be compromised as a result, and our reliance on these parties does not relieve us of
our regulatory responsibilities. For a detailed discussion, see “— Risks Relating to Our Reliance
on Collaborators and Other Third Parties — We engage CROs to conduct certain of our
pre-clinical studies and clinical trials. If these third parties do not successfully carry out their
contractual duties, meet expected deadlines, or comply with regulatory requirements, we may
not be able to obtain regulatory approval for or commercialize our product candidates and our
business could be substantially harmed.”

We may experience significant volatility in the market price of our Shares following
announcements and data releases regarding our ongoing development of SCB-2019 (CpG
1018/Alum).

Pharmaceutical companies that are developing potential therapeutics and vaccines to
combat COVID-19 pandemic, including us, have experienced significant volatility in the price
of the securities upon publication of pre-clinical and clinical data as well as news about the
development programs. Given the attention surrounding the COVID-19 pandemic and the
public scrutiny of COVID-19 development announcement and data releases to date, we expect
that the public announcements intend to make in the coming months regarding our ongoing
development of SCB-2019 (CpG 1018/Alum) will attract significant attention and scrutiny and
that, as a result, the price of our Shares may be particularly volatile during this time.
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Risks Relating to Obtaining Regulatory Approval for Our Product Candidates

The regulatory pathway for COVID-19 vaccines is highly dynamic and continues to evolve
and may result in unexpected or unforeseen challenges.

The speed at which all parties are acting to develop and test many vaccines against the
SARS-CoV-2 virus is unusual, and evolving or changing plans or priorities within the EMA,
the NMPA, the WHO and other regulatory authorities, including changes based on new
knowledge of COVID-19 and how the disease affects the human body, may significantly affect
the regulatory timeline for SCB-2019 (CpG 1018/Alum).

Results from clinical testing may also raise new questions and require us to redesign
proposed clinical trials, including revising proposed endpoints or adding new clinical trial sites
or cohorts of subjects. For example, the EMA mandates any company developing a COVID-19
vaccine to submit application material containing data from various studies, including
pharmaceutical quality studies, non-clinical studies and clinical studies. On each sub-category
of those studies, the EMA imposes stringent yet detailed requirements on COVID-19 vaccine
developers. Similarly, the NMPA and the WHO also prioritize the regulatory administration on
COVID-19 vaccines, while emphasizing on various regulatory requirements on pre-clinical
studies and clinical trials. Although we intend to design any future clinical trials for SCB-2019
(CpG 1018/Alum) in accordance with this guidance, we cannot be certain that, as the
regulatory pathway continues to evolve, we will be able to complete a clinical trial in

accordance with the applicable guidance and regulations then in effect.

A failure to complete a clinical trial in accordance with guidance and regulations then in
effect could impair our ability to obtain approval for SCB-2019 (CpG 1018/Alum), which may
adversely affect our operating results, reputation and ability to raise capital and enter into or
maintain collaborations to advance our other product candidates.

Even if conditional or formal regulatory approval is received for our SCB-2019 (CpG
1018/Alum), the later discovery of previously unknown problems associated with SCB-2019
(CpG 1018/Alum) may result in restrictions or prohibitions, including withdrawal of the
product from the market, and lead to significant liabilities and reputational damage.

Because the path to marketing approval of any vaccine against the SARS-CoV-2 virus is
unclear, we may have a widely used vaccine in circulation in the EU, China or another country
based on conditional approval and prior to our receipt of formal marketing approval.
Unexpected safety issues, including any that we have not yet observed in our Phase 1 and
ongoing Phase 2/3 clinical trials for SCB-2019 (CpG 1018/Alum), could lead to significant
reputational damage for us going forward, as well as other issues, including delays in our other
programs, the need for re-design of our clinical trials and the need for significant additional
financial resources.
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We may also be restricted or prohibited from the marketing and/or manufacturing of our
SCB-2019 (CpG 1018/Alum), even after obtaining condition or formal product approval, if
previously unknown problems with the product or its manufacturing are subsequently
discovered. We cannot assure you that newly discovered or developed safety issues will not
arise following regulatory approval. With the use of any vaccine by a wide patient population,
serious adverse events or adverse events may occur from time to time that did not arise in the
clinical trials of the vaccine or that initially appeared to be unrelated to the vaccine itself and
only with the collection of subsequent information were found to be causally related to the
product. Any such safety issues could cause us to suspend or cease marketing of our approved
products, possibly subject us to substantial liabilities, and adversely affect our ability to
generate revenue and our financial condition.

The regulatory approval processes of the EMA, the NMPA, and WHO and other comparable
regulatory authorities are lengthy, time-consuming and inherently unpredictable. If we are
ultimately unable to obtain regulatory approval for our product candidates, our business will
be substantially harmed.

Our business is substantially dependent on our ability to complete development, obtain
regulatory approval, and successfully commercialize our product candidates in a timely
manner. We cannot commercialize our product candidates without obtaining regulatory
approval to market each product from the EMA, the NMPA, the WHO and other regulatory
agencies. The time required to obtain approval from the these regulatory agencies 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 course of a product candidate’s
clinical development and may vary among jurisdictions. Moreover, changes in regulatory
requirements and guidance during our clinical trials may occur, which 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 product candidates. It is possible that none
of our existing product candidates or any product candidates we may discover, in-license or
acquire and seek to develop in the future will ever obtain regulatory approval, and any such
failure could adversely affect our business, financial condition, results of operations and
prospects.

In particular, our product candidates could fail to receive regulatory approval for many
reasons, including:

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

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

. failure of clinical trial results to meet the level of statistical significance required for
approval;
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. data integrity issues related to our clinical trials;

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

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

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

our clinical trial protocols;

. 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; and

. the supply or quality of our product candidates or other materials necessary to
conduct clinical trials of our product candidates may be insufficient or inadequate.

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

Changes in regulatory requirements and guidance may also occur, and we may need to
amend clinical trial protocols submitted to applicable regulatory authorities to reflect these
changes. Resubmission may increase our costs, be time consuming or even prevent us from
initiating or completing the clinical trial. In addition, changes in government regulations or in
practices relating to the pharmaceutical industry, such as heightened standards imposed due to
regulatory requirements, may increase the difficulty for us to reach such standards, and have
a material adverse impact on our business, financial condition, results of operations, and
prospects.

If we experience delays in the completion of, or the termination of, a clinical trial of any
of our product candidates, the commercial prospects of that product candidate will be harmed,
and our ability to generate product sales revenue from any of those product candidates will be
delayed. In addition, any delays in completing our clinical trials will increase our costs, slow
down our product candidate development and approval process and jeopardize our ability to
commence product sales and generate related revenue for that candidate. Any of such
occurrences may harm our business, financial condition and prospects significantly. In
addition, many of the factors that cause, or lead to, a delay in the commencement or completion
of clinical trials may also ultimately lead to the denial of regulatory approval of our product
candidates.
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We are at risk of governmental actions that are detrimental to our business, such as product
seizure, resumed price controls and additional regulations imposed on our SCB-2019 (CpG
1018/Alum).

During the pandemic period (as declared by the WHO), SCB-2019 (CpG 1018/Alum) will
be purchased by and allocated through the COVAX Facility pursuant to the orders to be
negotiated between us and GAVI, UNICEF, PAHO, or other potential parties. We may also
consider commercializing SCB-2019 (CpG 1018/Alum) post conditional approval via bilateral
supply agreements if COVAX does not exercise its right of first refusal to procure doses.
During the post-pandemic period (as declared by the WHO), we may sell up to 50% of our
production capacity for our COVID-19 vaccine candidate to the COVAX Facility if required,
and we intend to sell the remaining amount through bilateral negotiations and supply
arrangements with global governments. During both the pandemic period and post-pandemic
period, there is a heightened risk that our SCB-2019 (CpG 1018/Alum) may be subject to
adverse governmental actions in certain countries, including product seizures, intellectual
property expropriation, compulsory licenses or other actions. We are likely to face challenges
related to the allocation of supply of SCB-2019 (CpG 1018/Alum), particularly with respect to
geographic distribution. Thus, even if SCB-2019 (CpG 1018/Alum) is conditionally or
formally approved, such governmental actions may limit our ability to recoup our current and
future expenses.

Furthermore, public sentiment regarding commercialization of a COVID-19 vaccine may
limit or negate our ability to generate revenue from sales of SCB-2019 (CpG 1018/Alum),
particularly during the post-pandemic period when we intent to sell certain amount of
SCB-2019 (CpG 1018/Alum) through bilateral negotiations and supply arrangements with
global governments. We are likely to face significant public attention and scrutiny over any
future business models and pricing decisions with respect to SCB-2019 (CpG 1018/Alum). If
we are unable to successfully manage these risks, we could face significant reputational harm,
which could negatively affect the price of our ordinary shares.

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

All jurisdictions in which we intend to conduct our pharmaceutical-industry activities
regulate these activities in great depth and detail. We intend to focus our manufacturing and
earlier-stage development activities in China while pursuing global late-stage and commercial
opportunities, including but not limited to the EU and other jurisdictions. These geopolitical
areas all strictly regulate the pharmaceutical industry, and in doing so they employ broadly
similar regulatory strategies, including regulation of product development and approval,
manufacturing, and marketing, sales and distribution of products. However, there are
differences in the regulatory regimes—some minor, some significant—that make for a more
complex and costly regulatory compliance burden for a company like ours that plans to operate
in each of these regions.
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The process of obtaining regulatory approvals and compliance with appropriate laws and
regulations requires the expenditure of substantial time and financial resources. Failure to
comply with the applicable requirements at any time during the product development process,
approval process, or after approval, may subject an applicant to administrative or judicial
sanctions. These sanctions could include the regulator’s approval, refusal or withdrawal,
license revocation, or total or partial suspension of production or distribution. Failure to
comply with these regulations could have a material adverse effect on our business. Such
suspension can negatively affect our commercial prospects and financial position.

In many countries or regions where a drug is intended to be ultimately sold, such as
China, the U.S. and Europe, the relevant government agencies and industry regulatory bodies
impose high standards on the efficacy of such drug, as well as strict rules, regulations and
industry standards on how we develop such drug. These regulatory authorities may conduct
scheduled or unscheduled periodic inspections of our facilities to monitor our regulatory
compliance. Although we passed all the inspections and obtained clearance in relation to
discovery and development, if applicable, from the regulatory authorities in all material
respects during the Track Record Period; we cannot assure you that we will be able to do so
going forward. Any failure to comply with existing regulations and industry standards could
result in fines or other punitive actions against us, and the disqualification of data for
submission to regulatory authorities, each of which could have a material adverse impact on
our reputation, business, financial condition, results of operations and prospects. In addition,
any action against us for violation of the relevant regulations or industry standards, even if we
successfully defend against it, could cause us to incur significant legal expenses, divert our
management’s attention from the operation of our business, and adversely affect our reputation
and financial results.

Even if we obtain marketing approvals for our product candidates, the terms of approvals
and ongoing regulation of our products may limit how we manufacture and market our
products, and compliance with such requirements may involve substantial resources, which
could materially impair our ability to generate revenue.

Any of our future approved product candidates will be subject to ongoing or additional
regulatory requirements for manufacturing, labeling, packaging, storage, advertising,
promotion, sampling, record-keeping, conduct of post-marketing studies, and submission of
safety, efficacy, and other post-market information, including requirements of regulatory
authorities in China and other countries.

As a general rule, manufacturers and manufacturers’ facilities are required to comply with
extensive rules promulgated by NMPA in China and comparable regulatory authority
requirements in other relevant jurisdictions 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 New
Drug Application (NDA), other marketing application, and previous responses to any
inspection observations if we were to build manufacturing facilities in the future. Accordingly,
we and others with whom we work must continue to expend time, money and effort in all areas
of regulatory compliance, including manufacturing, production and quality control.
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Any approvals that we receive for our product candidates may be subject to limitations
on the approved indicated uses for which the product may be marketed or to the conditions of
approval, which could adversely affect the product’s commercial potential or contain
requirements for potentially costly post-marketing testing and surveillance to monitor the
safety and efficacy of the product candidate. The EMA, the NMPA, the WHO or a comparable
regulatory authority may also require a risk evaluation mitigation strategy program as a
condition of approval of our product candidates or following approval. In addition, if the EMA,
the NMPA, the WHO or a comparable regulatory authority approves our product candidates, we
will have to comply with requirements, including, for example, submissions of safety and other
post-marketing information and reports, registration, as well as continued compliance with
¢GMP and good clinical practice (GCP), for any clinical trials that we conduct post-approval.
The EMA, the NMPA, the WHO and other regulatory authorities strictly regulate the
marketing, labeling, advertising and promotion of products that are placed on the market.

Given the stringent regulatory requirements and active enforcement imposed by the EMA,
the NMPA, the WHO and other regulatory authorities, our abilities on how we manufacture and
market our products may remain limited, as compliance with such requirements likely involves

our substantial resources, which could materially impair our ability to generate revenue.

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

The Guidelines for the R&D and Evaluation of Biosimilar Drugs (for Trial Implementation)
( AW Zamr s B REAE Bl 48 25 R Gil4T)) ) and Technical Guidelines for Similarity
Evaluation and Indication Extrapolation of Biosimilars ( 54U AR (U : T8 A 5 FEAE A1
ez il 287 H]) ) (collectively, the Biosimilar Guidelines), which are the prevailing PRC
regulation on biosimilar evaluation and marketing approval, outline the regulatory framework
for biosimilars, aiming to move toward a clear industry structure for the development of
biosimilars. The Biosimilar Guidelines do not offer an alternative pathway for launching
biosimilar products in China; rather, under Biosimilar Guidelines, biosimilars are essentially
subject to the same approval pathway as novel biologics, only with a different set of data
requirements. Applicants must mark in their IND applications and NDAs that submissions are
intended to be reviewed as biosimilars. In addition, various uncertainties surrounding the
application and interpretation of the Biosimilars Guidelines could adversely affect the
regulatory approval of our existing biosimilar product candidates, including SCB-808, as well
as other biosimilars we may develop in the future. Uncertainties surrounding the approval
pathway for biosimilars in China include:

. the Biosimilar Guidelines serve as a technical guidance only and cannot address
several fundamental issues for the administration of biosimilars in the absence of a
clear legislative authorization, such as interchangeability with reference products,
naming rules and labelling requirements for biosimilars;
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. although the Biosimilar Guidelines adopt a stepwise comparability approach, they
do not contain sufficient details to be regarded as overarching guidelines and it is
also not clear whether the NMPA will take further steps to develop product-specific
guidelines on our biosimilars candidates and guidelines addressing issues such as

immunogenicity assessment;

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

the lengthy review process for innovative biologics; and

. since changes in regulatory requirements and guidance may occur, it is
unpredictable whether the NMPA and other regulatory authorities will issue updated
policies or guidelines on biosimilars to replace or supplement the Biosimilar
Guidelines, or whether such updated policies or guidelines will bring additional
compliance costs or substantial impediments for our biosimilar candidates to obtain

regulatory approvals.

As such, we cannot assure you that our biosimilar candidates will be approved under the
Biosimilar Guidelines or any further updated policies or guidelines in the future, in a timely
manner or at all, and we may not ultimately be able to develop and market any or all of them

successfully.

Risks Relating to Manufacturing and Commercialization of Our Product Candidates

We do not have experience in launching and marketing product candidates. If we are unable
to maintain sufficient distribution, marketing, and sales capabilities, we may not be able to
generate product sales revenues.

We have yet to demonstrate our capabilities in launching and commercializing any of our
product candidates. In a short term, during the pandemic period (as declared by the WHO), our
COVID-19 vaccine candidate will be subject to the right of first refusal of and will be
purchased by and allocated through the COVAX Facility pursuant to the orders to be negotiated
between us and GAVI, UNICEF, PAHO, or other potential parties. In the long term, if we intend
to distribute our products worldwide after the COVID-19 pandemic, we are supposed to
develop and expand our in-house marketing organization and sales force, which will require
significant expenditures, management resources and time. We will therefore have to compete
with other biopharmaceutical companies to recruit, hire, train and retain marketing and sales
personnel. As a result, our ability to successfully commercialize our product candidates may
involve more inherent risk, take longer, and cost more than it would if we were a company with
experience launching and marketing product candidates.
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If we are unable or decide not to establish internal sales, marketing and commercial
distribution capabilities for any or all of the products we develop, we will likely pursue
collaborative arrangements regarding the sales and marketing of our products. However, we
cannot assure you that we will be able to establish or maintain such collaborative arrangements,
or, if we are able to do so, that they will have effective sales forces. Any revenue we receive
will depend on the efforts of such third parties, which may not be successful. We may have
little or no control over the marketing and sales efforts of such third parties, and our revenue
from product sales may be lower than if we had commercialized our product candidates
ourselves. We will also face competition in our search for third parties to assist us with the
sales and marketing efforts of our product candidates. In addition, we cannot assure you that
we will be able to maintain marketing and sales capabilities sufficient to support our future
approved products. As a result, we may not be able to generate product sales revenue.

We may be unable to produce a successful COVID-19 vaccine and generate demand for our
vaccine or before the COVID-19 outbreak is effectively contained or the risk of coronavirus
infection is significantly diminished. Even if we are successful in producing a vaccine
against COVID-19, we may need to devote significant resources to its scale-up and
development.

Concurrently, a large number of vaccine manufacturers, academic institutions and other
organizations are in the process of developing COVID-19 vaccine candidates. Our competitors
pursuing vaccine candidates may have greater financial, development, manufacturing and
marketing resources than we do. Larger pharmaceutical and biotechnology companies have
extensive experience in clinical testing and obtaining regulatory approval for their products,
and may have the resources to heavily invest to accelerate discovery and development of their
vaccine candidates.

Our efforts to develop SCB-2019 (CpG 1018/Alum) for regulatory approval and
commercialization or generate demand may fail if competitors develop and commercialize one
or more COVID-19 vaccines before we are able to do so, or if they develop and commercialize
one or more COVID-19 vaccines that are safer, more effective, produce longer immunity
against COVID-19, require fewer administrations, have fewer or less severe side effects, have
broader market acceptance, and are more convenient or are less expensive than any vaccine
candidate that we may develop.

While we believe that our research, development and collaboration could result in an
effective COVID-19 vaccine, clinical trials involve a lengthy and expensive process with an
uncertain outcome. Given the severity and urgency of the COVID-19 pandemic, we have
committed significant capital and resources to fund and supply the development of SCB-2019
(CpG 1018/Alum) and second generation COVID-19 vaccine candidates. However, the
development of SCB-2019 (CpG 1018/Alum) will require us to expend financial and other
resources, increase (spending or number of personnel), personnel and other resources and may
cause delays in or otherwise negatively impact our other development programs, despite
uncertainties surrounding the longevity and extent of COVID-19 as a global health concern.
Furthermore, our business could be negatively impacted by our allocation of significant
resources to a global health threat that is unpredictable and could rapidly dissipate or against
which our vaccine, if developed, may not be partially or fully effective.
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If any clinical trials for our SCB-2019 (CpG 1018/Alum) are perceived to be successful,
we may need to work toward the large-scale development and manufacturing scale-up of this
vaccine candidate. We may also need to utilize our in-house facilities to rapidly manufacture
SCB-2019 (CpG 1018/Alum) in the volumes necessary to support large-scale clinical trials or
commercial sales. If we are unable to conduct production and manufacturing activities or if our
vaccine requires more doses to achieve sufficient efficacy than we expect, we may not
complete our product development or commercialization efforts in a timely manner. In
addition, during a global health crisis, such as the COVID-19 pandemic, where the spread of
a disease needs to be controlled, closed or heavily regulated national borders will create
challenges and potential delays in our development and production activities and may
necessitate that we pursue strategies to develop and produce our vaccine candidates at
potentially much greater expense and with longer timeframes for public distribution.

The manufacture of biologics is a complex process which requires significant expertise and
capital investment, and if we encounter problems in manufacturing our future products, our
business could suffer.

We have limited experience in managing the manufacturing process of biologics. The
manufacturing of biologics is a complex process, in part due to strict regulatory requirements.

As of the Latest Practicable Date, we have an in-house commercialization-ready biologics
manufacturing plant in Changxing, Zhejiang province, China (the “Changxing facility”’) which
was designed to adhere to the cGMP standards of the U.S., EU, and China. While our facilities
have went through and passed the EU QP inspection by the qualified auditor, future problems
may arise for a variety of reasons, including equipment malfunction, failure to follow the EU,
China or the U.S. protocols and procedures, problems with raw materials, delays related to the
reconfiguration and/or expansion of the Changxing facility, including changes in
manufacturing production sites and limits to manufacturing capacity due to regulatory
requirements, physical limitations that could inhibit continuous supply, human-made or natural
disaster, and environment factors.

If any problems arise during our production of a certain batch of product, that batch of
product may have to be discarded, for which we may experience product shortage or incur
increased expenses. Such incident could, among other things, lead to increase of our costs,
decline in revenue, damage to customer relations, increase of time and expenses spent on
investigating the causes, and dependent on the causes, similar losses associate with other
batches or products. If any of those problems was not discovered prior to the product’s release
to the market, we might also incur costs related to product recall or product liability disputes

and our business prospects may be seriously harmed.
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Reductions in available raw materials or product components, or increases in costs of our
raw materials or product components, could have a negative impact on our business,
financial condition and operations outcome.

Certain raw materials and product components necessary for the development and
formulation of our product candidates are provided by single-source, unaffiliated third-party
suppliers, some of which are the proprietary products of these unaffiliated third-party
suppliers, including the CpG 1018 adjuvant provided by Dynavax. If those third-party suppliers
were to cease or interrupt production or otherwise fail to adequately supply the materials or
products to us for any reason, including regulatory requirements or actions, adverse financial
developments of the suppliers, limitation on production capacity, unexpected demand, and/or
labor shortages or disputes. Furthermore, we may not be able to identify suitable replacement
for these materials and devices in a reasonable time or on reasonable terms or at all if such
supply was subsequently found to not be in compliance with our quality standards or resulted
in quality failures or product contamination and/or recall when used to manufacture, formulate,
fill or finish our products. Such events could adversely affect our ability to satisfy demand for
our products, which could materially and adversely affect our product sales and operating
results.

To avoid overreliance on any particular supplier of raw materials or devices, we typically
maintain supply arrangements with a number of suppliers for the principal raw materials.
However, given the potentially lengthy procedures to replace or engage a new supplier and
other factors such as shortfall of market supply, in the event that any of such supply
arrangements is terminated or the ability of our suppliers to perform their underlying
obligations is materially and adversely affected, we cannot assure you that we would be able
to obtain sufficient raw materials or at a commercially reasonable price or quality or at all,
without any interruption or undue burden. Had any interruption of raw material supply
occurred, our production volume, product quality and profit margins might be adversely
affected.

In addition, raw materials used in our production may be subject to price volatility caused
by external conditions, such as market supply and demand, fluctuations in transportation costs,
changes in governmental policies, and natural disasters. We cannot assure you that our raw
material cost will not increase significantly in the future, or that we could pass any increased
raw material costs around to our customers. As a result, any significant price increase of or
reductions in the availability of our raw materials may have an adverse effect on our
profitability and results of operations.
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Our future approved product candidates may fail to achieve the degree of market acceptance
by global health organizations, governments, physicians, patients, third-party payers and
others in the medical community necessary for commercial success.

Even if one of our product candidates receive approvals from the EMA, the NMPA, the
WHO or other regulatory agencies, the commercial success of any of our current or future
product candidates might be lower than expected and will depend significantly on the broad
procurement, adoption and use of the resulting product by global health organizations,
governments, physicians and patients for approved indications. For a variety of reasons,
including among other things, competitive factors, pricing or physician preference,
reimbursement by insurers, the degree and rate of physician and patient adoption of our current
or future product candidates, if approved, will depend on a number of factors, including:

. the clinical indications for which the product is approved and patient demand for

approved products that treat those indications;

. the safety and efficacy of our product as compared to other available therapies;

. the time required for manufacture and the timing of market introduction of our
product candidate as well as competitive products;

. the availability of coverage and adequate reimbursement from managed care plans,
private insurers, government payors and other third-party payors for any of our
product candidates that may be approved;

. acceptance by physicians, operators of hospitals and clinics and patients of the
product as a safe and effective treatment;

. physician and patient willingness to adopt a new therapy over other available
therapies for a particular indication;

. proper training and administration of our product candidates by physicians and
medical staff;

. patient satisfaction with the results and administration of our product candidates and
overall treatment experience, including, for example, the convenience of any dosing

regimen;

. the cost of treatment with our product candidates in relation to alternative treatments
and reimbursement levels, if any, and willingness to pay for the product, if
approved, on the part of insurance companies and other third-party payers,

physicians and patients;

. the prevalence and severity of side effects;
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. limitations or warnings contained in the approved labeling for our products;

. the willingness of physicians, operators of hospitals and clinics and patients to
utilize or adopt our products as a solution;

. the effectiveness of our sales, marketing and distribution efforts;

. adverse publicity about our products or favorable publicity about competitive
products; and

. potential product liability claims.

We cannot assure you that our current or future product candidates, if approved, will
achieve broad market acceptance among physicians and patients. Any failure by our product
candidates that obtain regulatory approval to achieve market acceptance or commercial success
would adversely affect our results of operations.

Even if we are able to commercialize any approved product candidates, the products may
become subject to national or other third-party reimbursement practices or unfavorable
pricing regulations, which could harm our business.

The regulations that govern regulatory approvals, pricing and reimbursement for new
therapeutic products vary widely from country to country. Some countries require approval of
the sale price of a drug before it can be marketed. In many countries, the pricing review period
begins after marketing or licensing approval is granted. In some non-U.S. markets, prescription
pharmaceutical pricing remains subject to continuing governmental control even after initial
approval is granted. As a result, we might obtain regulatory approval for a product in a
particular country, but then be subject to price regulations that delay our commercial launch of
the product and negatively impact the revenues we are able to generate from the sale of the
product in that country. Adverse pricing limitations may hinder our ability to recoup our
investment in one or more product candidates, even if our product candidates obtain regulatory
approval. For example, according to a statement, Opinions of the State Council on Reforming
the Review and Approval System for Pharmaceutical Products and Medical Devices ( {[BI# Bz
B A i ) B R L R L R R ), issued by the PRC State Council in August
2015, the enterprises applying for new drug approval will be required to undertake that the
selling price of a new drug in the PRC market shall not be higher than the comparable market

prices of the product in its country of origin or PRC’s neighboring markets, as applicable.

Our ability to commercialize any products successfully also will depend in part on the
extent to which reimbursement for these products and related treatments will be available from
government health administration authorities, private health insurers and other organizations.
Government authorities and third-party payors, such as private health insurers and health
maintenance organizations, decide which medications they will pay for and establish
reimbursement levels. A primary trend in the global healthcare industry is cost containment.

Government authorities and these third-party payors have attempted to control costs by
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limiting coverage and the amount of reimbursement for particular medications. 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 be sure
that reimbursement will be available for any product that we commercialize and, if
reimbursement is available, what the level of reimbursement will be. Reimbursement may
impact the demand for, or the price of, any product for which we obtain regulatory approval.
Obtaining reimbursement for our products may be particularly difficult because of the higher
prices often associated with products 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 product candidate that we successfully develop.

There may be significant delays in obtaining reimbursement for approved product
candidates, and coverage may be more limited than the purposes for which the product
candidates are approved by the EMA, the NMPA, the WHO or other comparable regulatory
authorities. Moreover, eligibility for reimbursement does not imply that any drug will be paid
for in all cases or at a rate that covers our costs, including research, development, manufacture,
sale and distribution. Interim payments for new products, if applicable, may also not be
sufficient to cover our costs and may not be made permanent. Payment rates may vary
according to the use of the product and the clinical setting in which it is used, may be based
on payments allowed for lower cost products that are already reimbursed, and may be
incorporated into existing payments for other services. Net prices for products 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 products from
countries where they may be sold at lower prices compared to the others. Our inability to
promptly obtain coverage and profitable payment rates from both government-funded and
private payors for any future approved product candidates and any new products that we
develop could have a material adverse effect on our business, our operating results, and our
overall financial condition.

Our products, like any other biologic product, may involve risks of contamination.

Production of biologics usually requires cultivation steps, including growth of the
appropriate organism and the use of substances of animal origin, which makes it easy to be
exposed to a contaminant and thus amplifying the impact of contamination caused. In addition,
manufacturing operations based on the sharing of equipment and facilities is common, other
activities such as diagnosis and research frequently linked to which may increase chances of
cross-contamination.

Contamination of our future biologic products could cause customers or other third
parties with whom we conduct business to lose confidence in the reliability of our
manufacturing procedures, which could in turn adversely affect our sales and profits. In
addition, contaminated products that are unknowingly distributed could result in harm on
vaccinators, threaten the reputation of our products and expose us to product liability claims,
criminal charges and administrative sanctions.

—93 _



THIS DOCUMENT IS IN DRAFT FORM, INCOMPLETE AND SUBJECT TO CHANGE AND THAT THE INFORMATION MUST
BE READ IN CONJUNCTION WITH THE SECTION HEADED “WARNING” ON THE COVER OF THIS DOCUMENT.

RISK FACTORS

Undetected errors or defects in our production could harm our reputation or expose us to

product liability claims.

We face an inherent risk of product liability caused by undetected errors or defects of our
products after their approvals for marketing. Any such product liability claims may include
allegations of defects in manufacturing, defects in design, improper, insufficient or improper
labelling of products, insufficient or misleading disclosures of side effects or dangers inherent
in the product, negligence, strict liability and a breach of warranties. If we cannot successfully
defend ourselves against product liability claims, we may incur substantial liabilities or be
required to limit commercialization of our product candidates. Even successful defense would
require significant financial and management resources. There is also risk that third parties we
have agreed to indemnify could incur liability. Regardless of the merits or eventual outcome,
liability claims may result in:

. decreased demand for our product candidates or any resulting products;

. damage to our reputation;

. withdrawal of clinical trial participants;

. costs to defend the related litigation;

o a diversion of management’s time and our resources;

. substantial monetary awards to trial subjects;

. product recalls, withdrawals or labeling, marketing or promotional restrictions;

. loss of revenue;

. the inability to commercialize our product candidates; and

. a decline in our Share price.

If we are unable to defend ourselves against such claims in the PRC or other jurisdictions
which we operate in, among other things, we may be subject to civil liability for adverse events
or other losses caused by our products and to criminal liability and the revocation of our
business licenses if our products are found to be defective. In addition, we may be required to
recall the relevant products, suspend sales or cease sales. Even if we are able to successfully

defend ourselves against any such product liability claims, doing so may require significant
financial resources and the time and attention of our management.
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Existing PRC laws and administrative regulations require us to maintain liability
insurance to cover product liability claims on clinical trials. Any product liability insurance for
clinical trials, when obtained, may be prohibitively expensive, or may not fully cover our
potential liabilities. Our inability to obtain and retain sufficient product liability insurance at
an acceptable cost to protect against potential product liability claims could prevent or inhibit
the commercialization of product candidates we develop. Although we maintain such
insurance, any claim that may be brought against us could result in a court judgment or
settlement in an amount that is not covered, in whole or in part, by our insurance or that is in
excess of the limits of our insurance coverage. Our insurance policies also have various
exclusions, and we may be subject to a product liability claim for which we have no coverage.
We will have to pay any amounts awarded by a court or negotiated in a settlement that exceed
our coverage limitations or that are not covered by our insurance, and we may not have, or be
able to obtain, sufficient capital to pay such amounts.

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

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

Risks Relating to Our Intellectual Property Rights

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

affected.

Our success depends in large part on our ability to protect our proprietary Trimer-Tag®
technology platform, and product candidates from competition by obtaining, maintaining,
defending and enforcing our intellectual property rights, including patent rights. As of the
Latest Practicable Date, our owned patent portfolio consists of one issued U.S. patent, and 15
patent applications, including 12 PCT patent applications, one PRC patent application, and two
U.S. patent applications. For further information on our patent portfolio, see “Business —
Intellectual Property.”
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We seek to protect the product candidates and technology that we consider commercially
important by filing patent applications in China, the U.S. and other countries, relying on trade
secrets or pharmaceutical regulatory protection or employing a combination of these methods.
If we are unable to obtain or maintain patent protection with respect to our product candidates
and technologies, our business, financial condition, results of operations and prospects could
be materially harmed.

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

competitors.

The patent prosecution process is expensive, time-consuming and complex, and we may
not be able to file, prosecute, maintain, enforce or license all necessary or desirable patent
applications at a reasonable cost or in a timely manner in all desirable territories. As a result,
we may not be able to prevent competitors from developing and commercializing competitive
products in all such fields and territories. Patents may be invalidated and patent applications
may not be granted for a number of reasons, including known or unknown prior art,
deficiencies in the patent application, or the lack of novelty of the underlying invention or
technology.

It is also possible that we will fail to identify patentable aspects of our research and
development output in time to obtain patent protection. Although we enter into non-disclosure
and confidentiality agreements with parties who have access to confidential or patentable
aspects of our research and development output, such as our employees, corporate
collaborators, outside scientific collaborators, consultants, advisors and other third parties, any
of these parties may breach such agreements and disclose such output before a patent
application is filed, thereby jeopardizing our ability to obtain patent protection. In addition,
publications of discoveries in the scientific literature often lag behind the actual discoveries,
and patent applications in the U.S. and other jurisdictions are typically not published until 18
months after filing, or in some cases, not at all. Therefore, we cannot be certain that we were
the first to make the inventions claimed in our patents or pending patent applications, or that
we were the first to file for patent protection of such inventions. Furthermore, China and,
recently, the U.S. have adopted the “first-to-file” system under which whoever first files a
patent application will be awarded the patent if all other patentability requirements are met and
no objection are raised by other parties. Under the first-to-file system, third parties may be
granted a patent relating to a technology which we invented.
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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 China National Intellectual Property Administration, or CNIPA, for
confidentiality examination. Otherwise, if an application is later filed in China, the patent right
will not be granted.

The coverage claimed in a patent application can be significantly reduced before the
patent is issued, and its scope can be reinterpreted after issuance. Even if patent applications
we own currently or in the future issue as patents, they may not issue in a form that will provide
us with any meaningful protection, prevent competitors or other third parties from competing
with us, or otherwise provide us with any competitive advantage. Any patents that we hold may
be challenged, narrowed, circumvented, or invalidated by third parties. In addition, the patent
position of pharmaceutical companies generally is highly uncertain, involves complex legal
and factual questions, and has been the subject of much litigation in recent years. As a result,
the issuance, scope, validity, enforceability and commercial value of our patent rights are
highly uncertain.

The issuance of a patent is not conclusive as to its inventorship, scope, validity or
enforceability, and our patent rights may be challenged in the courts or patent offices in China,
the U.S. and other countries. We may be subject to a third-party pre-issuance submission of
prior art to the patent office in a jurisdiction, or become involved in opposition, derivation,
revocation, re-examination, post-grant review, inter partes review, or interference proceedings
or similar proceedings in foreign jurisdictions challenging our patent rights or the patent rights
of others. An adverse determination in any such submission, proceeding or litigation could
reduce the scope of, or invalidate, our patent rights, allow third parties to commercialize our
technology or product candidates, and compete directly with us without payment to us, or result
in our inability to manufacture or commercialize product candidates without infringing,
misappropriating or otherwise violating third-party patent rights. Moreover, we may have to
participate in interference proceedings declared by the patent office of a jurisdiction to
determine priority of invention or in post-grant challenge proceedings, such as oppositions in
a foreign patent office, that challenge the priority of our invention or other features of
patentability of our patents and patent applications. Such challenges may result in loss of
patent rights, loss of exclusivity or in patent claims being narrowed, invalidated or held
unenforceable, which could limit our ability to stop others from using or commercializing
similar or identical technology and products, or limit the duration of the patent protection of
our technology and product candidates. Such proceedings also may result in substantial costs
and require significant time from our scientists and management, even if the eventual outcome
is favorable to us. Consequently, we do not know whether any of our technology or product
candidates will be protectable or remain protected by valid and enforceable patents. Our
competitors or other third parties may be able to circumvent our patents by developing similar
or alternative technologies or products in a non-infringing manner.

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
product candidate, it may face competition from generic or biosimilar medications once the
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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. Our issued patents for our product
candidates are expected to expire on various dates as described in “Business — Intellectual
Property” of this document. Upon the expiration of these patents, we will not be able to assert
such patent rights against potential competitors and our business and results of operations may
be adversely affected.

Given the amount of time required for the development, testing and regulatory review of
new product candidates, patents protecting such product candidates might expire before or
shortly after such candidates are commercialized. As a result, our patents and patent
applications may not provide us with sufficient rights to exclude others from commercializing
products similar or identical to ours, which could have a material adverse effect on our
competitive position, business, financial conditions, results of operations and prospects.
Additionally, patent rights we own currently or in the future or may license in the future may
be subject to a reservation of rights by one or more third parties.

Our rights to develop and commercialize our Trimer-Tag® pipeline products are subject, in
part, to the terms and conditions of licenses granted to us by our licensor GenHunter.

We rely on the global exclusive license to certain patent rights and other intellectual
property from GenHunter that are important or necessary to the development, manufacture or
commercialization of our Trimer-Tag® pipeline products. For details of arrangements with
Genhunter, please refer to “Business — Licensing and Collaboration Arrangements — License
Agreement with GenHunter.” We may not have the right to control the preparation, filing,
prosecution, maintenance, enforcement or defense of patents and patent applications covering
the Trimer-Tag® pipeline products. Therefore, 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 licensor GenHunter fail to
prosecute, maintain, enforce or 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 Trimer-Tag® products that are subject of such licensed
rights could be adversely affected.

In spite of our best efforts, our licensor GenHunter 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 Trimer-Tag® products
covered by the license agreement between GenHunter and us. If GenHunter goes bankrupt,
some or all of our exclusive rights under the License Agreement may be rejected during the
bankruptcy proceeding. As such, competitors would have the freedom to seek regulatory
approval of, and to market, products identical to ours. Any of these events could have a
material adverse effect on our competitive position, business, financial conditions, results of
operations and prospects.
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If we are sued for infringing, misappropriating or otherwise violating intellectual property
rights of third parties or engaging in unfair competition, such litigation could be costly and
time-consuming and could prevent or delay us from developing or commercializing our
product candidates.

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

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

exXpenses on us.

Even if we believe third-party intellectual property claims are without merit, we cannot
assure you that a court would find in our favor on questions of infringement, validity,
enforceability or priority, and it could materially and adversely affect our ability to develop and
commercialize any of our product candidates and any other product candidates covered by the
asserted third-party patents. The burden of successfully challenging a third-party claim may be
high and require us to present clear and convincing evidence as to the invalidity of any such
claim, there is no assurance that a court of competent jurisdiction would invalidate any such
third-party claim.

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

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

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

Periodic maintenance fees, renewal fees, annuity fees and various other governmental
fees on patents and patent applications are due to be paid to the China National Intellectual
Property Administration, or CNIPA, United States Patent and Trademark Office, or USPTO and
other patent agencies in several stages over the lifetime of a patent. The CNIPA, USPTO and
various non-U.S. governmental patent agencies require compliance with a number of
procedural, documentary, fee payment and other similar provisions during the patent
application process. Although an inadvertent lapse can in many cases be cured by payment of
a late fee or by other means in accordance with the applicable rules, there are situations in
which non-compliance can result in abandonment 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 litigation may lead to unfavorable publicity which may harm our
reputation and result in additional expense and distraction of our personnel. This may
further cause the market price of our Shares to decline.

During the course of any 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 product candidates, future drugs and vaccines, 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 product candidates, which
could have a material adverse effect on our business.

In addition, any future intellectual property litigation, interference or other administrative
proceedings will result in additional expense and distraction of our personnel. An adverse
outcome in such litigation or proceedings may expose us or any future strategic partners to loss
of our proprietary position, expose us to significant liabilities, or require us to seek licenses
that may not be available on commercially acceptable terms, if at all, each of which could have
a material adverse effect on our business.

Changes in patent laws could diminish the value of patents in general, thereby impairing our
ability to protect our product candidates.

Newly enacted patent laws can change the procedures through which patents may be
obtained and by which the validity of patents may be challenged. These changes 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, the PRC Patent Law ( {(HHEANRILFBEIHEFEL) ) was
revised and released on October 17, 2020 and will come into effective from June 1, 2021, or
the 2021 Patent Law, has introduced patent extensions to eligible innovative drug patents. The
2021 Patent Law may enable the patent owner to submit applications for a patent term
extension. The length of any such extension is uncertain while such extension shall not exceed
five years, and the total validity period of patent rights shall not exceed 14 years after the drug
obtained market license. 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
in turn render our products non-competitive. We cannot guarantee that any other changes to
PRC intellectual property laws would not have a negative impact on our intellectual property
protection.
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The absence of patent linkage, patent term extensions and data and market exclusivity for
NMPA-approved pharmaceutical products could increase the risk of early generic
competition with our products in China.

In the U.S., the Federal Food, Drug and Cosmetic Act, the FDCA, as amended by the law
generally referred to as “Hatch-Waxman,” provides the opportunity for patent term restoration
that provides a patent term extension of up to five years to reflect patent time period lost during
certain portions of product development and the FDA regulatory review process. Hatch-
Waxman also has a process for patent linkage, pursuant to which the FDA will stay approval
of certain follow-on applications for a period of up to 30 months if, within 45 days of receiving
notice of a follow-on application, we file a patent infringement suit against such applicant.
Finally, Hatch-Waxman provides for statutory exclusivities that can prevent submission or
approval of certain follow-on marketing applications. For example, federal law provides a
five-year period of exclusivity within the U.S. to the first applicant to obtain approval of a new
chemical entity (as defined by the FDCA) and three years of exclusivity protecting certain
innovations to previously approved active ingredients where the applicant was required to
conduct new clinical investigations to obtain approval for the modification. Similarly, the
United States Orphan Drug Act provides seven years of market exclusivity for certain drugs to
treat rare diseases, where the FDA designates the product candidate as an orphan drug and the
drug is approved for the designated orphan indication. These provisions, designed to promote
innovation, can prevent competing products from entering the market for a certain period of
time after the FDA grants marketing approval for the innovative product.

Dependent upon the timing, duration and specifics of any FDA marketing approval
process for any product candidates we may develop, one or more of our U.S. patents may be
eligible for limited patent term extension under Hatch-Waxman. Hatch-Waxman permits a
patent extension term of up to five years as compensation for patent time period lost during
clinical trials and the FDA regulatory review process. A patent term extension cannot extend
the remaining term of a patent beyond a total of 14 years from the date of drug approval; only
one patent may be extended and only those claims covering the approved drug, a method for
using it, or a method for manufacturing it may be extended. However, we may not be granted
an extension because of, for example, failing to exercise due diligence during the testing phase
or regulatory review process, failing to apply within applicable deadlines, failing to apply prior
to expiration of relevant patents, or otherwise failing to satisfy applicable requirements.
Moreover, the applicable time period or the scope of patent protection afforded could be less
than we request. In China, however, there is no currently effective law or regulation providing
patent term extension, patent linkage, or data exclusivity (referred to as regulatory data
protection). Therefore, a lower-cost generic drug can emerge onto the market much more
quickly. Chinese regulators have set forth a framework for integrating patent linkage and data
exclusivity into the Chinese regulatory regime, as well as for establishing a pilot program for
patent term extension. To be implemented, this framework will require adoption of laws or
regulations. To date, no laws or regulations have been issued except for the coming 2021 Patent
Law. These factors result in weaker protection for us against generic competition in China than
could be available to us in the U.S. For instance, the patents we have in China are not yet
eligible to be extended for patent term lost during clinical trials and the regulatory review
process.
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If we are unable to obtain patent term extension, or the term of any such extension is less
than we request, 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.

Our intellectual property may be subject to further priority disputes or to ownership disputes
and similar proceedings. Should we be unsuccessful in any of these proceedings, we might
be required to obtain licenses from third parties, in terms not necessarily commercially
reasonable to us, or to cease the development, manufacturing and commercialization of one
or more of our product candidates, which could have a material adverse impact on our
business.

We or our licensors may be subject to claims that former employees, collaborators or
other third parties have an interest in our owned or in-licensed patents or other intellectual
property as an inventor or co-inventor. If we or our licensors are unsuccessful in any
interference proceedings or other priority or validity disputes (including any patent
oppositions) to which we or they are subject, we may lose valuable intellectual property rights
through the loss of one or more patents owned or licensed or our owned or licensed patent
claims may be narrowed, invalidated, or held unenforceable. In addition, if we or our licensors
are unsuccessful in any inventorship disputes to which we or they are subject, we may lose
valuable intellectual property rights, such as exclusive ownership of, or the exclusive right to
use, our owned or in-licensed patents. If we or our licensors are unsuccessful in any
interference proceeding or other priority or inventorship dispute, we may be required to obtain
and maintain licenses from third parties, including parties involved in any such interference
proceedings or other priority or inventorship disputes. Such licenses may not be available on
commercially reasonable terms or at all, or may be non-exclusive. If we are unable to obtain
and maintain such licenses, we may need to modify or cease the development, manufacture and
commercialization of one or more of our product candidates. The loss of exclusivity or the
narrowing of our owned and licensed patent claims could limit our ability to stop others from
using or commercializing similar or identical drug products.

Any of the foregoing could result in a material adverse effect on our business, financial
condition, results of operations, or prospects. Even if we are successful in an interference
proceeding or other similar priority or inventorship disputes, it could result in substantial costs
and be a distraction to our management and other employees.

Issued patents covering one or more of our product candidates could be found invalid or
unenforceable if challenged in court.

Despite measures we take to obtain and maintain patent and other intellectual property
rights with respect to our product candidates, our intellectual property rights 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 product candidates, the defendant could
counterclaim that our patent is invalid and/or unenforceable. Grounds for a validity challenge
could be an alleged failure to meet any of several statutory requirements, for example, lack of
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novelty, obviousness or non-enablement. Grounds for an unenforceability assertion could be an
allegation that someone connected with prosecution of the patent withheld relevant information
from the USPTO, the CNIPA of China, or the applicable foreign counterpart, or made a
misleading statement, during prosecution.

Although we believe that we have conducted our patent prosecution in accordance with
a 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 product candidate. 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.
Even if we establish infringement, the court may decide not to grant an injunction against
further infringing activity and instead award only monetary damages, which may not be an
adequate remedy. In addition, if the breadth or strength of protection provided by our patents
is threatened, it could dissuade companies from collaborating with us to license, develop, or
commercialize our current or future product candidates. Any loss of patent protection could

have a material adverse impact on one or more of our product candidates and our business.

Enforcing our intellectual property rights against third parties may also cause such third
parties to file other counterclaims against us, which could be costly to defend and could require
us to pay substantial damages, cease the sale of certain drugs or enter into a license agreement

and pay royalties (which may not be possible on commercially reasonable terms or at all).

If we are unable to protect the confidentiality of our trade secrets, our business and
competitive position would be harmed. We may be subject to claims that our employees,
consultants or advisors have wrongfully used or disclosed alleged trade secrets of their
former employers or claims asserting ownership of what we regard as our own intellectual

property.

In addition to our patents, 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 product candidates. We seek to protect this trade secret
and confidential information, in part, by entering into non-disclosure and confidentiality
agreements with parties that have access to them, such as our employees, corporate
collaborators, outside scientific collaborators, sponsored researchers, contract manufacturers,
consultants, advisors and other third parties. We also enter into confidentiality and invention
or patent assignment agreements with our employees and consultants. However, any of these
parties may breach such agreements and disclose our proprietary information, and we may not
be able to obtain adequate remedies for such breaches. Enforcing a claim that a party illegally
disclosed or misappropriated a trade secret can be difficult, expensive and time-consuming, and
the outcome is unpredictable. If any of our trade secrets were to be lawfully obtained or
independently developed by a competitor or other third party, we would have no right to
prevent them from using that technology or information to compete with us and our
competitive position would be harmed.
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Furthermore, many of our employees, consultants and advisors, including our senior
management, were previously employed at other pharmaceutical or biotechnology companies,
including our competitors or potential competitors. Some of these employees, consultants and
advisors, including each member of our senior management, executed proprietary rights,
non-disclosure and non-competition agreements in connection with such previous employment.
Although we try to ensure that our employees do not use the proprietary information or
know-how of others in their work for us, we may be subject to claims that we or these
employees have used or disclosed intellectual property, including trade secrets or other
proprietary information, of any such individual’s former employer. We are not aware of any
threatened or pending claims related to these matters or concerning the agreements with our
senior management or general management, but there is no assurance that we will not be
subject to such claims or involved in litigations to defend against such claims in the future. If
we fail in defending any such claims, in addition to paying monetary damages, we may lose
valuable intellectual property rights or personnel. Even if we are successful in defending
against such claims, litigation could result in substantial costs and be a distraction to our
management.

In addition, while we typically require our employees, consultants and contractors who
may be involved in the development of intellectual property to execute agreements assigning
such intellectual property to us, we may be unsuccessful in executing such an agreement with
each party who in fact develops intellectual property that we regard as our own. Further, the
assignment of intellectual property rights may not be self-executing, or the assignment
agreements may be breached, each of which may result in claims by or against us related to the
ownership of such intellectual property. If we fail in prosecuting or defending any such claims,
in addition to paying monetary damages, we may lose valuable intellectual property rights.
Even if we are successful in prosecuting or defending against such claims, litigation could
result in substantial costs and be a distraction to our management and scientific personnel and
could have a material adverse effect on our 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.

Our programs involve additional product candidates that require the use of proprietary
rights held by third parties, and we have obtained and may need to further acquire and maintain
licenses or other rights to use these proprietary rights. However, 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
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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, we may have
to abandon development of the relevant program or product candidates, which could have a
material adverse effect on our business, financial condition, results of operations and prospects
for growth.

Intellectual property rights do not necessarily address all potential threats.

The degree of future protection afforded by our intellectual property rights is uncertain
because intellectual property rights have limitations, and may not adequately protect our
business or permit us to maintain our competitive advantage. For example:

. others may be able to make products that are similar to any product candidates we
may develop or utilize similar technology that are not covered by the claims of the
patents that we own or license now or in the future;

. we or any future collaborators might not have been the first to make the inventions
covered by the issued patent or pending patent application that we own or may

license in the future;

. we or any future collaborators might not have been the first to file patent
applications covering certain of our or their inventions;

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

. it is possible that our pending patent applications will not lead to issued patents;

. patents that may be issued from our pending patent applications may be held invalid
or unenforceable, including as a result of legal challenges by our competitors;

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

. we may not develop additional proprietary technologies that are patentable;

. the patents of others may harm our business; and

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

Any of the aforementioned events could have a material adverse effect on our business,
financial condition, results of operations and prospects.
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Risks Relating to Our Reliance on Collaborators and Other Third Parties

We engage CROs to conduct certain of our pre-clinical studies and clinical trials. If these
third parties do not successfully carry out their contractual duties, meet expected deadlines,
or comply with regulatory requirements, we may not be able to obtain regulatory approval
for or commercialize our product candidates and our business could be substantially
harmed.

We engage CROs, hospitals and clinics to monitor, support, conduct pre-clinical studies
and/or clinical trials of our product candidates. Our arrangements with collaborators, including
CROs, plays an important role to successfully bringing products to market and
commercializing them. We rely on collaborators in various respects, including to undertake
research and development programs and conduct clinical trials, manage or assist with the
regulatory filings and approval process and to assist with our commercialization efforts.

Because we do not control these third-party collaborators, we have limited influence over
the quality, timing and cost of those studies and may not be able to sufficiently recruit trial
subjects. If any of our relationships with our third-party CROs is terminated, we may not be
able to (i) enter into arrangements with alternative CROs or do so on commercially reasonable
terms or (ii) enroll subjects on a timely basis or otherwise conduct our trials in the manner we
anticipate. In addition, there is a natural transition period when a new CRO commences work,
and the new CRO may not provide the same type or level of services as the original provider
and data from our clinical trials may be compromised as a result. There is also a need for
relevant technology to be transferred to the new CRO, which may take time and further delay
our development timelines. In addition, these third parties are not our employees and, except
for requirements imposed by our contracts with such third parties and the remedies available
to us thereto, we have limited ability to control the amount or timing of resources that they
devote to our programs, including the maintenance of clinical trial information regarding our
product candidates in the future. Although we rely on such third parties to conduct the clinical
studies, we remain responsible for ensuring that each of our clinical trials is conducted in
accordance with its investigational plan and protocol and applicable laws and regulations, and
our reliance on such third parties do not entirely relieve us of our regulatory responsibilities.

Because we rely on third parties, our internal capacity to perform these functions is
limited. Outsourcing these functions involves certain risks that third parties may not perform
to our standards, may not produce results in a timely manner or may fail to perform at all. If
these third parties fail to meet our expected deadlines, transfer to us any regulatory information
in a timely manner, adhere to protocols or act in accordance with regulatory requirements or
our agreements with them, or otherwise perform in a substandard manner or in a way that
compromises the quality and/or accuracy of their activities and/or the data they obtain, the
clinical trials of our future product candidates may be extended, delayed or terminated, or our
data may be rejected by the NMPA or regulatory agencies. Further, switching or adding CROs
involves additional cost and delays, which can materially influence our ability to meet our
desired clinical development timelines. In addition, the use of third-party service providers
requires us to disclose our proprietary information to these third parties, which could increase
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the risk that such information will be misappropriated. Though we carefully manage our
relationships with our CROs, 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 impact on our business, financial condition and prospects.

The success of our business may in part depend on collaboration and other strategic
arrangements with third parties. We have been seeking for cooperation with leading academic
institutions to enhance our research capabilities. These scientific experts are not, however, our
employees and may have other commitments that limit their availability to collaborate with us.
If a conflict of interest arises between their work for us and for other entities, we may lose the
collaboration with these scientists and institutions. Any cessation or suspension of our
collaborations with academic institutions or other research partners may increase our research
and development costs, lengthen our vaccine development process and materially deteriorate
our capability in developing new vaccine products.

We may rely on third parties to manufacture a portion of our clinical and, if approved,
commercial product supplies. Qur business could be harmed if those third parties fail to
provide us with sufficient quantity of products or fail to do so at acceptable quality levels or

prices.

We currently use third parties for the clinical supply of our product candidates, some of
which are among our five largest suppliers during the Track Record Period. In particular, we
rely on Dynavax to supply its CpG 1018 adjuvant for SCB-2019 (CpG 1018/Alum) currently
for our clinical trials and in the future as part of our SCB-2019 (CpG 1018/Alum) products.
Reliance on third-party suppliers would expose us to the following risks:

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

. our third-party suppliers might be unable to timely produce the quantity and quality

required to meet our clinical and commercial needs;

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

these regulations and requirements;
. we may not own, or may have to share, the intellectual property rights to any

improvements made by our third-party suppliers in the development stage and
manufacturing process for our product candidates;
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. suppliers 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;

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

. raw materials and components used in the manufacturing process, particularly those
for which we have no other source or supplier, may not be available or may not be
suitable or acceptable for use due to material or component defects; and

. our suppliers may be subject to inclement weather, as well as natural or human-made
disasters.

Each of the abovementioned risks could delay or prevent the completion of our clinical
trials or the approval of any of our product candidates, result in higher costs, or adversely
impact commercialization of our future approved product candidates.

Suppliers of drug products and vaccines may encounter difficulties in production,
particularly in scaling up or out and 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 regulations. We cannot assure you that any stability failures or other issues
relating to the manufacture of our product candidates will not occur in the future, such as issues
relating to our third-party suppliers. Additionally, our suppliers 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
product candidates for commercial sale and our product candidates to patients in clinical trials
would be jeopardized. Any delay or interruption in the provision of clinical trial supplies could
delay the completion of clinical trials, increase the costs associated with maintaining clinical
trial programs, and, depending upon the period of delay, require us to begin new clinical trials
at additional expense or terminate clinical trials completely.

We have entered into collaborations and may form or seek collaborations or strategic
alliances or enter into licensing arrangements in the future, and we may not realize the
benefits of such alliances or licensing arrangements.

We have entered into strategic collaboration agreements in the past, including our
strategic collaborations with Dynavax and CEPI. We may form or seek strategic alliances,
create joint ventures or collaborations, or enter into licensing arrangements with third parties
that we believe will complement or augment our development and commercialization efforts
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with respect to our product candidates and any future product candidates that we may develop.
Any of these relationships may require us to incur non-recurring and other charges, increase
our near and long-term expenditures, issue securities that dilute our existing Shareholders, or
disrupt our management and business.

We face significant competition in seeking appropriate strategic partners and the
negotiation process is time-consuming and complex. Moreover, we may not be successful in
our efforts to establish a strategic partnership or other alternative arrangements for our product
candidates because they may be deemed to be at a premature stage of development for
collaborative effort, and third parties may not view our product candidates as having the
requisite potential to demonstrate safety and efficacy or commercial viability. If and when we
collaborate with a third party for development and commercialization of a product candidate,
we can expect to relinquish some or all of the control over the future success of that product
candidate to the third party. For any product candidates that we may seek to in-license from
third parties, we may face significant competition from other pharmaceutical companies with
greater resources or capabilities than us, and any agreement that we do enter into may not result
in the anticipated benefits.

There are other risks associated with strategic collaboration with third party partners.
Disputes may arise between us and a collaborator that cause the delay or termination of the
research, development or commercialization of our product candidates, or that result in costly
litigation or arbitration that diverts management attention and resources. Our collaborations
may be terminated and, if terminated, may have adverse effect on the development or
commercialization of our product candidates.

As a result, we may not be able to realize the benefit of current or future collaborations,
strategic partnerships or potential license of products if we are unable to successfully integrate
such products with our existing operations and company culture, which could delay our
timelines or otherwise adversely affect our business. We also cannot be certain that, following
a strategic transaction or license, we will achieve the revenue or specific net income that
justifies such transaction. If we are unable to reach agreements with suitable collaborators on
a timely basis or acceptable terms, or at all, we may have to curtail the development of a
product candidate, reduce or delay its development program or one or more of our other
development programs, delay its potential commercialization, or reduce the scope of any sales
or marketing activities, or increase our expenditures and undertake development or
commercialization activities at our own expense. If we elect to fund and undertake
development or commercialization activities on our own, we may need to obtain additional
expertise and additional capital, which may not be available to us on acceptable terms or at all.
If we fail to enter into collaborations and do not have sufficient funds or expertise to undertake
the necessary development and commercialization activities, there may be material adverse
impact on our business prospects, financial condition and results of operations.
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RISKS RELATING TO OUR OPERATIONS

We face competition from entities that have developed or may develop technology platforms
for the disease or vaccine pathways that we may target. If these entities develop technology
platforms more rapidly than we do, or if their technology platforms are more effective, our
ability to develop and successfully commercialize our technology platforms may be adversely
affected.

There is intense and rapidly evolving competition in the biotechnology, pharmaceutical,
disease prevention and vaccine fields. We compete with a variety of large pharmaceutical
companies, multinational biopharmaceutical companies, developed vaccine companies and
specialized biotechnology companies, as well as technology being developed at universities
and other research institutions. Many of our competitors have significantly greater financial,
development, manufacturing, marketing, sales and supply resources or experience than we do.
We believe that while our proprietary Trimer-Tag® technology platform, the associated
intellectual property, the characteristics of our existing product candidates and potential future
product candidates, and our scientific and technical know-how together give us a competitive
advantage in this space, competition from many sources remains. Our commercial opportunity
and success will be reduced or eliminated, if any competing technology platforms become
available that are more effective or less expensive than our proprietary Trimer-Tag® technology

platform.

Our reputation is key to our business success. Negative publicity with respect to us, our
management, employees, business partners, affiliates, or our industry, may materially and
adversely affect our reputation, business, results of operations growth and prospects.

We believe that market awareness and recognition of our brand image have contributed
significantly to the success of our business. We also believe that maintaining and enhancing our
brand image is crucial to retain our competitive advantage. While we will continue to promote
our brands to remain competitive, we may not be successful in doing so. In addition, we may
expand our network of third-party promoters to increase our marketing efforts. It may be
difficult to effectively manage our brand reputation as we have relatively limited control over
these third-party promoters. Any negative publicity, including disputes regarding our
intellectual property rights, concerning us or our affiliates, even if untrue, could adversely
affect our reputation and business prospects.

Our reputation is vulnerable to many threats that can be difficult or impossible to control,
and costly or impossible to remediate. Negative publicity about us, such as alleged misconduct
or improper activities, or negative rumors relating to us, our management, employees, business
partners or affiliates, can harm our business and results of operations, even if they are
unsubstantiated or are satisfactorily addressed. Any regulatory inquiries or investigations or
other actions against our management, any perceived unethical, fraudulent, or inappropriate
business conduct by us or perceived wrong doing by any key member of our management team
or other employees, our business partners or our affiliates, could harm our reputation and
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materially adversely affect our business. Regardless of the merits or final outcome of any such
regulatory inquiries or investigations or other actions, our reputation may be substantially
damaged, which may impede our ability to attract and retain talent pool and business partners
and grow our business.

Moreover, any negative media publicity about the pharmaceutical industry in general or
product or service quality problems of other companies in the industry, including our peers,
may also negatively impact our reputation. If we are unable to maintain a good reputation, our
ability to attract and retain key employees and business partners could be harmed which, in
turn, may materially and adversely affect our business, results of operations and prospects. For
example, in 2016, a scandal of vaccine mis-selling were uncovered in Shandong province
regarding failure to comply with cold chain regulations and distribution policies. Although this
scandal was a mere result of improper distributions and indicated no quality issues from the
vaccine makers’ end, it adversely impacted public confidence in the safety of immunizations
and the safety of vaccines in general, which in turn slowed down the market growth rate that
year. Shortly thereafter, the scandal also resulted in more stringent regulations, as the State
Council immediately amended the Regulation on the Administration of Circulation and
Vaccination of Vaccines ( 5 i AP HEARE PR 1) ), requiring direct sales of
vaccines by vaccine makers to county-level CDCs through provincial public resource trading
platform and tightening the requirements and standards of vaccine transportation and storage.

Further, in the event that any negative publicity occurred with respect to our own products
and business, the adverse impact on our financial condition or results of operations might be
more significant. Any such negative publicity may adversely impact the public confidence in
our reputation, brand image, business prospects, or impair the development of our existing
vaccine products, commercialized of any approved vaccine products or demand for any product
that we have developed or may develop, which may in turn adversely affect our business
operations and financial performance. Investigations and increasingly stringent regulations due
to such negative publicity, if any, may draw time and attention from our management team,
which would have otherwise been devoted into our business operations, or may incur additional
compliance expenses. However, we cannot assure you that there will be no future negative
publicity in the PRC drug and vaccine industry related to drug safety and efficacy, which may
potentially have a material adverse impact on our business and financial condition.

Our future success depends on our ability to retain key executives and to attract, train, retain
and motivate qualified and highly skilled personnel. If we lose any of them and are unable
to find proper replacements in a timely fashion, our business prospects could be adversely
affected.

Our future success depends heavily upon our continued ability to attract, retain and
motivate highly qualified management, clinical and scientific personnel. In particular, the
industry experience, management expertise, professional knowledge and contributions of our
key members of our senior management and general management are crucial to our success. We
are highly dependent on Dr. Peng Liang, our founder, Chairman and Chief Scientific Officer
and Mr. Joshua Liang, our Chief Executive Officer and executive Director as well as other
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principal members of our management and scientific teams. Although we have formal
employment agreements with each of our executive officers, these agreements do not prevent
our executives from terminating their employment with us at any time. We do not maintain
key-person insurance for members of our management team. If we lose the services of any of
these individuals or one or more of our other members of senior management, we may not be
able to locate suitable or qualified replacements, and may incur additional expenses to recruit
and train new personnel, which could severely disrupt our business and prospects. We also rely
on other key personnel for, among other things, research and development, production, and
sales and marketing, to develop new products, technologies and applications, enhance our
existing products, ensure quality and safety control in production and enhance sales of our
products both at home and abroad.

To incentivize valuable employees to remain at our Company, in addition to salary and
cash incentives, we have provided share incentives that vest over time. The value to employees
of these equity grants that vest over time may be significantly affected by movements in the
market price of our Shares that are beyond our control, and may at any time be insufficient to
counteract more lucrative offers from other companies.

In addition, we rely on consultants and advisors, including scientific and clinical advisors,
to assist us in formulating our discovery, clinical development and commercialization strategy.
The loss of the services of our executive officers or other key employees and consultants could
impede the achievement of our research, development and commercialization objectives and

seriously harm our ability to successfully implement our business strategy.

Furthermore, replacing executive officers, key employees or consultants may be difficult
and may take an extended period of time because of the limited number of individuals in our
industry with the breadth of skills and experience required to successfully develop, gain
regulatory approval of and commercialize products like those we develop. Competition to hire
from this limited pool is intense, and we may be unable to hire, train, retain or motivate these
key personnel or consultants on acceptable terms given the competition among numerous
pharmaceutical companies for similar personnel. Although we have not historically
experienced undue difficulties attracting and retaining qualified employees, we could
encounter such problems in the future for various reasons. We may not be able to retain the
services of our senior management or key scientific personnel, or offer competitive packages
to attract or retain experienced senior management or key personnel, which could have a
material adverse impact on our business and prospects. In addition, with our expansion of
commercialization and manufacturing capability in the future, we will need to hire additional
employees and may not be able to attract and retain qualified employees on acceptable terms.
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If we fail to effectively manage our anticipated growth or execute on our growth strategies,
our business, financial condition, results of operations and prospects could suffer.

Our growth strategies aim to discover, develop and deliver innovative and next-
generation biologic therapeutics and vaccines globally. For more information, see “Business —
Our Strategies.” Pursuing our growth strategies has resulted in, and will continue to result in,
substantial demands on capital and other resources. In addition, managing our growth and
executing on our growth strategies will require, among other things, our ability to continue to
innovate and develop advanced technology in the highly competitive global and Chinese
pharmaceutical market, effective coordination and integration of our facilities and teams across
different sites, successful hiring and training of personnel, effective cost control, sufficient
liquidity, effective and efficient financial and management control, effective quality control,
and management of our suppliers to leverage our purchasing power. Any failure to execute on
our growth strategies or realize our anticipated growth could adversely affect our business,
financial condition, results of operations and prospects.

We will need to increase the size and capabilities of our organization, and we may experience

difficulties in managing our growth.

We had 468 employees as of March 31, 2021. We expect to experience significant growth
in the number of our employees and consultants and the scope of our operations. As our
development and commercialization plans and strategies evolve, we must add a significant
number of additional managerial, operational, development, regulatory, manufacturing, sales,
marketing, financial and other personnel. Our recent growth and any future growth will impose

significant added responsibilities on members of management, including:

. identifying, recruiting, integrating, maintaining and motivating additional

employees;

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

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

Our future financial performance and our ability to commercialize our product candidates
will depend, in part, on our ability to effectively manage our recent growth and any future
growth, and our management may also have to divert a disproportionate amount of its attention
away from day-to-day activities in order to devote a substantial amount of time to managing

these growth activities.
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Due to our limited financial resources, we may not be able to effectively manage the
expansion of our operations or recruit and train additional qualified personnel. The expansion
of our operations may lead to significant costs and may divert our management and business
development resources. If we are not able to effectively manage our growth and further expand
our organization by hiring new employees and expanding our groups of consultants and
contractors as needed, we may not be able to successfully implement the tasks necessary to
further develop and commercialize our product candidates and, accordingly, may not achieve
our research, development and commercialization goals. Any inability to manage growth could
delay the execution of our business plans or disrupt our operations, and have a material adverse
effect on our business.

If our commercial manufacturing facilities are damaged or destroyed or production at such
facilities is otherwise interrupted, our business and prospects would be negatively affected.

Our commercial manufacturing site is located in Changxing, Zhejiang province, China.
We rely on the facilities located at this site for potentially manufacture of commercial supply
of our products.

Natural disasters or other unanticipated catastrophic events, including power outage,
water shortage, storms, fire, earthquakes, terrorist attacks and wars, as well as changes in
governmental planning for the land underlying our facilities, could significantly impair our
ability to develop and manufacture products and disrupt our business operations. Although we
maintain property insurance for our production facilities and equipment and maintain business
interruption insurance, the amount of our insurance coverage may not be sufficient to cover our
losses in the event of a significant disruption to any of our production facilities or our business
operations. If our relevant facilities were damaged or destroyed, or otherwise subject to
disruption, it would require substantial lead-time for use to search for alternative measures to
continue our business and operations. In such event, we would be forced to identify alternative
premises for relocation. We may incur substantial expenses as a result of such events, which
could have a material adverse effect on our business, financial condition, results of operations

and prospects.

Not only might these facilities and equipment be difficult to be replaced on a timely basis,
but catastrophic events might destroy inventories stored in those facilities. The occurrence of
any such an event could significantly disrupt our business and materially reduce our revenue
and profitability.

Any disruption or delays at these facilities or their failure to meet regulatory compliance

would impair our ability to develop and commercialize our product candidates or meet market
demand for our products, which would adversely affect our business and results of operations.
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We may be subject to liability lawsuits arising from our clinical trials.

We currently carry liability insurance covering our clinical trials. Although we maintain
such insurance, any claim that may be brought against us could result in a court judgment or
settlement in an amount that is not covered, in whole or in part, by our insurance or which is
in excess of the limits of our insurance coverage. Our insurance policies also contain various
exclusions and we may be subject to particular liability claims for which we have no coverage.
We will have to pay any amount awarded by a court or negotiated in a settlement that exceed
our coverage limitations or that are not covered by our insurance, and we may not have, or be
able to obtain, sufficient capital to pay such amounts. In addition, if we cannot successfully
defend ourselves against such claims, we may incur substantial liabilities and be required to
suspend or delay our ongoing clinical trials. Even a successful defense would require
significant financial and management resources.

Regardless of the merits or eventual outcome, liability claims may result in significant
negative consequences to our business and prospects, including:

. decreased demand for our product candidates or any resulting products;

. damage to our reputation;

. withdrawal of other clinical trial participants;

. costs to defend the related litigation;

. a diversion of our management’s time and resources;

. substantial monetary awards to trial participants or patients;

. inability to commercialize our product candidates; and

. a decline in the market price of our Shares.

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 PRC laws and regulations as well
as insurance based on our assessment of our operational needs and industry practice. We also
maintain liability insurance covering our clinical trials. In line with industry practice in the
PRC, we have elected not to maintain certain types of insurances, such as business interruption
insurance. Our insurance coverage may be insufficient to cover any claim for product liability,
damage to our fixed assets or employee injuries. 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.
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Our employees, independent contractors, consultants, commercial partners and vendors may
engage in misconduct or other improper activities, including non-compliance with
regulatory standards and requirements.

We are exposed to the risk of fraud, misconduct or other illegal activities by our
employees, independent contractors, consultants, commercial partners and vendors.
Misconduct by these parties could include intentional, reckless and negligent conduct that fails
to:

. comply with the laws of the NMPA, the EMA, the WHO and other comparable
regulatory authorities;

. provide true, complete and accurate information to the NMPA, the EMA, the WHO
and other comparable regulatory authorities;

. comply with manufacturing standards we may establish;

. comply with healthcare fraud and abuse laws in the PRC, the United States, the EU,
and similar fraudulent misconduct laws in other applicable jurisdictions; or

. report financial information or data accurately or disclose unauthorized activities to
us.

If we obtain approval of any of our product candidates and begin commercializing those
products in the PRC, the United States or other applicable jurisdictions, our potential exposure
under the laws of such jurisdictions will increase significantly and our costs associated with
compliance with such laws are also likely to increase. These laws may impact, among other
things, our current activities with principal investigators and research patients, as well as future
sales, marketing and education programs. In particular, the promotion, sales and marketing of
healthcare items and services, as well as certain business arrangements in the healthcare
industry, are subject to extensive laws designed to prevent fraud, kickbacks, self-dealing and
other abusive practices. These laws and regulations may restrict or prohibit a wide range of
pricing, discounting, marketing and promotion, structuring and commission(s), certain
customer incentive programs and other business arrangements generally. Activities subject to
these laws also involve the improper use of information obtained in the course of patient
recruitment for clinical trials, which could result in regulatory sanctions and cause serious
harm to our reputation.

The existence of legal, regulatory and administrative proceedings against any of our
employees, independent contractors, consultants, commercial partners and vendors, even if
they do not involve our company, may harm our reputation, and adversely affect our business
and operations. In addition, it is not always possible to identify and deter misconduct by
employees and other parties, and the precautions we take to detect and prevent this activity may
not be effective in controlling unknown or unmanaged risks or losses or in protecting us from
governmental investigations or other actions or lawsuits stemming from a failure to comply
with these laws or regulations. If any such actions are instituted against us, and we are not
successful in defending ourselves or asserting our rights, those actions could have a significant
impact on our business, including the imposition of significant fines or other sanctions.
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If we engage in acquisitions or strategic partnerships, this may increase our capital
requirements, dilute our Shareholders, cause us to incur debt or assume contingent
liabilities, and subject us to other risks.

We may form or seek strategic alliances, create joint ventures or collaborations, or enter
into acquisitions or additional licensing arrangements with third parties that we believe will
complement or expand our development and commercialization efforts with respect to our
product candidates and any future product candidates that we may develop. We face significant
competition in seeking appropriate strategic partners and the negotiation process is time-
consuming and complex. Moreover, we may not be successful in our efforts to establish a
strategic partnership or other alternative arrangements for our product candidates because they
may be deemed to be at too early a stage of development for collaborative effort and third
parties may not view our product candidates as having the requisite potential to demonstrate
safety and efficacy. If and when we collaborate with a third party for the development and
commercialization of a product candidate, we can expect to relinquish some or all of the
control over the future success of that product candidate to the third party.

Any potential acquisition or strategic partnership may entail numerous risks, including:
. increased operating expenses and cash requirements;

. the assumption of additional indebtedness or contingent liabilities;

. the issuance of our equity securities;

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

. the diversion of our management’s attention from our existing product programs and
initiatives in pursuing such a strategic partnership or acquisition;

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

. risks and uncertainties associated with the assimilation of operations, corporate
culture and personnel of the acquired business;

. risks and uncertainties associated with the other party to such a transaction,
including the prospects of that party and its existing products or product candidates
and regulatory approvals;

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

associated acquisition and maintenance costs; and

. changes in accounting principles relating to recognition and measurement of our
investments that may have a significant impact on our financial results.
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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 product 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.

As aresult, 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. However, if we fail to enter into collaborations
and do not have sufficient funds or expertise to undertake the necessary development and
commercialization activities, we may not be able to further develop our product candidates or
bring them to market and generate product sales revenue, which would harm our business,
financial condition, results of operations and prospects.

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

Pursuant to the relevant laws, regulations and regulatory practices by enforcement
agencies, parties related to our operations, such as landlords or managers of premises on or
local science parks in which we operate, are required to obtain and maintain various approvals,
licenses, permits, registrations, and certificates (e.g. drainage permits) from the relevant
authorities to operate our business. Some of these approvals, permits, licenses, registrations,
and certificates are subject to periodic renewal and/or reassessment by the relevant authorities,
whose standards remain changed from time to time.

Any failure to obtain or renew any approvals, licenses, permits, registrations, and
certificates necessary for our operations may result in enforcement actions thereunder,
including orders issued by the relevant regulatory authorities ceasing our operations, and
corrective measures requiring capital expenditure or remedial actions, which could materially
and adversely affect our business, financial condition and results of operations. We cannot
assure you that the relevant authorities would not take any enforcement actions against us. In
the event where such enforcement action was taken, our business operations could be
materially and adversely disrupted.

Further, if any interpretation or implementation of currently existing laws and regulations
changes in the near future, or new regulations come into effect which require us to obtain any
additional approvals, permits, licenses, registrations, or certificates previously not so required,
we cannot assure you that we and parties related to our operation will be able to successfully
obtain such approvals, permits, licenses, registrations, or certificates. The failure of these
parties or us to obtain the yet necessary approvals, permits, licenses, registrations, or
certificates may restrict the conduct of our business, decrease our revenue and increase our
costs, which could materially reduce our profitability and prospects.
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Any of our future approved product candidates will be subject to ongoing or additional
regulatory obligations and continued regulatory review, which may result in significant
additional expense, and we may be subject to penalties if we fail to comply with regulatory
requirements or experience unanticipated problems with our product candidates.

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

Any regulatory approvals that we receive for our product candidates may also be subject
to limitations on the approved indicated uses for which the product may be marketed or to the
conditions of approval, or contain requirements for potentially costly post-marketing studies,
including Phase 4 studies for the surveillance and monitoring of the safety and efficacy of the
drug.

In addition, once a drug is approved by the the EMA, the NMPA, the WHO or a
comparable regulatory authority for marketing, it is possible that there could be a subsequent
discovery of previously unknown problems with the drug, including problems with third-party
manufacturers or manufacturing processes, or failure to comply with regulatory requirements.
If any of the foregoing occurs with respect to our products, it may result in:

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

. fines, warning letters or holds on our clinical trials;
. refusal by the EMA, the NMPA, the WHO or comparable regulatory authorities to
approve pending applications or supplements to approved applications filed by us,

or suspension or revocation of product license approvals;

. refusal b the EMA, the NMPA, the WHO or comparable regulatory authorities to
accept any of our other IND approvals, NDAs or BLAs;

. product seizure or detention, or refusal to permit the import or export of products;
and

. injunctions or the imposition of civil, administrative or criminal penalties.
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Any government investigation of alleged violations of law could require us to spend
significant time and resources which could also generate negative publicity. Moreover,
regulatory policies may change or additional government regulations may be enacted that could
prevent, limit or delay regulatory approval of our product candidates. If we are not able to
maintain regulatory compliance, we may lose the regulatory approvals that we have already
obtained and may not achieve or sustain profitability, which in turn could significantly harm

our business, financial condition and prospects.

We face risks related to natural disasters, health epidemics, civil and social disruption and
other outbreaks, which could significantly disrupt our operations. In particular, the
COVID-19 outbreak in China and worldwide has adversely affected, and may continue to
adversely affect, our business, results of operations and financial condition.

Natural disasters, acts of war or terrorism, health epidemics, 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 may be susceptible to potential wars or terrorist attacks. Serious natural
disasters may result in loss of lives, injury, destruction of assets and disruption of our business
and operations. Acts of war or terrorism may also injure our employees, cause loss of lives,
disrupt our business network and destroy our markets. Any of these factors and other factors
beyond our control could have an adverse effect on the overall business sentiment and
environment, cause uncertainties in the regions where we conduct business, cause our business
to suffer in ways that we cannot predict and materially and adversely impact our business,
financial conditions and results of operations. Our business could be adversely affected by the
effects of epidemics, including COVID-19, avian influenza, severe acute respiratory syndrome
(SARS), influenza A (HIN1), Ebola or another epidemic. Any such occurrences could cause
severe disruption to our daily operations and may even require a temporary closure of our
offices and laboratories. The global outbreak of COVID-19, the disease caused by a novel
strain of coronavirus, has created significant business disruption which could materially and
adversely affect our business and operations. The outbreak has resulted in governments
implementing numerous measures to contain COVID-19, such as travel bans and restrictions,
quarantines, shelter-in-place, temporary shutdown of factories, business limitations, or total
lock-down orders. These containment measures are subject to change and may be further
tightened. Although this outbreak has led to some level of impact to our operation for the first
quarter of 2020, such as cancellation of physical participation in meetings, restrictions on
employee travels, and lots of our employees temporarily working from home, the work
efficiency and productivity, and the continuity of our business operations and certain clinical
trials are ongoing as normal.

The outbreak of COVID-19 and the resulting government measures may materially and
adversely impact our planned and ongoing clinical trials and development. Clinical site
initiation, including recruiting clinical site investigators and clinical site staff, and patient
enrollment may be delayed due to prioritization of hospital resources toward the COVID-19
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pandemic. The diversion of healthcare resources away from the conduct of clinical trials to
focus on pandemic concerns, including the attention of physicians serving as our clinical trial
investigators and hospitals serving as our clinical trial sites, or other staff supporting the
conduct of our clinical trials may significantly disrupt our research activities. Hospitals have
also had reduced patient flow in general during the outbreak period. As a result, the expected
timeline for data readouts of our clinical trials and potential submission and filings will likely
be negatively impacted, which would adversely affect and delay our ability to obtain certain
regulatory approvals, increase our operating expenses and have a material adverse effect on our
financial condition.

Furthermore, we could face the interruption of key clinical activities such as trial site data
monitoring, which may impact the integrity of clinical data. Similarly, our ability to recruit and
retain patients or participants and principal investigators and site staff who, as healthcare
providers, may have heightened exposure to COVID-19, may be impeded, which would also
materially and adversely impact our clinical trial operations. As a result of disruptions caused
by the COVID-19 pandemic, we may require additional capital to continue our research
activities, which we may be unable to secure on favorable terms, if at all. In addition, we
believe that our business partners, such as our licensing partners, CROs or suppliers, have also
experienced and may continue to experience similar or more severe disruptions to their
business operations. Any disruption to the business operations of us and our business partners
could materially and adversely affect the development of our product candidates, our business,

financial condition and results of operations.

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

Because we operate in China and other countries, our business is subject to risks
associated with doing business globally. Global economies could suffer dramatic downturns as
the result of a deterioration in the credit markets and related financial crisis as well as a variety
of other factors, including extreme volatility in security prices, severely diminished liquidity
and credit availability, ratings downgrades of certain investments and declining valuations of
others. In the past, governments have taken unprecedented actions in an attempt to address and
rectify these extreme market and economic conditions by providing liquidity and stability to
the financial markets. If these actions are not successful, the return of adverse economic
conditions may cause a significant impact on our ability to raise capital, if needed, on a timely
basis and on acceptable terms or at all.

COVID-19 had a severe and negative impact on the global economy in the entire year of
2020. Whether this will lead to a prolonged slowdown in the economy is still unknown. Even
before the outbreak of COVID-19, the global macroeconomic environment was facing
numerous challenges. The growth rate of the Chinese economy had already been slowing since
2010. There is considerable uncertainty over the long-term effects of the expansionary
monetary and fiscal policies adopted by the central banks and financial authorities of some of
the world’s leading economies, including the United States and China, even before 2020.
Unrest, terrorist threats and the potential for war in the Middle East and elsewhere may
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increase market volatility across the globe. There have also been concerns about the
relationship between China and other countries, including the surrounding Asian countries,
which may potentially have economic effects. In particular, there is significant uncertainty
about the future relationship between the United States and China with respect to trade
policies, treaties, government regulations and tariffs. Economic conditions in China are
sensitive to global economic conditions, as well as changes in domestic economic and political
policies and the expected or perceived overall economic growth rate in China. In addition, the
U.K. held a referendum on 23 June 2016 on its membership in the European Union, in which
a majority of voters in the U.K. voted to exit the European Union (commonly referred to as
“Brexit”). On January 31, 2020, the U.K. withdrew from the European Union and entered into
a transition period to, among other things, negotiate an agreement with the European Union
governing the future relationship between the European Union and the U.K. The referendum
and subsequent withdrawal of the U.K. from the European Union has created significant
uncertainty about the future relationship between the U.K. and the European Union. Brexit
could adversely affect European and worldwide economic and market conditions and could
contribute to instability in global financial and foreign exchange markets. It is unclear whether
these challenges and uncertainties will be contained or resolved, and what effects they may
have on the global political and economic conditions in the long term. Any severe or prolonged
slowdown in the global or Chinese economy may result in disruptions in the financial markets,

which may materially and adversely affect our ability to raise capital.
We may be restricted from transferring our scientific data abroad.

On March 17, 2018, the General Office of the State Council promulgated the Measures
for the Management of Scientific Data ( (RHEEPEE L) ), or the Scientific Data
Measures, which provide a broad definition of scientific data and relevant rules for the
management of scientific data. According to the Scientific Data Measures, enterprises in China
must seek governmental approval before any scientific data involving a state secret may be
transferred abroad or to foreign parties. Further, any researcher conducting research funded at
least in part by the Chinese government is required to submit relevant scientific data for
management by the entity to which such researcher is affiliated before such data may be
published in any foreign academic journal.

If and to the extent our research and development of product candidates will be subject
to the Scientific Data Measures and any relevant laws as required by the relevant government
authorities, we cannot assure you that we can always obtain relevant approvals for sending
scientific data (such as the results of our pre-clinical studies or clinical trials conducted within
China) abroad. If we are unable to obtain necessary approvals in a timely manner, or at all, our
research and development of product candidates may be hindered, which may materially and
adversely affect our business, results of operations, financial conditions and prospects. If the
relevant government authorities consider the transmission of our scientific data to be in
violation of the requirements under the Scientific Data Measures, we may be subject to fines
and other administrative penalties imposed by those government authorities.
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If we face allegations of non-compliance with laws and encounter sanctions, our reputation,
revenues and liquidity may suffer, and our product candidates and future products could be
subject to restrictions or withdrawal from the market.

Our business is subject to extensive laws, governmental regulations and policies. We must
comply with various requirements mandated by laws and regulations in the jurisdictions we
operate. Such laws and regulations affect various aspects of our business operation, including,
but limited to, our research and development activities, manufacturing and distribution of
products, taxation and employee benefits. We may incur costs to ensure compliance with such
laws and regulations. Any government investigation of alleged violations of laws could require
us to expend significant time and resources in response and could generate negative publicity.
Any failure to comply with ongoing regulatory requirements may significantly and adversely
affect our ability to commercialize and generate revenues from our products. If regulatory
sanctions are applied or if regulatory approval is withdrawn, the value of our company and our
operating results will be adversely affected. Additionally, if we are unable to generate revenues
from our product sales, our potential for achieving profitability will be diminished and the
capital necessary to fund our operations will be increased.

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

We are subject to anti-bribery laws in China that generally prohibit companies and their
intermediaries from making payments to government officials for the purpose of obtaining or
retaining business or securing any other improper advantages. In addition, although currently
our primary operating business is in China, we are subject to the FCPA. The FCPA generally
prohibits us from making improper payments to non-U.S. officials for the purpose of obtaining
or retaining business. Although we have policies and procedures designed to ensure that we,
our employees and our agents comply with anti-bribery laws, there is no assurance that such
policies or procedures will prevent our agents, employees and intermediaries from engaging in
bribery activities. Failure to comply with anti-bribery laws could disrupt our business and lead
to severe criminal and civil penalties, including imprisonment, criminal and civil fines, loss of
our export licenses, suspension of our ability to do business with the government, denial of
government reimbursement for our products and/or exclusion from participation in government
healthcare programs. Other remedial measures could include further changes or enhancements
to our procedures, policies, and controls and potential personnel changes and/or disciplinary
actions, any of which could have a material adverse effect on our business, financial condition,
results of operations and liquidity. We could also be adversely affected by any allegation that
we violated such laws.

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

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 may involve the use of hazardous
and flammable materials, including chemicals and biological materials, and may produce
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hazardous waste products. We may contract with third parties for the disposal of these
materials and wastes. We cannot eliminate the risk of contamination or injury from these
materials. In the event of contamination or injury resulting from our use 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 maintain work-related injury insurance to cover us for costs and expenses we may
incur due to injuries to our employees resulting from the use of or exposure to hazardous
materials, this insurance may not provide adequate coverage against potential liabilities. We
also maintain certain insurance for environmental liability or toxic tort claims that may be
asserted against us in connection with our storage, use or disposal of biological materials.

In addition, we may be required to incur substantial costs to comply with current or future
environmental, health and safety laws and regulations. These current or future laws and
regulations may impair our research, development or production efforts. Failure to comply with
these laws and regulations also may result in substantial fines, penalties or other sanctions.

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

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

In the ordinary course of our business, we collect and store sensitive data, including,
among other things, personally identifiable information about our employees, intellectual
property and proprietary business information. We manage and maintain our applications and
data utilizing on-site systems and outsourced vendors. These applications and data encompass
a wide variety of business-critical information including research and development
information, commercial information, and business and financial information. Because
information systems, networks and other technologies are critical to many of our operating
activities, shutdowns or service disruptions at our sites or our vendors that provide information
systems, networks or other services to us pose increased risks. Such disruptions may be caused
by events such as computer hacking, phishing attacks, ransomware, dissemination of computer
viruses, worms and other destructive or disruptive software, denial-of-service attacks, and
other malicious activity, as well as power outages, natural disasters (including extreme
weather), terrorist attacks or other similar events. Such events could have an adverse impact
on us and our business, including loss of data and damage to equipment and data. In addition,
system redundancy may be ineffective or inadequate, and our disaster recovery planning may
not be sufficient to cover all eventualities. Significant events could result in a disruption of our
operations, damage to our reputation or a loss of revenues. In addition, we may not have
adequate insurance coverage to compensate for any losses associated with such events.
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We could be subject to risks caused by misappropriation, misuse, leakage, falsification,
or intentional or accidental release or loss of information maintained in the information
systems and networks of us and our vendors, including personal information of our employees
and patients or participants, and company and vendor confidential data. In addition, outside
parties may attempt to penetrate our systems or those of our vendors or fraudulently induce our
personnel or the personnel of our vendors to disclose sensitive information in order to gain
access to our data and/or systems. Like other companies, we have on occasion experienced, and
will continue to experience, threats to our data and systems, including malicious codes and
viruses, phishing, and other cyberattacks. The number and complexity of these threats continue
to increase over time. If a material breach of our information technology systems or those of
our vendors occurs, the market perception of the effectiveness of our security measures could
be harmed and our reputation and credibility could be damaged. We could be required to
expend significant amounts of money and other resources to repair or replace information
systems or networks. In addition, we could be subject to regulatory actions and/or claims made
by individuals and groups in private litigation involving privacy issues related to data
collection and use practices and other data privacy laws and regulations, including claims for
misuse or inappropriate disclosure of data, as well as unfair or deceptive practices. Although
we develop and maintain systems and controls designed to prevent these events from occurring,
and we have a process to identify and mitigate threats, the development and maintenance of
these systems, controls and processes are costly and requires ongoing monitoring and updating
as technologies change and efforts to overcome security measures become increasingly
sophisticated. Moreover, despite our efforts, the possibility of these events occurring cannot be
eliminated entirely. As we outsource more of our information systems to vendors, engage in
more electronic transactions with payers and patients, and rely more on cloud-based
information systems, the related security risks will increase and we will need to expend
additional resources to protect our technology and information systems.

To the extent that any disruption or security breach were to result in a loss of, or damage
to, our data or applications, or inappropriate disclosure of confidential or proprietary
information, we could incur liability and the further development and commercialization of our

product candidates could be delayed.

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

We face an inherent risk of product liability as a result of the clinical testing and any
future commercialization of our product candidates inside and outside China. For example, we
may be sued if our product candidates cause or are perceived to cause injury or are found to
be otherwise unsuitable during clinical testing, manufacturing, marketing or sale. Any such
product liability claims may include allegations of defects in manufacturing, defects in design,
a failure to warn of dangers inherent in the drug, negligence, strict liability or a breach of
warranties. Claims could also be asserted under applicable consumer protection laws. If we
cannot successfully defend ourselves against or obtain indemnification from our collaborators
for product liability claims, we may incur substantial liabilities or be required to limit
commercialization of our product candidates. Even successful defense would require
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significant financial and management resources. Regardless of the merits or eventual outcome,
liability claims may result in: decreased demand for our product candidates; damage to our
reputation; withdrawal of clinical trial participants and inability to continue clinical trials;
initiation of investigations by regulators; costs to defend the related litigation; a diversion of
management’s time and our resources; substantial monetary awards to trial participants or
patients; product recalls, withdrawals, or labeling, marketing or promotional restrictions; loss
of revenue; exhaustion of any available insurance and our capital resources; the inability to
commercialize any approved product candidate; and a decline in the market price of our Shares.

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

operations.

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

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

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

We conduct a substantial portion of our operations in China, which we believe confers
development and manufacturing 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 products. See
“Regulation Overview” for a discussion of the 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 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 product candidates in China and reduce
the benefits we believe are available to us from developing and manufacturing products 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 aligned with the PRC government’s regulatory policies, but we cannot ensure that
our strategy and approach will continue to be aligned.

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

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

While the PRC economy has experienced significant growth over the past 30 years,
growth has been uneven across different regions and among various economic sectors of China.
The PRC government has implemented various measures to encourage economic development
and guide the allocation of resources. Some of these measures may benefit the overall PRC
economy, but may have a negative effect on us. For example, our financial condition and
results of operations may be adversely affected by government control over capital investments
or changes in tax regulations that are currently applicable to us. In addition, the PRC
government had, in the past, implemented certain measures, including interest rate increases,
to control the pace of economic growth. These measures may cause decreased economic
activity in China, which may adversely affect our business and results of operation. More
generally, if the business environment in China deteriorates from the perspective of domestic
or international investment, our business in China may also be adversely affected.

- 128 -



THIS DOCUMENT IS IN DRAFT FORM, INCOMPLETE AND SUBJECT TO CHANGE AND THAT THE INFORMATION MUST
BE READ IN CONJUNCTION WITH THE SECTION HEADED “WARNING” ON THE COVER OF THIS DOCUMENT.

RISK FACTORS

Government control of currency conversion may limit our ability to use capital effectively
and could negatively affect our financial condition, operations, and our ability to pay
dividends, increase competition from foreign competitors, and affect the value of our net
assets, earnings, and dividends in foreign currency terms.

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

In August 2008, SAFE promulgated the Circular on the Relevant Operating Issues
Concerning the Improvement of the Administration of the Payment and Settlement of Foreign
Currency Capital of Foreign Invested Enterprises ( (B 58 & &1 18 & A 3651 e A 4 S AT 45
FE A5 A R SE S BVE R RELZ8 FN) ), or SAFE Circular 142, providing that the Renminbi
capital converted from foreign-currency-registered capital of a foreign-invested enterprise may
only be used for purposes within the business scope approved by the applicable government
authority and may not be used for equity investments within the PRC.

On March 30, 2015, SAFE released the Notice of the State Administration of Foreign
Exchange on Reforming the Management Mode of Foreign Exchange Capital Settlement of
Foreign Investment Enterprises ( [E 24 MHEAS B Ja BRI Bi 2 A ol 430 Al SE A AN <3 45 R 4
ity OGN A1) ), or SAFE Circular 19, which came into force and superseded SAFE Circular
142 from June 1, 2015. On June 9, 2016, SAFE further promulgated the Circular on the Reform
and Standardization of the Management Policy of the Settlement of Capital Projects ( i
AR A TE [ &5 S FLBOR A1) ), or SAFE Circular 16. SAFE Circular 19 has
made certain adjustments to some regulatory requirements on the settlement of foreign
exchange capital of foreign-invested enterprises, and some foreign exchange restrictions under
SAFE Circular 142 are expected to be lifted. Under SAFE Circular 19 and SAFE Circular 16,
the settlement of foreign exchange by foreign invested enterprises shall be governed by the
policy of foreign exchange settlement on a discretionary basis. However, SAFE Circular 19
also reiterates that the settlement of foreign exchange shall only be used for its own operation
purposes within the business scope of the foreign invested enterprises and following the
principles of authenticity. Considering that SAFE Circular 19 and SAFE Circular 16 are still
new, it is unclear how they will be implemented, and there exist high uncertainties with respect
to its interpretation and implementation by authorities. For example, under SAFE Circular 19
and SAFE Circular 16, we may still not be allowed to convert foreign-currency-registered
capital of our PRC subsidiaries which are foreign-invested enterprises into RMB capital for
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securities investments or other finance and investment except for principal-guaranteed bank
products. Further, SAFE Circular 19 and SAFE Circular 16 restrict a foreign-invested
enterprise from using Renminbi converted from its registered capital to provide loans to a its
non-affiliated company.

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

Fluctuations in exchange rates of the Renminbi could result in foreign currency exchange
losses and could materially reduce the value of your investment.

We are exposed to exchange rate risks related to other currency that can affect our
revenue, costs, margins and profits. We recorded foreign exchange loss of RMB31.9 million in
2020. An increase in the value of the US dollar against the Renminbi may have a material
adverse effect on our profitability. When managing our exposure to currency risk, we may use
foreign currency forward contracts and other strategies to mitigate currency risk and there can

be no assurances that these strategies will be successful.

Nonetheless, very limited hedging options are available in China to reduce our exposure
to exchange rate fluctuations. To date, we have not entered into any hedging transactions in an
effort to reduce our exposure to foreign currency exchange risk. While we may decide to enter
into hedging transactions in the future, the availability and effectiveness of these hedges may
be limited and we may not be able to adequately hedge our exposure or at all. In addition, our
currency exchange losses may be magnified by PRC exchange control regulations that restrict
our ability to convert Renminbi into foreign currency. As a result, fluctuations in exchange
rates may have a material adverse effect on your Shares.

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

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

obtain foreign currency through debt or equity financing for our subsidiaries.

Uncertainties with respect to the PRC legal system may affect the legal protection afforded
to our business and our investors.

Our primary business is governed by PRC laws and regulations. Our primary business
operation is supervised by relevant regulatory authorities 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. Additionally, written
statutes in the PRC are often principle-oriented and require detailed interpretations by the
enforcement bodies to further apply and enforce such laws.

Since 1979, the PRC government has developed a comprehensive system of laws, rules
and regulations in relation to economic matters, such as foreign investment, corporate
organization and governance, commerce, taxation and trade. 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, the interpretation and enforcement of these laws,
rules and regulations involve uncertainties and may not be as consistent or predictable as in
other more developed jurisdictions. As these laws and regulations are continually evolving in
response to changing economic and other conditions, and because of the limited volume of
published cases and their non-binding nature, any particular interpretation of PRC laws and
regulations may not be definitive. Moreover, we cannot predict the effect of future
developments in the PRC legal system and regulatory structure. Such unpredictability towards
our contractual, property and procedural rights as well as our rights licensed, approved or
granted by the competent regulatory authority could adversely affect our business and impede
our ability to continue our operations.

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, if at all, and which may have a
retroactive effect. Hence, we may not be aware of violation of these policies and rules until
after such violation has occurred. For example, PRC laws and regulations afford significant
protection to state-owned assets. Transactions which may lead to losses of state-owned assets
are subject to heightened scrutiny by the competent authorities, and the competent authorities
have significant discretion in interpreting and implementing the relevant laws and regulations.
In the event we or our affiliates are involved in transactions with state-owned enterprises or
their affiliates, there might be risks that we might be found to have caused losses of
state-owned assets, which may subject us to liabilities and could materially and adversely
affect our business, financial condition and results of operation. Further, the legal protections
available to us and our investors under these laws, rules and regulations may be limited. For
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us specifically, 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 product 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 we
would 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.

You may experience difficulties in effecting service of legal process or enforcing foreign
Jjudgments against us and our management.

Most of our major operating subsidiaries are incorporated in China. All of our senior
management reside in China from time to time. In addition to sizable cash and equivalent in
Australia, most of our assets and some of the assets of our management are located in China.
As a result, it may not be possible for investors to effect service of process upon us or our
management inside China. China has not entered into treaties or arrangements providing for the
reciprocal enforcement of civil 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 the Courts of
the Mainland and the Hong Kong Special Administration Region Pursuant to Choice of Court
Agreements between Parties Concerned ( <B# i A1 b B 5 45 Il A7 B 18 05 e AH 58 T A UA T8
H Ak BN R E R LHE) ) (the “2006 Arrangement”). Under the 2006
Arrangement, a party with a final court judgment rendered by a Hong Kong court requiring
payment of money in a civil and commercial case according to a choice of court agreement in
writing may apply for recognition and enforcement of the judgment in China. Similarly, a party
with a final judgment rendered by a Chinese court requiring payment of money in a civil and
commercial case pursuant to a choice of court agreement in writing may apply for recognition
and enforcement of such judgment in Hong Kong. A choice of court agreement in writing is
defined as any agreement in writing entered into between parties after the effective date of the
Arrangement in which a Hong Kong court or a Chinese court is expressly designated as the
court having sole jurisdiction for the dispute. On January 18, 2019, the Supreme People’s Court
of the PRC and the Hong Kong Special Administrative Region (Hong Kong SAR) signed the
Arrangement on Reciprocal Recognition and Enforcement of Judgments in Civil and
Commercial Matters by the Courts of the Mainland and of the Hong Kong Special
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Administrative Region (B Ay 1 B F5 45 Pl A T B 125 B AH B 38R T RSB T B 35 2 A e iy
ZHE) ) (the “2019 Arrangement”), which seeks to establish a mechanism with greater clarity
and certainty for recognition and enforcement of judgments in a wider range of civil and
commercial matters between Hong Kong SAR and the Mainland. The New Arrangement
discontinued the requirement for a choice of court agreement for bilateral recognition and
enforcement. The New Arrangement will only take effect after the promulgation of a judicial
interpretation by the Supreme People’s Court and the completion of the relevant legislative
procedures in the Hong Kong SAR. The New Arrangement will, upon its effectiveness,
supersedes the 2006 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.

Failure to pay the social insurance and housing provident funds for any on behalf of our
employees in accordance with the Labor Contract Law or comply with other PRC regulations
may have an adverse impact on our financial conditions and results of operation.

PRC companies are required to pay for their employees’ social insurance (in most cases
including pension insurance, unemployment insurance, medical insurance, work-related injury
insurance and maternity insurance) and housing provident funds in amounts equal to certain
percentage of salaries, including bonuses and allowances, of their employees up to a maximum
amount specified by the local government from time to time at locations where they operate
their business.

According the applicable PRC laws and regulations, an employer shall open social
insurance registration account and housing provident funds account and pay social insurance
and housing provident funds for its employees. During the Track Record Period, some of our
PRC subsidiaries engaged a third-party human resources agency to pay social insurance and
housing provident funds for certain of their employees. As of the Latest Practicable Date, the
human resources agency has confirmed in writing that it has paid insurance premium and
housing provident funds according to the relevant agreements between us, and none of these
subsidiaries had received any administrative penalty or labor arbitration application from
employees for its agency arrangement with the third-party human resources agency. We may
be subject to penalties imposed by the local social insurance authorities and the local housing
provident fund management centers if the human resources agency fails to pay the social
insurance premium or housing provident funds for our employees as required by our
agreements and applicable PRC laws and regulations.

Also, as the interpretation and implementation of labor laws and regulations are still
evolving, we cannot assure you that our employment practice policy would at all times be
deemed as in full compliance with labor-related laws and regulations in the PRC, which might
subject us to labor disputes or governmental investigations, which might adversely affect our
financial condition and operation.
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We may be subject to penalties, including restrictions on our ability to inject capital into our
PRC subsidiaries and on our PRC subsidiaries’ ability to distribute profits to us, if our PRC
resident Shareholders or beneficial owners fail to comply with relevant PRC foreign
exchange regulations.

SAFE promulgated the Circular on Relevant Issues concerning Foreign Exchange
Administration of Overseas Investment and Financing and Round-tripping Investments
Conducted by Domestic Residents through Overseas Special Purpose Vehicles ( {[BHZ /e
LS5 BRI S5 79 i B AE AR IR H B0 8 RIS SRR SRR S A LA B PRI ), or
the SAFE Circular 37 on July 4, 2014, which, requires PRC residents to register with local
branches of SAFE in connection with their direct establishment or indirect control of an
offshore entity, for the purpose of overseas investment and financing, with the PRC residents’
legally owned assets or equity interests in domestic enterprises or offshore assets or interests,
referred to in SAFE Circular 37 as a “special purpose vehicle.” SAFE further promulgated the
Notice on Further Simplifying and Improving the Foreign Exchange Management Policies for
Direct Investment ( <[5 ZKA MR Ja) B A 3 — 25 f AL A 0 T 3 450 91 FEE /5 B BUR 1 48
1) ) in 2015, according to which the above mentioned registration will be handled directly by
appropriate bank and SAFE and its local branches shall perform indirect supervision over the
direct investment related foreign exchange registration via banks.

We have notified substantial beneficial owners of Shares who we know are PRC residents
of their filing obligation, and pursuant to SAFE Circular 37, our PRC resident shareholders
have filed the above-mentioned foreign exchange registration. However, we may not be aware
of the identities of all of our beneficial owners who are PRC residents. We do not have control
over our beneficial owners, and there can be no assurance that all of our PRC-resident
beneficial owners will comply with SAFE Circular 37 and subsequent implementation rules.
The failure of our beneficial owners who are PRC residents to register or amend their SAFE
registrations in a timely manner pursuant to SAFE Circular 37 and subsequent implementation
rules, or the failure of future beneficial owners of our Company who are PRC residents to
comply with the registration procedures set forth in SAFE Circular 37 and subsequent
implementation rules, may subject the beneficial owners or our PRC subsidiaries to fines and
legal sanctions.

Furthermore, since it is unclear how those SAFE regulations, and any future regulation
concerning offshore or cross-border transactions, will be further interpreted, amended and
implemented by the relevant PRC government authorities, we cannot predict how these
regulations will affect our business operations or future strategy. Failure to register or comply
with relevant requirements may also limit our ability to contribute additional capital to our
PRC subsidiaries and limit our PRC subsidiaries’ ability to distribute dividends to our
Company. These risks may have a material adverse effect on our business, financial condition
and results of operations.
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We may be deemed to be a PRC tax resident enterprise under the EIT Law and be subject

to PRC taxation on our worldwide income.

Under China’s Enterprise Income Tax Law, or the EIT Law, an enterprise established
outside of China with “de facto management bodies” within China is considered a “resident
enterprise,” meaning that it can be treated in a manner similar to a Chinese enterprise for PRC
enterprise income tax purposes. A tax circular issued by the PRC State Taxation Administration
(SAT) on April 22, 2009, or Circular 82, regarding the standards used to classify resident
enterprises clarified that dividends and other distributions paid by such resident enterprises
which are considered to be PRC source income will be subject to PRC withholding tax,
currently at a rate of 10%, when received or recognized by non-PRC resident enterprise
shareholders. This circular also subjects such resident enterprises to various reporting
requirements with the PRC tax authorities. The implementing rules of the EIT Law define “de
facto management bodies” as “management bodies that exercise substantial and overall
management and control over the production and operations, personnel, accounting and
properties” of the enterprise. In addition, Circular 82 specifies that certain China-invested
enterprises controlled by Chinese enterprises or Chinese group enterprises will be classified as
resident enterprises if the following are located or resident in China: (i) senior management
personnel and departments that are responsible for daily production, operation and
management; (ii) financial and personnel decision-making bodies; (iii) key properties,
accounting books, company seal and minutes of board meetings and shareholders’ meetings;
and (iv) half or more of senior management or directors having voting rights. On July 27, 2011,
the PRC State Administration of Taxation issued Administrative Measures of Enterprise
Income Tax of Chinese-Controlled Offshore Incorporated Resident Enterprises (Trial), or
Bulletin 45, which became effective on September 1, 2011, to provide further guidance on the
implementation of Circular 82. Bulletin 45 clarifies certain issues related to determining PRC
resident enterprise status, including which competent tax authorities are responsible for
determining offshore incorporated PRC resident enterprise status, as well as post-determination
administration.

Currently, senior management of our Company is located in China. However, Circular 82
and Bulletin 45 only apply to offshore enterprises controlled by PRC enterprises or PRC
enterprise groups, not those controlled by foreign individuals like us. In the absence of detailed
implementing regulations or other guidance determining that offshore companies controlled by
foreign individuals like us are PRC resident enterprises, we do not currently consider our

Company or any of our overseas subsidiaries to be a PRC resident enterprise.

Despite the foregoing, the SAT may take the view that the determining criteria set forth
in Circular 82 and Bulletin 45 reflect the general position on how the “de facto management
body” test should be applied in determining the tax resident status of all offshore enterprises.
Additional implementing regulations or guidance may be issued determining that our Cayman
Islands holding company is a “resident enterprise” for PRC enterprise income tax purposes. If
the PRC tax authorities determine that our Cayman Islands holding company or any of our
non-PRC subsidiaries is a resident enterprise for PRC enterprise income tax purposes, a
number of unfavorable PRC tax consequences could follow. First, we and our non-PRC
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subsidiaries may be subject to enterprise income tax at a rate of 25% on our worldwide taxable
income, as well as to PRC enterprise income tax reporting obligations. Second, although under
the EIT Law and its implementing rules, dividends paid by a PRC tax resident enterprise to an
offshore incorporated PRC tax resident enterprise controlled by a PRC enterprise or enterprise
group might qualify as tax-exempted income, we cannot assure that dividends paid by our PRC
subsidiaries to us will not be subject to a 10% withholding tax, as the PRC foreign-exchange
control authorities and tax authorities have not yet issued guidance with respect to the
processing of outbound remittances to entities that are treated as resident enterprises for PRC
enterprise income tax purposes but not controlled by a PRC enterprise or enterprise group like
us. Finally, under the EIT Law and its implementing rules issued by PRC tax authorities
dividends paid by us to our non-PRC shareholders may be subject to a withholding tax of 10%
for non-PRC enterprise shareholders and 20% for non-PRC individual shareholders, and gains
recognized by our non-PRC shareholders may be subject to PRC tax of 10% for non-PRC
enterprise shareholders and 20% for non-PRC individual shareholders. Any PRC tax liability
on dividends or gain described above may be reduced under applicable tax treaties. However,
it is unclear whether, if our Cayman Islands holding company is considered a PRC resident
enterprise, non-PRC shareholders might be able to claim the benefit of income tax treaties
entered into between PRC and their countries. Similarly, these unfavorable consequences could
apply to our other offshore companies if they are classified as a PRC resident enterprise.

Dividends payable by us to our foreign investors and gains on the sale of our Shares may
became subject to withholding taxes under the PRC tax laws.

Under the applicable PRC tax laws, both the dividends we pay to non-PRC resident
individual holders (“non-resident individual holders”), and gains realized through the sale or
transfer by other means of our shares by such shareholders, are subject to PRC individual
income tax at a rate of 20%, unless reduced by the applicable tax treaties or arrangements.

Under applicable PRC tax laws, the dividends we pay to, and gains realized through the
sale or transfer by other means of our shares by, non-PRC resident enterprise holders of our
shares (“non-resident enterprise holders”) are both subject to PRC enterprise income tax at a
rate of 10%, unless reduced by applicable tax treaties or arrangements. Pursuant to the
Arrangements between the Mainland China and the Hong Kong Special Administrative Region
for the Avoidance of Double Taxation and Tax Evasion on Incomes ( <A AN 7 i 45 A 47 B [
B i 3 A5 2k O B OB RN B ki L0 % HE) ) dated August 21, 2006, any non-resident
enterprise registered in Hong Kong that holds directly at least 25% of the shares of our PRC
subsidiaries shall pay Enterprise Income Tax for the dividends declared and paid by our PRC
subsidiaries at a tax rate of 5% when satisfying certain conditions.

Non-resident holders of our Shares should be aware that they may be obligated to pay
PRC income tax on the dividends and gains realized through sales or transfers of our Shares.
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The Chinese tax authorities have strengthened their scrutiny over transfers of equity
interests in a PRC resident enterprise by a non-resident enterprise, which may negatively
affect our business and our ability to conduct mergers, acquisitions or other investments.

On February 3, 2015, the PRC State Administration of Taxation issued the Public
Announcement on Several Issues Concerning Enterprise Income Tax for Indirect Transfer of
Assets by Non-Resident Enterprises ( B IF J& A 3 W] 45 a3 0 2 A 2E TS B4 1 R REAY
/8%5) ), or Circular 7, which supersedes certain provisions in the Notice on Strengthening the
Administration of Enterprise Income Tax on non-Resident Enterprises ( <B i fin s IF & A2
JRERRE g 1 SE P AR B A B A HE ) ), or Circular 698, which was previously issued by the State
Taxation Administration on December 10, 2009, as well as certain other rules providing
clarification on Circular 698. Circular 7 provides comprehensive guidelines relating to, and
heightened the PRC tax authorities’ scrutiny over, indirect transfers by a non-resident
enterprise of assets (including equity interests) of a PRC resident enterprise, or PRC Taxable
Assets.

For example, Circular 7 specifies that when a non-resident enterprise transfers PRC
Taxable Assets indirectly by disposing of equity interests in an overseas holding company
which directly or indirectly holds such PRC Taxable Assets, the PRC tax authorities are entitled
to reclassify the nature of an indirect transfer of PRC Taxable Assets by disregarding the
existence of such overseas holding company and considering the transaction to be a direct
transfer of PRC Taxable Assets, if such transfer is deemed to have been conducted for the
purposes of avoiding PRC enterprise income taxes and without any other reasonable
commercial purposes.

Except as provided in Circular 7, transfers of PRC Taxable Assets satisfying all of the
following circumstances shall be automatically deemed as having no reasonable commercial
purpose, and are subject to PRC enterprise income tax: (i) more than 75% of the value of the
equity interest of the overseas enterprise is directly or indirectly attributable to the PRC
Taxable Assets; (ii) more than 90% of the total assets (cash excluded) of the overseas enterprise
are directly or indirectly composed of investment in China at any time during the year prior to
the indirect transfer of PRC Taxable Assets, or more than 90% of the income of the overseas
enterprise is directly or indirectly from China during the year prior to the indirect transfer of
PRC Taxable Assets; (iii) the overseas enterprise and its subsidiaries directly or indirectly hold
PRC Taxable Assets and have registered with the relevant authorities in the host countries
(regions) in order to meet the local legal requirements in relation to organization forms, yet
prove to be inadequate in their ability to perform their intended functions and withstand risks
as their alleged organization forms suggest; or (iv) the income tax from the indirect transfer of
PRC Taxable Assets payable abroad is lower than the income tax in China that may be imposed
on the direct transfer of such PRC Taxable Assets.
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Circular 7 contains certain exemptions, including (i) the Public Market Safe Harbor
described below; and (ii) where there is an indirect transfer of PRC Taxable Assets, but if the
non-resident enterprise had directly held and disposed of such PRC Taxable Assets, the income
from the transfer would have been exempted from enterprise income tax in the PRC under an
applicable tax treaty or arrangement. However, it remains unclear whether any exemptions
under Circular 7 will be applicable to the transfer of our Shares that do not qualify for the
Public Market Safe Harbor or to any future acquisition by us outside of the PRC involving PRC
Taxable Assets, or whether the PRC tax authorities will reclassify such transactions by
applying Circular 7. Therefore, the PRC tax authorities may deem any transfer of our Shares
that do not qualify for the Public Market Safe Harbor by our Shareholders that are non-resident
enterprises, or any future acquisition by us outside of the PRC involving PRC Taxable Assets,
to be subject to the foregoing regulations, which may subject our Shareholders or us to
additional PRC tax reporting obligations or tax liabilities. Provisions of Circular 7, which
impose PRC tax liabilities and reporting obligations, do not apply to “non-resident enterprise
acquiring and disposing of the equity interests of the same offshore listed company in a public
market,” or the Public Market Safe Harbor, which is determined by whether the parties, number
and price of the shares acquired and disposed are not previously agreed upon, but determined
in accordance with general trading rules in the public securities markets, according to one
implementing rule for Circular 698. In general, transfers of the Shares by Shareholders on the
Stock Exchange or other public market would not be subject to the PRC tax liabilities and
reporting obligations imposed under the Circular 7 if the transfers fall under the Public Market
Safe Harbor. As stated in “Information about This Document and the [REDACTED]” in this
document, potential investors should consult their professional advisors if they are in any doubt
as to the tax implications of [REDACTED] purchasing, holding, disposing of and dealing in
the Shares.

Our business benefits from certain financial incentives and discretionary policies granted by
local governments.

In the past, local governments in China granted certain financial incentives from time to
time to us as part of their efforts to encourage the development of local businesses. The timing,
amount and criteria of government financial incentives are determined within the sole
discretion of the local government authorities and cannot be predicted with certainty before we
actually receive any financial incentive. We generally do not have the ability to influence local
governments in making these decisions. Governments authorities may decide to reduce or
eliminate incentives or may amend or terminate the relevant financial incentive policies at any
time. In addition, some of the government financial incentives are granted on a project basis
and subject to the satisfaction of certain conditions, including compliance with the applicable
financial incentive agreements and completion of the specific projects therein. We cannot
guarantee that we will satisfy all relevant conditions, and if we fail to satisfy any such
conditions, we may be deprived of the relevant incentives. We cannot assure you of the
continued availability of the government incentives currently enjoyed by us. Any reduction or
elimination of incentives would have an adverse effect on our results of operations.
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The political relations between China and other countries or regions may affect our business
operation.

The U.S. government has recently made statements and taken certain actions that may
lead to potential changes to U.S. and international policies with regard to China. It is unknown
whether and to what extent other new laws or regulations will be adopted, or the effect that any
such actions would have on us or our industry. While we have not started commercialization
of product candidates, any unfavorable international government policies, such as capital
controls or tariffs, may affect the demand for our products, the competitive position of our
products, the hiring of scientists and other research and development personnel, and import or
export of raw materials in relation to product development, or prevent us from selling our
products in certain countries. If any new legislation and/or regulations are implemented, or in
particular, if the U.S. government takes retaliatory actions due to the recent U.S.-China tension,
such changes could have an adverse effect on our business, financial condition and results of

operations.

Our leasehold interests in leased properties have not been registered with the relevant PRC
governmental authorities as required by relevant PRC laws. The failure to register leasehold
interests may expose us to potential fines.

We have not registered our lease agreements with the relevant government authorities.
Under the relevant PRC laws and regulations, we may be required to register and file with the
relevant government authority executed leases. The failure to register the lease agreements for
our leased properties will not affect the validity of these lease agreements, but the competent
housing authorities may order us to register the lease agreements in a prescribed period of time
and impose a fine ranging from RMB1,000 to RMB10,000 for each non-registered lease if we
fail to complete the registration within the prescribed time frame. The maximum penalty that
we may be liable in relation to the failure of registering lease agreements during the Track
Record Period was approximately RMB190 thousand.

RISKS RELATING TO THE [REDACTED]

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

No public market currently exists for our Shares. The initial [REDACTED] for our
Shares to the public will be the result of negotiations between our Company and the
[REDACTED] (on behalf of the [REDACTED]), and the [REDACTED] may differ
significantly from the market price of the Shares following the [REDACTED]. We have
applied to the Stock Exchange for the [REDACTED] of, and permission to [REDACTED], the
Shares. A [REDACTED] on the Stock Exchange, however, does not guarantee that an active
and liquid trading market for our Shares will develop, or if it does develop, that it will be
sustained following the [REDACTED], or that the market price of the Shares will not decline
following the [REDACTED].
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The price and trading volume of our Shares may be volatile, which could lead to substantial
losses to investors.

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

There will be a gap of several days between pricing [REDACTED)] of our Shares, holders
of our Shares are subject to the risk that the price of our Shares when trading begins could
be lower than the [REDACTED].

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

Future sales or perceived sales of our Shares in the public market by major Shareholders
following the [REDACTED] could materially and adversely affect the price of our Shares.

Prior to the [REDACTED], there has not been a public market for our Shares. Future
sales or perceived sales by our existing Shareholders of our Shares after the [REDACTED]
could result in a significant decrease in the prevailing market price of our Shares. Only a
limited number of the Shares currently outstanding will be available for sale or issuance
immediately after the [REDACTED] due to contractual and regulatory restrictions on disposal
and new issuance. Nevertheless, after these restrictions lapse or if they are waived, future sales
of significant amounts of our Shares in the public market or the perception that these sales may
occur could significantly decrease the prevailing market price of our Shares and our ability to
raise equity capital in the future.
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You will incur immediate and significant dilution and may experience further dilution if we
issue additional Shares or other equity securities in the future, including pursuant to the
share incentive schemes.

The [REDACTED] of the [REDACTED)] is higher than the net tangible asset value per
Share immediately prior to the [REDACTED]. Therefore, purchasers of the [REDACTED] in
the [REDACTED] will experience an immediate dilution in pro forma net tangible asset value.
In order to expand our business, we may consider offering and issuing additional Shares in the
future. Purchasers of the [REDACTED] may experience dilution in the net tangible asset value
per share of their Shares if we issue additional Shares in the future at a price which is lower
than the net tangible asset value per Share at that time. Furthermore, we may issue Shares
pursuant to the share incentive schemes, which would further dilute Shareholders’ interests in
our Company.

Because we do not expect to pay dividends in the foreseeable future after the [ REDACTED],
you must rely on price appreciation of our Shares for a return on your investment.

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

Our Board has complete discretion as to whether to distribute dividends. Even if our
Board decides to declare and pay dividends, the timing, amount and form of future dividends,
if any, will depend on our future results of operations and cash flow, our capital requirements
and surplus, the amount of distributions (if any) received by us from our subsidiaries, our
financial condition, contractual restrictions and other factors deemed relevant by our Board.
Accordingly, the return on your investment in our Shares will likely depend entirely upon any
future price appreciation of our Shares. There is no guarantee that our Shares will appreciate
in value after the [REDACTED] or even maintain the price at which you purchased the Shares.
You may not realize a return on your investment in our Shares and you may even lose your
entire investment in our Shares.

We have significant discretion as to how we will use the net [REDACTED] of the
[REDACTED], and you may not necessarily agree with how we use them.

Our management may spend the net [REDACTED] from the [REDACTED] in ways you
may not agree with or that do not yield a favorable return to our Shareholders. We plan to use
the net [REDACTED] from the [REDACTED] to conduct clinical trials in China and the U.S.
on our most promising product candidates and to expand our sales and marketing staff in
preparation for the approval and commercialization of those product candidates. For details,
see “Future Plans and Use of [REDACTED] - Use of [REDACTED].” However, our
management will have discretion as to the actual application of our net [REDACTED]. You are
entrusting your funds to our management, whose judgment you must depend on, for the
specific uses we will make of the net [REDACTED] from this [REDACTED].
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We are a Cayman Islands company and, because judicial precedent regarding the rights of
shareholders is comparatively more limited under the laws of the Cayman Islands than other
Jjurisdictions, you may have difficulties in protecting your rights.

Our corporate affairs are governed by our Memorandum and Articles, together with the
Cayman Companies Act and common law of the Cayman Islands. The rights of Shareholders
to take legal action against our Directors and us, actions by minority Shareholders and the
fiduciary responsibilities of our Directors to us under Cayman Islands law are to a large extent
governed by the common law of the Cayman Islands. The common law of the Cayman Islands
is derived in part from comparatively limited judicial precedent in the Cayman Islands as well
as from English common law, which has persuasive, but not binding, authority on a court in
the Cayman Islands. The laws of the Cayman Islands relating to the protection of the interests
of minority shareholders differ in some respects from those established under statutes and
judicial precedent in existence in the jurisdictions where minority Shareholders may be
located. See “Appendix III — Summary of the Constitution of Our Company and Cayman
Islands Company Law” in this document.

As a result of all of the above, minority Shareholders may have difficulties in protecting
their interests under the laws of the Cayman Islands through actions against our management
or Directors, which may provide different remedies to minority Shareholders when compared

to the laws of the jurisdiction in which such Shareholders are located.

Facts, forecasts and statistics in this document relating to the pharmaceutical industry may
not be fully reliable.

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

based on various factors and should not be unduly relied upon.
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You should read the entire document carefully, and we strongly caution you not to place any
reliance on any information contained in press articles or other media regarding us or the
[REDACTED].

Subsequent to the date of this document but prior to the completion of the [REDACTED],
there may be press and media coverage regarding us and the [REDACTED], which may
contain, among other things, certain financial information, projections, valuations and other
forward-looking information about us and the [REDACTED]. We have not authorized the
disclosure of any such information in the press or media and do not accept responsibility for
the accuracy or completeness of such press articles or other media coverage. We make no
representation as to the appropriateness, accuracy, completeness or reliability of any of the
projections, valuations or other forward-looking information about us. To the extent such
statements are inconsistent with, or conflict with, the information contained in this document,
we disclaim responsibility for them. Accordingly, prospective investors are cautioned to make
their investment decisions on the basis of the information contained in this document only and
should not rely on any other information.

You should rely solely upon the information contained in this document, the
[REDACTED] and any formal announcements made by us in Hong Kong when making your
investment decision regarding our Shares. We do not accept any responsibility for the accuracy
or completeness of any information reported by the press or other media, nor the fairness or
appropriateness of any forecasts, views or opinions expressed by the press or other media
regarding our Shares, the [REDACTED] or us. We make no representation as to the
appropriateness, accuracy, completeness or reliability of any such data or publication.
Accordingly, prospective investors should not rely on any such information, reports or
publications in making their decisions as to whether to invest in our [REDACTED]. By
applying to purchase our Shares in the [REDACTED], you will be deemed to have agreed that
you will not rely on any information other than that contained in this document and the
[REDACTED].
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In preparation for the [REDACTED], we have sought the following waivers from strict
compliance with the relevant provisions of the Listing Rules and certificates of exemption from
strict compliance with the relevant provisions of the Companies (Winding Up and

Miscellaneous Provisions) Ordinance:
MANAGEMENT PRESENCE IN HONG KONG

According to Rule 8.12 of the Listing Rules, our Company must have sufficient
management presence in Hong Kong. This normally means that at least two of our executive
Directors must be ordinarily resident in Hong Kong.

Since all our business operations are not principally located, managed or conducted in
Hong Kong, our Company does not, and, for the foreseeable future, will not, have two
executive Directors who are ordinarily resident in Hong Kong for the purpose of satisfying the

requirements under Rule 8.12 of the Listing Rules.

Accordingly, we have applied to the Stock Exchange for, and the Stock Exchange [has
granted], a waiver from strict compliance with the requirements under Rule 8.12 of the Listing
Rules. We will ensure that there is a regular and effective communication between us and the
Stock Exchange by way of the following arrangements:

(a) both of our Company’s authorized representatives, Mr. Joshua Liang, an executive
Director and our chief executive officer, and Ms. Po Ting Fung (J5% )
(“Ms. Fung”), our joint company secretary, will act as our Company’s principal
channels of communication with the Stock Exchange. Accordingly, the authorized
representatives of our Company will be able to meet with the relevant members of
the Stock Exchange on reasonable notice and will be readily contactable by
telephone, facsimile and email;

(b) each of the authorized representatives of our Company has means of contacting all
Directors (including our independent non-executive Directors) promptly at all times
as and when the Stock Exchange proposes to contact a Director with respect to any
matter;

(c) each Director has provided his or her mobile phone number, office phone number,
fax number and e-mail address to the authorized representatives of our Company and
the Stock Exchange, and in the event that any Director expects to travel or otherwise
be out of the office, he or she will provide the phone number of the place of his or

her accommodation to the authorized representatives;

(d) each of our Directors not ordinarily residing in Hong Kong possesses or can apply
for valid travel documents to visit Hong Kong and will be able to meet with the
relevant members of the Stock Exchange within a reasonable period of time;
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(e) we have appointed Somerley Capital Limited as the compliance adviser of our
Company (the “Compliance Adviser”), in compliance with Rule 3A.19 of the
Listing Rules, who will also act as an additional channel of communication with the
Stock Exchange from the [REDACTED] to the date when our Company complies
with Rule 13.46 of the Listing Rules in respect of its financial results for the first
full financial year immediately following the [REDACTED]. The Compliance
Adviser will maintain constant contact with the authorized representatives,
Directors and senior management of our Company through various means, including
regular meetings and telephone discussions whenever necessary. Our authorized
representatives, Directors and other officers of our Company will provide promptly
such information and assistance as the Compliance Adviser may reasonably require
in connection with the performance of the Compliance Adviser’s duties as set forth
in Chapter 3A of the Listing Rules;

(f) any meeting between the Stock Exchange and our Directors will be arranged through
the authorized representatives or the Compliance Adviser or directly with our
Directors within a reasonable time frame. We will inform the Stock Exchange
promptly in respect of any changes in our authorized representatives and/or our
Compliance Adviser; and

(g) we will also retain legal advisers to advise on on-going compliance requirements as
well as other issues arising under the Listing Rules and other applicable laws and
regulations of Hong Kong after the [REDACTED].

JOINT COMPANY SECRETARIES

Pursuant to Rules 3.28 and 8.17 of the Listing Rules, the company secretary must be an
individual who, by virtue of his or her academic or professional qualifications or relevant
experience, is, in the opinion of the Stock Exchange, capable of discharging the functions of
the company secretary. The Stock Exchange considers the following academic or professional
qualifications to be acceptable: (i) a member of The Hong Kong Institute of Chartered
Secretaries; (ii) a solicitor or barrister (as defined in the Legal Practitioners Ordinance); and
(ii1) a certified public accountant (as defined in the Professional Accountants Ordinance).

In assessing “relevant experience”, the Stock Exchange will consider the individual’s: (i)
length of employment with the issuer and other listed companies and the roles he/she played,
(i1) familiarity with the Listing Rules and other relevant law and regulations including the
Securities and Futures Ordinance, Companies Ordinance, Companies (Winding Up and
Miscellaneous Provisions) Ordinance and the Takeovers Code, (iii) relevant training taken
and/or to be taken in addition to the minimum requirement of taking not less than fifteen hours
of relevant professional training in each financial year under Rule 3.29 of the Listing Rules,
and (iv) professional qualifications in other jurisdictions.
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Our Company considers that while it is important for the company secretary to be familiar
with the relevant securities regulation in Hong Kong, he/she also needs to have experience
relevant to our Company’s operations, nexus to the Board and close working relationship with
the management of our Company in order to perform the function of a company secretary and
to take the necessary actions in the most effective and efficient manner. It is for the benefit of
our Company to appoint a person who has been a member of the management for a period of
time and is familiar with our Company’s business and affairs as company secretary.

We have appointed Mr. Brian Krex (“Mr. Krex”) as one of our joint company secretaries.
Mr. Krex is our general counsel and his biographical information is set out in the section
headed “Directors and Management” in the document. Since Mr. Krex does not possess a
qualification stipulated in Rule 3.28 of the Listing Rules, he is not able to solely fulfill the
requirements as a company secretary of a listed issuer stipulated under Rules 3.28 and 8.17 of
the Listing Rules. Accordingly, we have applied to the Stock Exchange for, and the Stock
Exchange [has granted], a waiver from strict compliance with the requirements under Rules
3.28 and 8.17 of the Listing Rules in relation to the appointment of Mr. Krex as our joint
company secretary. In order to provide support to Mr. Krex, we have appointed Ms. Fung, an
associate member of The Hong Kong Institute of Chartered Secretaries and The Chartered
Governance Institute in the United Kingdom, who meets the requirements under Rules 3.28 and
8.17, as a joint company secretary to provide assistance to Mr. Krex, for a three-year period
from the [REDACTED] so as to enable him to acquire the relevant experience (as required
under Rule 3.28(2) of the Listing Rules) to duly discharge his duties.

Such waiver has been granted on the conditions that: (i) Ms. Fung is appointed as a joint
company secretary to assist Mr. Brex in discharging his functions as a company secretary and
in gaining the relevant experience under Rule 3.28 of the Listing Rules and such waiver will
be revoked immediately if and when Ms. Fung ceases to provide such assistance during the
three-year period; and (ii) the waiver can be revoked if there are material breaches of the
Listing Rules by our Company. We expect that Mr. Brex will acquire the qualifications or
relevant experience required under Rule 3.28 of the Listing Rules prior to the end of the
three-year period after the [REDACTED]. We will liaise with the Stock Exchange before the
end of the three-year period to enable it to assess whether Mr. Brex, having had the benefit of
Ms. Fung’s assistance for three years, will have acquired relevant experience within the
meaning of Rule 3.28 of the Listing Rules so that a further waiver will not be necessary.

See the section headed “Directors and Management” in this document for further
information regarding the experiences and qualifications of Mr. Brex and Ms. Fung.
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EXEMPTION FROM STRICT COMPLIANCE WITH SECTION 342(1) OF THE
COMPANIES (WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE
AND PARAGRAPH 27 OF PART I OF THE THIRD SCHEDULE TO THE COMPANIES
(WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

According to section 342(1) of the Companies (Winding Up and Miscellaneous
Provisions) Ordinance, this document shall include an accountants’ report which contains the
matters specified in the Third Schedule to the Companies (Winding Up and Miscellaneous
Provisions) Ordinance.

According to paragraph 27 of Part I of the Third Schedule to the Companies (Winding Up
and Miscellaneous Provisions) Ordinance, our Company is required to include in this document
a statement as to the gross trading income or sales turnover (as the case may be) of our
Company during each of the three financial years immediately preceding the issue of this
document as well as an explanation of the method used for the computation of such income or
turnover and a reasonable breakdown of the more important trading activities.

According to paragraph 31 of Part II of the Third Schedule to the Companies (Winding
Up and Miscellaneous Provisions) Ordinance, our Company is required to include in this
document a report prepared by our Company’s auditor with respect to profits and losses of our
Company in respect of each of the three financial years immediately preceding the issue of the
document and the assets and liabilities of our Company at the last date to which the financial

statements were prepared.

According to section 342A(1) of the Companies (Winding Up and Miscellaneous
Provisions) Ordinance, the SFC may issue, subject to such conditions (if any) as the SFC thinks
fit, a certificate of exemption from strict compliance with the relevant requirements under the
Companies (Winding Up and Miscellaneous Provisions) Ordinance if, having regard to the
circumstances, the SFC considers that the exemption will not prejudice the interests of the
investing public and compliance with any or all of such requirements would be irrelevant or

unduly burdensome, or is otherwise unnecessary or inappropriate.

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

According to Rule 18A.06 of the Listing Rules, an eligible biotech company shall comply

with Rule 4.04 modified so that references to “three financial years” or “three years” in that
rule shall instead reference to “two financial years” or “two years”, as the case may be.
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Accordingly, we applied to the SFC for, and the SFC [has granted], a certificate of
exemption from strict compliance with the requirements under section 342(1) of the Companies
(Winding Up and Miscellaneous Provisions) Ordinance and paragraph 27 of Part I and
paragraph 31 of Part Il of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance, on the conditions that the particulars of the exemption
are set forth in this document, on the following grounds:

(a) our Company 1is primarily engaged in research and development and
commercialization of biotech products, and falls within the scope of biotech
company as defined under Chapter 18A of the Listing Rules;

(b) the Accountants’ Report for each of the two financial years ended December 31,
2019 and 2020 has been prepared and is set out in Appendix I to this document in
accordance with Rule 18A.06 of the Listing Rules;

(c) notwithstanding that the financial results set out in this document are only for the
two years ended December 31, 2019 and 2020 in accordance with Chapter 18A of
the Listing Rules, other information required to be disclosed under the Listing Rules
and requirements under the Companies (Winding up and Miscellaneous Provisions)
Ordinance has been adequately disclosed in this document pursuant to the relevant
requirements; and

(d) furthermore, as Chapter 18A of the Listing Rules provides that track record period
for biotech companies in terms of financial disclosure is two years, strict compliance
with the requirements of section 342(1) of the Companies (Winding Up and
Miscellaneous Provisions) Ordinance and paragraph 27 of Part I and paragraph 31
of Part II of the Third Schedule to the Companies (Winding Up and Miscellaneous

Provisions) Ordinance would be unduly burdensome for our Company.

Our Company is of the view that the Accountants’ Report covering the two years ended
December 31, 2019 and 2020, together with other disclosure in this document, has already
provided the potential investors with adequate and reasonably up-to-date information in the
circumstances to form a view on the track record of our Company; and our Directors confirm
that all information which is necessary for the investing public to make an informed assessment
of the business, assets and liabilities, financial position, management and prospects has been
included in this document. Therefore, the exemption would not prejudice the interests of the
investing public.
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WAIVER AND EXEMPTION IN RELATION TO THE PRE-[REDACTED] SHARE
OPTION PLAN

Under Rule 17.02(1)(b) of, and paragraph 27 of the Part A of Appendix I to the Listing
Rules, and paragraph 10(d) of Part I of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance, this document is required to include, among other
things, details of the number, description, and amount of any shares in or debentures of our
Company which any person has, or is entitled to be given, an option to subscribe for, together
with certain particulars of each option, namely the period during which it is exercisable, the
price to be paid for shares or debentures subscribed for under it, the consideration (if any)
given or to be given for it or for the right to it, the names and addresses of the persons to whom
it was given, and their potential dilution effect on the shareholding upon [REDACTED] as
well as the impact on the earnings per share arising from the exercise of such outstanding
options (the “Share Option Disclosure Requirements”).

As of the Latest Practicable Date, our Company has granted options under the
Pre-[REDACTED] Share Option Plan to 50 grantees to subscribe for an aggregate of
2,773,470 Shares ((REDACTED] Shares as adjusted after the [REDACTED]), representing
approximately [REDACTED] of the total issued share capital immediately after completion of
the [REDACTED] and the [REDACTED] (assuming the [REDACTED] and the options
under the Pre-[REDACTED] Share Option Plan are not exercised), on the terms set out in
“Appendix IV — Statutory and General Information — D. Share Incentive Plans - 1.
Pre-[REDACTED] Share Option Plan” to this document.

Our Company has applied to the Stock Exchange and the SFC for: (i) a waiver from strict
compliance with the applicable Share Option Disclosure Requirements; and (ii) a certificate of
exemption under section 342A of the Companies (Winding Up and Miscellaneous Provisions)
Ordinance exempting our Company from strict compliance with paragraph 10(d) of Part I of
the Third Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance,
respectively, on the ground that strict compliance with the above requirements would be unduly
burdensome for our Company for the following reasons, and the exemption would not
prejudice the interests of the investing public:

(a) given that 50 grantees are involved, strict compliance with such disclosure
requirements in setting out full details of all the grantees under the
Pre-[REDACTED] Share Option Plan in this document would be costly and unduly
burdensome for our Company in light of a significant increase in cost and time for
information compilation, document preparation and printing;

(b) as of the Latest Practicable Date, none of the grantees under the Pre-[REDACTED]
Share Option Plan was a Director, member of management or other connected
persons of our Company. Strict compliance with the applicable Share Option
Disclosure Requirements to disclose names, addresses, and entitlements on an
individual basis in this document will require number of additional pages of
disclosure that does not provide any material information to the investing public;
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(c)

(d)

(e)

the grant and exercise in full of the options under the Pre-[REDACTED] Share
Option Plan will not cause any material adverse impact in the financial position of
our Company;

lack of full compliance with the above disclosure requirements would not prevent
our Company from providing its potential investors with an informed assessment of
the activities, assets, liabilities, financial position, management and prospects of our
Company; and

material information relating to the options under the Pre-[REDACTED] Share
Option Plan will be disclosed in this document, including the total number of Shares
to be issued subject to the Pre-[REDACTED] Share Option Plan, the exercise price
per Share, the potential dilution effect on shareholding. For the avoidance of doubt,
the exercise of the options granted under the Pre-[REDACTED] Share Option
Scheme will not result in any impact on the earnings per Share. Our Directors
consider that the information that is reasonably necessary for the potential investors
to make an informed assessment of our Company in their investment decision
making process has been included in the document.

The Stock Exchange [has granted] to us a waiver under the Listing Rules on the

conditions that:

(@)

(b)

(c)

(d)

(e)

disclosure will be made for, on an aggregate basis, of (1) the aggregate number of
grantees and the number of Shares underlying the options granted to all the grantees
under the Pre-[REDACTED] Share Option Plan, (2) the consideration (if any) paid
for the grant of the options under the Pre-[REDACTED] Share Option Plan, and (3)
the exercise period and (4) the exercise price for the options granted under the
Pre-[REDACTED] Share Option Plan;

there will be disclosure in this document for the aggregate number of Shares
underlying the options under the Pre-[REDACTED] Share Option Plan and the
percentage of our Company’s total issued share capital represented by such number
of Shares as of the Latest Practicable Date;

the dilutive effect upon full exercise of the options under the Pre-[REDACTED]
Share Option Plan will be disclosed in “Appendix IV — Statutory and General
Information — D. Share Incentive Schemes — 1. Pre-[REDACTED] Share Option
Plan” to this document;

a summary of the major terms of the Pre-[REDACTED] Share Option Plan will be
disclosed in “Appendix IV — Statutory and General Information — D. Share Incentive

Plans — 1. Pre-[REDACTED] Share Option Plan” to this document;

the particulars of the waiver and the exemption will be disclosed in the document;

- 150 -



THIS DOCUMENT IS IN DRAFT FORM, INCOMPLETE AND SUBJECT TO CHANGE AND THAT THE INFORMATION MUST
BE READ IN CONJUNCTION WITH THE SECTION HEADED “WARNING” ON THE COVER OF THIS DOCUMENT.

WAIVERS FROM STRICT COMPLIANCE WITH THE LISTING RULES
AND EXEMPTION FROM STRICT COMPLIANCE WITH THE COMPANIES
(WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

()

(2)

(h)

a full list of all the grantees under the Pre-[REDACTED] Share Option Plan,
containing all the particulars as required under the applicable Share Option
Disclosure Requirements be made available for public inspection in accordance with
the section headed “Appendix V — Documents Delivered to the Registrar of
Companies and Available for Inspection” to this document;

further information relating to the grantees who have been granted options is
provided to the Stock Exchange; and

the grant of a certificate of exemption under the Companies (Winding Up and
Miscellaneous Provisions) Ordinance from the SFC exempting our Company from
the disclosure requirements provided in paragraph 10(d) of Part I of the Third
Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance.

The SFC has agreed to grant to our Company the certificate of exemption under section

342A of the Companies (Winding Up and Miscellaneous Provisions) Ordinance from strict

compliance with paragraph 10(d) of Part I of the Third Schedule to the Companies (Winding

Up and Miscellaneous Provisions) Ordinance on the conditions that:

(a)

(b)

(©)

disclosure will be made of, on an aggregate basis, (1) the aggregate number of
grantees and the number of Shares underlying the options granted to them under the
Pre-[REDACTED] Share Option Plan, (2) the consideration (if any) paid for the
grant of the options under the Pre-[REDACTED] Share Option Plan, (3) the
exercise period and (4) the exercise price for the options granted under the
Pre-[REDACTED] Share Option Plan;

a full list of all the grantees under the Pre-[REDACTED] Share Option Plan,
containing all the particulars as required under paragraph 10 of Part I of the Third
Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance,
will be made available for public inspection in accordance with the section headed
“Appendix V — Documents Delivered to the Registrar of Companies and Available
for Inspection” to this document; and

the particulars of the exemption will be disclosed in this document. Further details
of the Pre-[REDACTED] Share Option Plan are set forth in “Appendix IV -
Statutory and General Information - D. Share Incentive Plans - 1.
Pre-[REDACTED] Share Option Plan” to this document.
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CONTINUING CONNECTED TRANSACTIONS

We have entered into, and are expected to continue to engage in certain transaction which
will constitute a non-exempt continuing connected transaction of our Company under the
Listing Rules upon the [REDACTED]. Accordingly, we have applied to the Stock Exchange
for, and the Stock Exchange [has granted], a waiver in relation to such continuing connected

transaction between us and certain connected persons under Chapter 14A of the Listing Rules.

Please see “Connected Transactions” of this document for further details.

[REDACTED]
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[REDACTED]
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DIRECTORS AND PARTIES INVOLVED IN THE [REDACTED]

DIRECTORS
Name
Executive Directors

Dr. Peng LIANG

Mr. Joshua LIANG

Non-executive Directors

Dr. Xiaodong WANG

Mr. Ting XIAO (H771)

Mr. Dong LYU (15 #)

Address

Unit 3, Building 17

No. 1, Zhonghai Chengnan
Chengdu

PRC

Yintai Center, Huayueju

No. 1199, North Section of Tianfu
Avenue High-tech Zone, Chengdu
Sichuan

PRC

4416 95th Avenue NE
Yarrow Point, WA 98004
U.S.

Kam Ning Mansion
13-15 Bonham Road
Hong Kong

Gate 201, Building 14,
First District, Yutaoyuan
Xicheng District
Beijing

PRC

Independent non-executive Directors

Dr. Xiaobin WU

Mr. Xiang LIAO

No. 1248, District D

Youshan Meidi, Shunyi District
Beijing

PRC

4593 Meadow Drive

Nazareth, PA 18064
U.S.
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DIRECTORS AND PARTIES INVOLVED IN THE [REDACTED]

Name Address Nationality

Mr. Jeffrey FARROW 130 Randall Street American
San Francisco, CA 94131
U.S.

Mr. Thomas LEGGETT 84 North Street American
Newton Center
MA 02459
U.S.

Please see the section headed “Directors and Management” in this document for further

details of our Directors.
PARTIES INVOLVED IN THE [REDACTED]

Joint Sponsors Goldman Sachs (Asia) L.L.C.
68/F, Cheung Kong Center
2 Queen’s Road Central
Hong Kong

China International Capital Corporation
Hong Kong Securities Limited

29/F, One International Finance Centre

1 Harbour View Street

Central

Hong Kong

[REDACTED]
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Legal Advisors to Our Company As to Hong Kong and United States laws:

Kirkland & Ellis

26/F, Gloucester Tower
The Landmark

15 Queen’s Road Central
Central

Hong Kong

As to PRC laws:

Tian Yuan Law Firm

10/F, Tower B

China Pacific Insurance Plaza
28 Fengsheng Hutong
Xicheng District

Beijing

PRC

As to Cayman Islands laws:

Maples and Calder (Hong Kong) LLP
26th Floor, Central Plaza

18 Harbour Road

Wanchai

Hong Kong

Legal Advisors to the Joint Sponsors and  As ro Hong Kong and United States laws:
the [REDACTED)]
Skadden, Arps, Slate, Meagher &
Flom and affiliates
42/F, Edinburgh Tower, The Landmark
15 Queen’s Road
Central
Hong Kong

As to PRC laws:

Commerce & Finance Law Offices
6/F, NCI Tower

A12 Jianguomenwai Avenue
Chaoyang District

Beijing

PRC
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DIRECTORS AND PARTIES INVOLVED IN THE [REDACTED]

Auditor and Reporting Accountants Ernst & Young
Certified Public Accountants
Registered Public Interest Entity Auditor
22/F, CITIC Tower
I Tim Mei Avenue
Central
Hong Kong

Industry Consultant Frost & Sullivan (Beijing) Inc., Shanghai
Branch Co.,
Room 1014-1018, Tower B, Green Center
500 Yunjing Road
Shanghai
PRC

Compliance Adviser Somerley Capital Limited
20/F, China Building
29 Queen’s Road Central
Hong Kong

[REDACTED]
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CORPORATE INFORMATION

Registered Office PO Box 309, Ugland House
Grand Cayman, KY1-1104
Cayman Islands

Head Office and Principal Place of B5-19, Building 1,
Business in the PRC High-tech Incubation Park
No. 1480 North Section of Tianfu Avenue
Chengdu High-tech Zone
China (Sichuan) Pilot Free Trade Zone
Chengdu, Sichuan Province
PRC

Principal Place of Business in Hong Kong Room 1901
19/F, Lee Garden One
33 Hysan Avenue
Causeway Bay
Hong Kong

Company’s Website www.cloverbiopharma.com
(information on this website does not form

part of this document)

Joint Company Secretaries Mr. Brian KREX
102 Prospect Street
Providence
Rhode Island
USA

Ms. Po Ting FUNG
(ACIS and ACS)
Room 1901

19/F, Lee Garden One
33 Hysan Avenue
Causeway Bay

Hong Kong
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CORPORATE INFORMATION

Authorized Representatives Mr. Joshua LIANG
Yintai Center
Huayueju No. 1199
North Section of Tianfu Avenue
High-tech Zone
Chengdu
Sichuan
PRC

Ms. Po Ting FUNG
(ACIS and ACS)
Room 1901

19/F, Lee Garden One
33 Hysan Avenue
Causeway Bay

Hong Kong

Audit Committee Mr. Thomas LEGGETT (Chairman)
Mr. Jeffrey FARROW
Mr. Ting XIAO

Remuneration Committee Dr. Xiaobin WU (Chairman)
Mr. Xiang LIAO
Dr. Xiaodong WANG

Nomination Committee Dr. Peng LIANG (Chairman)
Mr. Thomas LEGGETT
Dr. Xiaobin WU

Compliance Adviser Somerley Capital Limited
20/F, China Building

29 Queen’s Road Central
Hong Kong

[REDACTED]
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[REDACTED]

Principal Banks Bank of China Chengdu Tianfu Avenue
Branch
1st Floor, Block E
High-tech International Plaza
No. 186 Tianyun Road, Tianfu Avenue
Chengdu High-tech Zone
Chengdu, Sichuan
PRC

The Hongkong and Shanghai Banking
Corporation Limited

HSBC Main Building

1 Queen’s Road Central

Hong Kong
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INDUSTRY OVERVIEW

The information and statistics set out in this section and other sections of this
document were extracted from different official government publications, available
sources from public market research and other sources from independent suppliers. In
addition, we engaged Frost & Sullivan for preparing the Frost & Sullivan Report, an
independent industry report in respect of the [REDACTED]. We believe that the
sources of the information in this section and other sections of this document are
appropriate sources for such information, and we have taken reasonable care in
extracting and reproducing such information. We have no reason to believe that such
information is false or misleading or that any fact has been omitted that would render
such information false or misleading. The information from official and non-official
sources has not been independently verified by us, the Joint [REDACTED], Joint
Sponsors, Joint  REDACTED], Joint [REDACTED], any of the [REDACTED)], any of
their respective directors and advisers, or any other persons or parties involved in the
[REDACTED], except Frost & Sullivan, and no representation is given as to its
accuracy. Accordingly, the information from official and non-official sources
contained herein may not be accurate and should not be unduly relied upon. Our
Directors confirm that, after making reasonable enquiries, there is no adverse change
in the market information since the date of the Frost & Sullivan Report that would
qualify, contradict or have a material impact on the information in this Section.

COVID-19 VACCINE MARKET GLOBALLY
Overview of the COVID-19 Pandemic

COVID-19 is a global pandemic caused by infections due to the SARS-CoV-2 virus. The
SARS-CoV-2 virus is easily spread from person to person through small droplets from the nose
or mouth, which are expelled when an infected person coughs, sneezes, or speaks. Common
symptoms at onset of illness include fever, dry cough, dyspnoea, fatigue, myalgia, and
anorexia. The SARS-CoV-2 virus is highly transmissible with an incubation period of 4-12
days. Many patients display mild or no symptoms, leading to undetected transmission.

Due to its high transmissibility, according to Frost & Sullivan, the COVID-19 pandemic
has resulted in 101,732 infections and 4,841 deaths in China alone, and 128.9 million
infections and 2.8 million deaths globally as of March 31, 2021. According to Frost & Sullivan,
there has been a steady increase in the cumulative cases of COVID-19 worldwide since March
2020, when WHO declared COVID-19 a pandemic.

The disease burden of the COVID-19 pandemic is significant. The global economy is
expected to suffer between $5.8 trillion and $8.8 trillion in losses — equivalent to 6.4% to 9.7%
of global gross domestic product (GDP) in 2020 — as a result of the COVID-19 pandemic,
according to the Asian Development Bank and UNDP. Moreover, the COVID-19 pandemic has
strained the public healthcare infrastructure.
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Sustained High Demand for COVID-19 Vaccines

Currently, there is no effective anti-viral treatment for the SARS-CoV-2 virus. Vaccines
have been widely considered by public health experts worldwide as the only effective solution
to control the pandemic. As such, there is a significant demand and unmet need for effective
and safe COVID-19 vaccines globally. According the Frost & Sullivan, approximately 15
billion COVID-19 vaccine doses will be required through 2026 worldwide, assuming a
two-dose vaccine regimen and taking into consideration global government procurement and
stockpiling. Moreover, periodic booster shots or re-vaccination may be needed especially if
new variants emerge, resulting in a significant global need for COVID-19 vaccines for years
to come.

Comparison of COVID-19 Vaccine Development Platforms

A vaccine that could successfully control the COVID-19 pandemic must have four
essential characteristics: safety, efficacy, scalability of manufacturing, and suitability of global
distribution:

. Safety. COVID-19 vaccines are expected to be administered to the entire global
population. Therefore, the safety of a COVID-19 vaccine is critical. Prior to the
COVID-19 pandemic, no vaccines based on mRNA or DNA technologies have been
approved for use in humans, therefore there is no long-term safety databases of such
vaccines. The risk of vaccine-associated enhanced respiratory disease (VAERD) is
also a key challenge for the development of COVID-19 vaccines, which has been
observed in vaccine candidates tested in animal models and could lead to
significantly enhanced hospitalization, severity, and mortality for those vaccinated.

. Efficacy. Vaccines against COVID-19 that elicit protective immune responses are
crucial to the prevention and mitigation of infection by the SARS-CoV-2 virus.
Current understanding suggests that a balanced immune response of neutralizing
antibody titers and Th1-biased cell-mediated immune response may be important for
protection from COVID-19.

. Scalability of manufacturing. The ability to achieve rapid manufacturing scale up is
critical for a COVID-19 vaccine to be widely available and capture a significant
market share.

. Suitability of global distribution. The ability to store a COVID-19 vaccine in
standard refrigeration or room temperatures makes it more suitable and cost-
effective for global distribution, including to less developed regions, by leveraging

existing and commonly available infrastructure.
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With the support of global initiatives like GAVI, CEPI and the WHO as well as local
governments around the world, COVID-19 vaccines are being developed swiftly. Currently,
five major vaccine development platforms are being used to develop COVID-19 vaccines
globally, including the protein-based subunit, mRNA, inactivated virus, adenovirus-based viral
vector, and DNA. Multiple vaccine candidates using these platforms have entered into clinical
testing stage. The table below illustrates an overview of vaccine development platforms for
COVID-19, according to Frost & Sullivan:

Platform Target Approved Vaccines Advantages Disadvantages
for Human Use

Protein-based S protein Yes for baculovirus (influenza, HPV) ~ No infectious virus needs to be handled; Antigen and/or epitope

subunit and yeast expression (HBV, HPV) production can be rapidly scaled-up to integrity needs to be confirmed.
large quantities using well-characterized
manufacturing processes; adjuvants can
be used to increase immunogenicity.

mRNA S protein Yes No infectious virus needs to be handled; Safety issues with
vaccines are typically immunogenic; reactogenicity have been
rapid production possible. reported.

Inactivated Whole virion Yes Proven process used for several licensed Large amounts of the virus

virus human vaccines; existing infrastructure need to be handled (could be
can be used; has been tested in humans mitigated by using an attenuated
for SARS-CoV-1 virus; seed virus). Antigen and/or
adjuvants can be used to increase epitope integrity needs to be
immunogenicity. confirmed.

adenovirus- S protein Yes for VSV (Ervebo) No infectious virus needs to be handled; Vector immunity might

based strong preclinical and clinical data for negatively affect vaccine

viral vector many emerging viruses, including effectiveness (depending on
MERS-CoV. the vector chosen).

DNA S protein No No infectious virus needs to be handled; Vaccine needs specific

easy scale up, low production costs; high
heat stability; tested in humans for
SARS-CoV-1 virus; rapid

delivery devices to reach good
immunogenicity; no approved
vaccines for human use

production possible. developed using this platform.

Among the available vaccine development platforms, protein-based vaccines have
promising characteristics to address this public health urgency. Protein-based vaccines have
historically been tested, developed, and proven to be safe and effective for other infectious
diseases, including influenza, shingles, and Hepatitis B. The production for protein-based
vaccines can be rapidly scaled-up to large quantities using well-characterized manufacturing
processes. Protein-based vaccines also have the benefit of being compatible with a diverse
range of adjuvants which can potentially strengthen the protectiveness of vaccines. The
protein-based vaccine formulation is generally stable for an extended period of time in standard
refrigeration or room temperatures, making them suitable for global distribution.

COVID-19 Vaccine Competitive Landscape Globally

There are currently 14 COVID-19 vaccines on the market and 24 candidates in phase 2/3
or later stage globally. In particular, there has been one protein subunit COVID-19 vaccine
approved in the Russian Federation and one in China, as well as 11 phase 2/3 or later stage
protein subunit candidates globally. The charts below illustrate the COVID-19 vaccine
competitive landscape globally.
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FDA, EMA
Moderna/NIAID mRNA LNP-encapsulated mRNA Conditionally 2
Approved
FDA, EMA
BioNTech/Fosun Pharma/Pfizer mRNA 3 LNP-mRNAs Conditionally 2
Approved
. . . NMPA
Beijing Ins.t itute of Biological Inactivated virus Inactivated Conditionally 2
Products/Sinopharm
Approved
. . Adenovirus-based WALBLE (LS
University of Oxford/AstraZeneca viral vector ChAdOx1-S Conditionally 2
Approved
NMPA
Sinovac Inactivated virus Inactivated Conditionally 2
Approved
Adenovirus-based FDA, EMA
Janssen Pharmaceutical . Ad26.COV2.S Conditionally 1-2
viral vector
Approved
. . . NMPA
CfmSmo/Belng Institute of A.den0v1rus-based Adenovirus Type 5 Vector R 1
Biotechnology viral vector
Approved
. Russia
FBRI ngffr:?t_bdwd EpiVacCorona Conditionally 2
Approved
. India
Serum Institute of India Afien0v1rus—based Covishield Conditionally 2
viral vector
Approved
. Russia
Adenovirus-based Adeno-based ..
Gamaleya viral vector (rAd26-5+AdS-S) Conditionally 2
Approved
. . . NMPA
il InsFltute aif Bilollgio Inactivated virus Inactivated Conditionally 2
Products/Sinopharm
Approved
Anhui Zhifei Longcom NMPA
Biopharmaceutical/Institute of Protein-based Adjuvanted recombinant L.
ophat " . ) . Conditionally 2-3
Microbiology, Chinese subunit protein (RBD-Dimer) A
. pproved
Academy of Sciences
Bharat Biotech Inactivated virus Whole-Virion Inactivated gldlz, ionall 5
International Limited SARS-CoV-2 Vaccine OGN
Approved
Russia
Chumakov Center Inactivated virus Inactivated Conditionally 2
Approved
Research Institute for Biological
Safety Problems, Inactivated virus Inactivated 3 2
Rep of Kazakhstan
Chm'e 5 Ac‘ademy s Inactivated virus Inactivated 3 2
Medical Sciences
Zydus Cadila DNA nCoV Vaccine 3 2
Full length recombinant
Protein-based SARS COY'z .
Novavax T glycoprotein nanoparticle 3 2
vaccine adjuvanted
with Matrix
CureVac AG mRNA mRNA 3 2
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. . . Protein-based FINLAY-FR2
Finlay Vaccine Institute subunit anti-SARS-CoV-2 Vaccine ?
Protein-based SARS-CoV-2 Vaccine
Sanofi Past GSK 3 2
anott Fasteur= subunit (BBV152)
. . Protein-based FINLAY-FR-2
Instituto Finlay de V 3 2
SRR VR subunit anti-SARS-CoV-2 Vaccine
Center for Genetic Engineering and ~ Protein-based CIGB-66 3
Biotechnology (CIGB) subunit (RBD + aluminium hydroxide)
Vaxxinity Protein-based UB-612 2”0 2
subunit
Protein-based SCB-2019
Clover/D 2/3 2
overynavax subunit (CpG 1018/Alum)
AnGes + Takara Bio + Osaka DNA AG0301-COVIDI19 3 2
University
ReiThera + Leukocare + Adenovirus- GRAd.-CO\.IZI(Rephcano.n 23 1
Univercells based viral vector EiEeile Siimya Ao
(GRAJ) encoding S)
. Protein-based Coronavirus-Like Particle
M 2 2
edicago subunit COVID-19 (CoVLP) 3
CSL.Ltd. + Seqirus + Protein-based WALEGE) Syl =t
o . SARS-CoV-2 2/3 2
University of Queensland subunit )
Sclamp vaccine
Shifa Pharmed Industrial Co Inactivated virus COVID-19 3 2
inactivated vaccine
Arcturus mRNA ARCT-021 2 1-2
Shenzhen Kangtai ; : Inactivated
Inactivat 2 1,2
Biological Products nactivated virus SARS-CoV-2 Vaccine »2or3
Medigen Vaccine Biologics +
Dynavax + National Institute of Protein-based MVC-COV1901 5 2
Allergy and Infectious Diseases subunit (S-2P protein + CpG 1018)
(NIAID)
RBD (baculovirus production
West China Hospital/ Protein-based expressed in Sf9 cells) b )
Sichuan University subunit Recombinant
SARS-CoV-2 Vaccine
University of Hong Kong, 5 DeINS1-2019-nCoV-
Att t fl
Xiamen University and vin.fl:::zceci:: Henzd RBD-OPT1 2 1
Beijing Wantai Biological Pharmacy (Intranasal flu-based-RBD)
Academy .Of Military Science (AMS), SARS-CoV-2
Walvax Biotechnology and RNA . 2 2
e mRNA vaccine (ARCoV)
Suzhou Abogen Biosciences
Erciyes University Inactivated virus LELRUEIOY AL, 2 2

inactivated virus

Note: Only vaccine candidates in phase 2/3 or later are listed.
* Data as of the Latest Practicable Date.
*k Doses required for each product in clinical phase are based on the clinical information publicly available.

Source: F&S Report
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Market Drivers
The primary market drivers for the COVID-19 vaccine market include:

. Desire for protection against the SARS-CoV-2 virus and its variants. Since
December 2019, the outbreak of COVID-19 has spread around the world and
affected millions of people. Governments in many countries have imposed a number
of measures to curb the spread of COVID-19, including but not limited to,
quarantines, travel restrictions, closing of schools and workplaces, as well as the
complete or partial lockdowns in locations with multiple cases. As a result, the
global economy was materially and adversely affected. Individuals, business entities
and governments around the world desire a solution to return to normal social and
economic activities with protection against the SARS-CoV-2 virus and its multiple
variants. Vaccines provide an effective way to control the outbreak of COVID-19.
As a result, safe and effective COVID-19 vaccines are in high demand.

. Demand for expedited vaccine development. The development of a safe and effective
vaccine usually requires years of pre-clinical and clinical testing. The outbreak of
COVID-19 and the emergence of new variants of the SARS-CoV-2 virus have
brought unprecedented global challenges to public health and therefore demand an
expedited approach to developing COVID-19 vaccines. In light of the global
challenges, the governmental regulators of many countries have accelerated the
vaccine review and approval process. In addition, the governmental entities and
international institutions have provided vaccine companies with various financial
and resource-based support. Expedited regulatory pathways and resources are
enabling vaccine companies to rapidly develop and produce COVID-19 vaccines.

. Strong government policy support. Governments in many countries have adopted
policies to increase vaccination rates. For example, many governments provide the
vaccines free of charge to residents and actively conduct public awareness and
education activities to promote vaccination. As of March 31, 2021, more than 338
million COVID-19 vaccine doses have been inoculated worldwide. The push for
vaccination will likely continue until the population reaches herd immunity, and
potentially after to prevent the pandemic from re-emerging.

Key Entry Barriers
The following are major entry barriers in the COVID-19 vaccine market:

. Platform to develop safe and effective vaccines. Although there is a significant
unmet need for COVID-19 vaccines, the safety and efficacy of COVID-19 vaccines
remain a crucial concern when considering the expedited development process and
projected global inoculation. Vaccine companies that have weak and unproven
technology platforms or fail to demonstrate good safety and efficacy results will not
be successful in the COVID-19 vaccine market.
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. Manufacturing capacity. The ability to produce highly stable COVID-19 vaccines at
a large scale is critical for a successful COVID-19 vaccine to capture market share.
In order to ensure the stable supply of quality vaccines, vaccine companies need to
have a mature commercial production process and a strict quality control system in
line with major international standards. New entrants may lack the in-depth
expertise and process know-how required for manufacturing vaccines, and may fail
to establish a commercial mass production process with effective quality control in
a timely manner.

. Ability to complete clinical trials. Completing a clinical trial in line with guidance
depends on a multitude of factors. For example, a COVID-19 clinical trial requires
that a vaccine company enroll a sufficient number of participants who remain in the
trial until its conclusion. As the vaccination rates increase and as COVID-19 comes
under control, some countries, including China, may not have a sufficient
participants for clinical trials. In addition, clinical trials are exceptionally cost-
intensive and a vaccine company needs substantial resources to screen, recruit and
enroll eligible participants, regularly monitor and follow up with the participants,
and collect, process and analyze data and information throughout the process. This
is a financial undertaking many companies cannot afford on a global scale.

. Intensive capital investment. A large amount of investment is required for the launch
of a new vaccine. Research and development of a clinical asset, the onboarding of
internal medical experts and the conducting of clinical trials all necessitate
significant financial investments. Once a therapeutic program progresses into
late-stage clinical development, an even greater amount of capital is needed for the
construction of manufacturing facilities and the preparation and execution of
commercialization.

MARKET FOR INTRACAVITARY MALIGNANCIES GLOBALLY AND IN CHINA
Overview

Intracavitary malignancies refers to malignant cancers found in body cavities, such as the
chest, abdomen, or pelvis. Common tumors types that spread and/or cause complications
within specific body cavities include lung cancer and mesothelioma (pleural cavity),
gastrointestinal cancers and ovarian cancers, and bladder cancers. Treatment generally involves
therapy directed against the associated malignant neoplasm. However, when the intracavitary
malignancy is too advanced or becomes refractory to known anti-cancer therapies, treatments
are often directed specifically toward the palliation of symptoms such as abdominal
discomfort, pain, cough and shortness of breath. The global incidence of intracavitary
malignancies reached 2.5 million in 2019 and is estimated to grow to 3.0 million in 2030. In
China, the incidence of intracavitary malignancies reached 707.9 thousand in 2019 and is
estimated to grow to 756.9 thousand in 2030.
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Intracavitary malignancies mainly includes malignant ascites (MA), malignant plearal
effusions (MPE), and peritoneal carcinomatosis (PC). The following diagram illustrates the

global incidence of intracavitary malignancies globally and in China for the period indicated.

Global Incidence of Intracavitary Malignancies, 2015-2030E

Period MA MPE PC Total
2015-2019 2.8% 2.8% 1.3% 2.3%
2019-2024E 2.4% 2.4% 1.1% 2.0%
2024E-2030E 1.6% 1.6% 1.0% 1.4%
Thousand 6 30254
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Total ®mPC ®MPE ®MA

Incidence of Intracavitary Malignancies in China, 2015-2030E

Period MA MPE PC Total
2015-2019 1.9% 1.9% 0.6% 1.6%
2019-2024E 1.3% 1.3% 0.5% 1.1%

2024E-2030E 0.2% 0.2% 0.4% 0.2%
Thousand

77 7369 7423 7476 7522 7562 759.5 7595 7587 7569
718.0 - -

675.0

142.8

290.5 1 294.8 3023

260.8
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Total ®mPC ®mMPE mMA

Source: F&S Report
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Malignant Ascites (MA)

MA is the accumulation of significant amounts of exudate or fluid in the
abdominal/peritoneal cavity, accompanied by the presence of malignant cells or tumor tissue.
MA accounts for 10% of all cases of ascites and occurs in association with a variety of cancers.
The mechanisms by which fluid accumulates is multifactorial including changes in vascular
permeability directly linked to carcinomatosis, massive liver metastases causing portal
hypertension, cancer associated with liver cirrhosis, or the accumulation of lymphatic fluids
(chylous ascites) usually associated with a lymphoma. Tumors causing carcinomatosis are
commonly (a) secondary peritoneal surface malignancies, which include ovarian, colorectal,
pancreatic and uterine tumors, (b) extra-abdominal tumors originating from lymphoma, lungs
and breast, and (c) a small number of unknown primary tumors. According to Frost & Sullivan,
global MA incidence reached 0.9 million in 2019 and is expected to grow to 1.1 million by
2030. The incidence of MA in China reached 281.3 thousand in 2019 and is expected to grow
to 302.3 thousand by 2030.

Traditional ways to treat MA include sodium restricted diets, diuretic therapy, therapeutic
paracentesis, peritoneal catheter drainage and peritoneovenous shunting. These methods are
palliative and have limited efficacy, leading to high recurrence rates. For example, diuretics,
which is a common method for alleviating symptoms associated with ascites, only appears to
be successful in achieving symptomatic relief in 43%-44% cases with many patients quickly
experiencing a recurrence of ascites. Some treatments also have serious adverse effects. For
example, continuous large-volume paracentesis can lead to hypovolemia or kidney injury, and
peritoneal catheter drainage can easily lead to infections. When used in high doses, diuretics
may cause systemic blood volume depletion, electrolyte abnormalities and renal dysfunction.

Malignant Plearal Effusions (MPE)

MPE is the accumulation of significant amounts of exudate or fluid in the pleural space,
accompanied by the presence of malignant cells or tumor tissue. MPE is an indication that a
primary tumor has metastasized and affects approximately 15% of lymphoma, breast, lung, and
ovary cancer patients globally. The most common symptom for patients with MPE is
breathlessness. As MPE is associated with an average survival period of four to seven months,
treatments aim to relieve dyspnea in a minimally invasive manner, and ideally minimize
repeated procedures and interaction with the healthcare system.

There are no explicit MPE treatment guidelines aside from the palliative management of
disease symptoms, such as drainage. The most commonly used treatments for MPE include
treatment of the underlying malignancy with systemic antitumor therapy or radiation,
intra-plural chemotherapy, therapeutic thoracentesis, chemical pleurodesis, complete or partial
pleurectomy with decortication, indwelling pleural catheter, and pleuroperitoneal shunts.
However, these approaches have limitations such as metastasis, recurrence and complications
(pneumothorax, bleeding, infections, pain, loculations, catheter blockage, among others) and
their effectiveness in providing symptomatic palliative relief is often short-lived. Patients may
also develop drug resistance to the drugs used in such treatments.

-173 -



THIS DOCUMENT IS IN DRAFT FORM, INCOMPLETE AND SUBJECT TO CHANGE AND THAT THE INFORMATION MUST
BE READ IN CONJUNCTION WITH THE SECTION HEADED “WARNING” ON THE COVER OF THIS DOCUMENT.

INDUSTRY OVERVIEW

Peritoneal Carcinomatosis (PC)

PC is the intraperitoneal dissekination of any form of cancer commonly seen as an
advanced or late stage manifestation of malignancies. In PC tumors metastasize to and deposit
on the peritoneal surface, thus it has historically been considered a terminal condition with a
poor prognosis and median survival from five to twelve months, with proper palliative care. PC
can be divided into 2 categories: primary PC and PC from cancer metastasis. Most of PC
patients are from cancer metastasis such as appendix cancer, colon cancer, rectal cancer,
pancreatic cancer, gastric cancer. Primary PC (PPC) only accounts for a small portion of total

PC patients, where surgery remains critically important for both diagnosis and therapy of PPC.

Multimodal approaches combining aggressive cytoreductive surgery (CRS),
intraperitoneal hyperthermic chemotherapy (HIPEC) and systemic chemotherapy have been
considered as promising treatments for PC. However, these approaches have limitations such
as the possibility of complications (such as, bleeding, infections, intestinal perforation, urinary
disturbance, blood clots, fistula, death). Patients may also develop drug resistance to the drugs
used in such treatments.

Competitive Landscape for Drug Treatment of Intracavitary Malignancies

There are currently no marketed drugs indicated for the treatment of intracavitary
malignancies globally and in China. There are only a few drug candidates for intracavitary
malignancies in clinical development. SCB-313 is the only drug candidate undergoing
concurrent development for the treatment of MA, PC and MPE indications. The following chart
sets forth the competitive landscape for intracavitary malignancies.

Competitive Landscape for Intracavitary Malignancies

Drug Code/ Company Indication Status Approval Date/

INN First Posted Date

BSG-001 BioSyngen Pte Ltd Malignant Ascites; Malignant Pleural Phasel/II in Australia 2018/11-08
Effusion (Not yet recruiting)

SCB-313 Clover Peritoneal Carcinomatosis Phase I in Australia 2018/02/23
Peritoneal Carcinomatosis Phase I in China 2019/08/09
Malignant Ascites Phase I in China 2019/07/24
Malignant Pleural Effusion Phase I in Australia 2019/03/11

Phase I in China 2019/10/08
M701 Wuhan YZY Biopharma  Malignant Ascites Phase I in China 2018/08/14
Co., Ltd.

Source: F&S Report
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MARKET FOR RHEUMATOID ARTHRITIS AND ANKYLOSING SPONDYLITIS IN
CHINA

Rheumatoid Arthritis (RA)
Overview

RA is an autoimmune disease that causes chronic inflammation of the joints and other
areas of the body. This creates inflammation that causes the tissue that lines the inside of joints
(the synovium) to thicken, resulting in swelling and pain in and around the joints. Currently,
common treatments for RA involve a combination of patient education, rest and exercise, joint
protection, medications, and occasionally surgery.

Prevalence of RA in China

Because of the aging population and detrimental lifestyle habits such as smoking, the
prevalence of RA in China had reached 5,914.8 thousand in 2019, with a CAGR of 0.6% from
2015 to 2019. It is estimated to grow to 6,409.1 thousand in 2030 at a 0.7% CAGR. The
following graph sets forth the prevalence of RA in China.

Prevalence of Rheumatoid Arthritis in China, 2015-2030E

Period CAGR
2015-2019 0.6%
2019-2024E 0.7%
2024E-2030E 0.8%

Thousand

6353.8 6.409.1
1613 62504 6252.1 63015 6
914.8 59592 6.001.6 6.041.9 6,080.0 6,119.5 6,16

5,773.4 5.807.4 5,842.1 5.877.7 5

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

Source: F&S Report

Current Treatment Paradigm in China

There are two main treatments for RA, the conventional synthetic disease-modifying
antirheumatic drugs (DMARDs) and targeted drugs, such as TNF-a inhibitor mAbs and
small-molecule drugs. According to Frost & Sullivan, while conventional synthetic DMARDs
are universally acknowledged as the first-line therapy for RA, DMARDs are less effective
compared to biologics such as TNF-a inhibitor mAbs in relieving symptoms and preventing
joint damage in patients with moderate/severe disease. Currently, biologics that target
molecules involved in the activation of the immune system are recommended only if two or
three synthetic DMARDs do not work.
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Ankylosing Spondylitis (AS)
Overview

Ankylosing spondylitis is a type of arthritis that causes inflammation in certain parts of
the spine. This inflammation in the joints and tissues of the spine can cause stiffness over time.
Although the cause of ankylosing spondylitis is unclear, it is speculated to be a combination
of genetic and environmental factors.
Prevalence of Ankylosing Spondylitis in China

According to epidemiology studies, the prevalence of ankylosing spondylitis in China
reached 3,872.8 thousand in 2019, with a CAGR of 0.6% from 2015 to 2019. The number of

patients is expected to reach 4,054.2 thousand in 2030 at a 0.4% CAGR.

Prevalence of Ankylosing Spondylitis in China, 2015-2030E

Period CAGR
2015-2019 0.6%
2019-2024E 0.5%
2024E-2030E 0.3%

Thousand

916.1 3.937.2 3.954.6 3970.7 3.986.0 4,001.9 4,017.9 4,030.0 4,042.1 40542

37803 3,802.3 3,825.8 3,850.1 3,872.8 3.894.8 3,

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

Source: F&S Report

Current Treatment Paradigm in China

There is no cure for ankylosing spondylitis, but there are available treatments to lessen
symptoms and slow progression of the disease. The goal of treatment is to relieve pain and
stiffness, control or reduce inflammation, prevent complications, prevent further joint damage,
maintenance of function and improve the quality of life. Non-steroidal anti-inflammatory drugs
(NSAID) are recommended as the first line treatment and TNF-« inhibitors are the second line

treatment.
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NSAID therapy is able to quickly improve patients’ lower back pain and stiffness, as well
as reduce joint swelling and pain. However, NSAID therapy may lead to side effects such as
nausea, allergy and high blood pressure and may result in an inadequate therapeutic response.
In such instance, TNF-a inhibitors are able to rapidly reduce disease activity and has
demonstrated substantial disease improvement in randomized clinical trials. The long-term
benefit of TNF-a inhibitor therapy appears to be durable.

Market for Enbrel and Etanercept Biosimilars in China
Overview

Etanercept is a TNF-« inhibitor, which is an artificially engineered dimeric fusion protein
that specifically binds to TNF-a in the human body. TNF-a is involved in the normal
inflammatory and immune responses of the body. By binding to TNF-a, etanercept blocks
TNF-a’s biological functions, thereby inhibiting the inflammatory process in the diseases
mentioned above.

Enbrel (etanercept) is a blockbuster drug marketed by Amgen, Pfizer and Takeda
Pharmaceuticals with global sales of US$6.3 billion in 2020. Since the initial FDA approval in
November 1998, Enbrel has been approved for various indications worldwide, including RA,
AS, juvenile idiopathic arthritis, psoriatic arthritis and psoriasis. In China, Enbrel was
approved by the NMPA in February 2010 for the indications of RA and AS. According to Frost
& Sullivan, several etanercept biosimilars have been approved and marketed in China.
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Competitive Landscape in China
There are currently four etanercept biosimilars marketed in China, two under BLA review
and two undergoing evaluation in clinical trials. The following chart sets forth the competitive

landscape for etanercept biosimilars in China.

Competitive Landscape for Etanercept Biosimilars in China

Brand Company Indication Dosage Status CDE Processing Date/ NRDL
Name/Drug form Approval Date/First Inclusion
Code Published Date
Yi Sai Pu Shanghai Cp Guojian RA, AS, PS Powder Marketed 2005 List B
Injection BLA 2019/08/06
Enbrel Pfizer RA, AS Powder Marketed 2010/02/26 List B
Injection Marketed 2018/05/17 List B
Qiang Ke Shanghai Celgen Bio-  AS Powder Marketed 2011 List B
Pharmaceutica
An Bai Nuo Hisun Biological RA, AS, PS Powder Marketed 2015/04/09 List B
Injection BLA 2020/07/04 N/A
QL0902 Qilu RA, AS Powder BLA 2020/07/23 N/A
BF02 Genemen Biotech AS Injection Clinical Trial Phase  2016/04/27 N/A
1
SCB-808 Clover RA, AS Injection Clinical Trial Phase 2018/07/24 N/A

3

Note: CDE Processing Date refers to the date when application is accepted.

All of the approved etanercept biosimilars are in freeze-dried powder formulation. Such
drugs must be reconstituted by trained medical personnel before injection. In addition, as all
currently marketed etanercept biosimilars in China were approved before the implementation
of the The Guidelines for the R&D and Evaluation of Biosimilar Drugs (for Trial
Implementation) promulgated by the NMPA in 2015, none of such etanercept biosimilars
released clinical trial results demonstrating their bioequivalence to Enbrel. Clover
Biopharmaceuticals’s SCB-808 is the only candidate conducting bioequivalence studies to
Enbrel.
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SOURCE OF INFORMATION

In connection with the [REDACTED], we have commissioned Frost & Sullivan, an
Independent Third Party, to conduct a detailed analysis and to prepare an industry report on the
global and PRC vaccine markets. The F&S Report has been prepared by Frost & Sullivan
independent from our influence. We have agreed to pay Frost & Sullivan a fee of RMB650,000
for the preparation of the F&S Report which we consider is in line with the market rates.
Except as otherwise noted, all data and forecasts in this section are derived from the F&S
Report. Frost & Sullivan prepared its report based on its in-house database, Independent Third
Party reports and publicly available data from reputable industry organizations. To prepare the
F&S Report, Frost & Sullivan also conducted analysis on projected figures based on historical
data, macroeconomic data and specific industry related drivers, and reviewed annual reports of
listed companies in the global and PRC vaccine markets. In compiling and preparing the F&S
Report, Frost & Sullivan has adopted the following assumptions: (i) the social, economic and
political environments of the PRC will remain stable during the forecast period, which will
ensure a sustainable and steady development of the PRC healthcare industry; (ii) the PRC
healthcare market will grow as expected due to rising healthcare demand and supply; and (iii)
the PRC government will continue to support healthcare reform. Our Directors confirm that,
after taking reasonable care, there is no adverse change in the market information since the date
of the F&S Report which may qualify, contradict or have an impact on the information
disclosed in this section.
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We are subject to a variety of PRC laws, rules and regulations affecting many aspects of
our business. This section summarizes the principal PRC laws, rules and regulations that we
believe are relevant to our business and operations.

REGULATORY AUTHORITIES

In the PRC, the National Medical Products Administration, or the NMPA, which was
previously known as China Food and Drug Administration (together with the NMPA,
hereinafter collectively referred to as the NMPA), is the primary regulatory agency for
pharmaceutical products and businesses and regulates almost all of the key stages of the
life-cycle of pharmaceutical products, including non-clinical studies, clinical trials, marketing
approvals, manufacturing, advertising and promotion, distribution, and pharmacovigilance
(i.e., post-marketing safety reporting obligations). The Center for Drug Evaluation, or the
CDE, which is a subsidiary under the NMPA, conducts the technical evaluation on each drug
and biologic application to assess the safety and efficacy of each candidate.

The National Health Commission, or the NHC (formerly known by names of the Ministry
of Health and National Health and Family Planning Commission), is the primary healthcare
regulatory agency in China. It is responsible for overseeing the operation of medical
institutions, some of which also serve as clinical trial sites.

Also, the Ministry of Commerce, or the MOFCOM, and the State Administration for
Market Regulation, or the SAMR, are the main regulatory authorities on our PRC subsidiaries
with regard to the foreign investment activities and business supervision.

REGULATIONS RELATING TO DRUGS
Introduction

In 2017, the drug regulatory system entered a new and significant period of reform. In
October 2017, the General Office of the State Council and the General Office of the Central
Committee of the China Communist Party jointly issued the Opinions on Deepening the Reform
of the Evaluation and Approval System to Encourage Innovation in Drugs and Medical Devices
( CERAGRAL 5 5T 4L i) 5 oA o & 2 o B R 2 BB 2 L) ), or the Innovation Opinion,
to encourage, among others, the reform of clinical trial management and acceleration of the
review and approval for drugs and medical devices marketing.

To implement the regulatory reform introduced by the Innovation Opinion, the National
People’s Congress, or the NPC and the NMPA has been revising the fundamental laws,
regulations and rules regulating pharmaceutical products and the industry, which include the
framework law known as the PRC Drug Administration Law ( 53 N R LA B 25 i 45 #1
%) ), or the Drug Administration Law. The Drug Administration Law was promulgated by the
Standing Committee of the NPC, or the SCNPC, on September 20, 1984 and latest amended
on August 26, 2019 and took effect as of December 1, 2019. The State Council issued the
Regulations for Implementation of the Drug Administration Law of the PRC ( {H#E N RILA
B 4 A B B R 41]) ), which was promulgated on August 4, 2002 and latest amended on
March 2, 2019, to further implement the Drug Administration Law. The NMPA also has its own
set of regulations for the Drug Administration Law, and the primary one governing clinical trial
applications, marketing approval, and post-approval amendment and renewal is known as the
Drug Registration Regulation ( CZE5hsE A& HLHEL) ), or the Drug Registration Regulation,
which was latest amended by the NMPA on January 22, 2020 and effective from July 1, 2020.
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Drug Research and Development
Non-Clinical Research

The NMPA requires preclinical data to support registration applications for imported and
domestic drugs. According to the Drug Registration Regulation, non-clinical safety studies
shall be carried out in an institution that has passed the certification of the Good Laboratories
Practice of Non-clinical Laboratory and comply with the Administrative Measures for Good
Laboratories Practice of Non-clinical Laboratory ( {ZEW)IERRIR W7 E B TLHIH) ), or the
GLP, which was issued by NMPA on August 6, 2003 and revised on July 27, 2017. The GLP
has been promulgated to improve the quality of non-clinical research. Pursuant to the Circular
on Administrative Measures for Certification of Good Laboratory Practice for Non-clinical
Laboratory ( B ENEEEEY) IE B R UF 72 B 2 8 PR 4 52 78 8 UL 0948 1) ) issued by the
NMPA on April 16, 2007, the NMPA is responsible for the certification of non-clinical safety
evaluation and research institutions nationwide and local provincial drug administrative
department is in charge of the daily supervision of non-clinical safety evaluation and research
institution. The NMPA decides whether an institution is qualified for undertaking
pharmaceutical non-clinical research by evaluating such institution’s organizational
administration, its research personnel, its equipment and facilities, and its operation and
management of non-clinical pharmaceutical projects.

Clinical Trials Approval

Before registering a new drug, a sponsor shall complete clinical trials according to the
Drug Registration Regulation. To start the clinical trial, a sponsor needs to apply for clinical
trial approval first, and the Administrative Regulations of Quality of Drug Clinical Practice
( CEEYIRGEIR B E B HA#H) ), or the GCP, has been promulgated to further promote the
research into good practice for clinical trials of drugs and enhance the quality thereof. The GCP
was promulgated by NMPA on August 6, 2003 and latest amended by NMPA and NHC which
came into effect on July 1, 2020. All clinical trials conducted in China for new drug registration
purposes must be approved and conducted at pharmaceutical clinical trial institutions filed
according to the Regulations on the Administration of Drug Clinical Trial Institutions ( {Z&%)
i K e A R B 2 ) ) promulgated by NMPA and NHC on November 29, 20109.

According to the Announcement of Several Policies on the Evaluation and Examination
for Drug Registration ( B 8E 5 5 i a2 s TEOR A A4 ) ) promulgated by NMPA on
November 11, 2015, an umbrella approval would be issued by NMPA for all phases (typically
three) of a new drug clinical trial, instead of approvals phase by phase. Provided by the
Announcement of the Adjustment of Procedures of the Evaluation and Examination for Drug
Clinical Trial ( BRI TR BEY) GRG0 3 5 E MR P A4 ) ) issued by NMPA on July 24,
2018, applicants could proceed with their clinical trials if they have not received any objection
or query from the CDE within 60 business days after the application has been accepted and the
relevant application fees have been paid. The newly revised Drug Administration Law further
confirms that the drug administrative department under the State Council shall, within 60
working days from the date on which the application for a clinical trial is accepted, decide on
whether to approve it and then notify the clinical trial applicant. In the case of failure to notify
the applicant within the prescribed time limit, it shall be deemed as approved.

Overseas Clinical Trial

On January 30, 2015, the NMPA promulgated the Guidelines for International
Multi-Center Clinical Trials of Drugs (for Trial Implementation) ( B Z H .0 229 B R 5B
f6F(#A17)) ) to guide the application, implementation and administration of international
multi-center drug clinical trials in China. When the data of international multi-center drug
clinical trials are used to support the drug registration applications in China, a further trend
analysis concerning clinical trial data in China and Asia shall be conducted, during which the
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consistency of characteristics between subjects in the study and subjects in China shall be
considered. The sample size of Chinese subjects shall be sufficient to evaluate and infer the
safety and effectiveness and meet the requirements of statistics and relevant laws and
regulations. Also, both domestic and overseas centers involved in the multi-center clinical trial
are subject to on site inspection organized by PRC drug administrative departments.

Pursuant to the Innovation Opinion, the clinical trial data obtained from overseas centers
may be used to apply for drug registration in China if they meet the relevant requirements for
the drug registration in China. If any application is filed to put a drug on the market in China
for the first time, the applicant for registration shall provide the clinical trial data on racial
difference, if any.

According to the Announcement on Promulgation of the Guiding Technical Principles for
the Acceptance of Overseas Clinical Trial Data of Drugs ( BI85 32 28 i 355 S Mk PR 5l g
BE R F TP B RIS ) issued by NMPA on July 6, 2018, if drug registration applicants
use overseas clinical trials for drug registration applications in China, all overseas clinical trial
data shall be provided, rather than selectively. If drug registration applicants plan to carry out
follow-up clinical research and development following the early overseas clinical trials, they
shall evaluate the early clinical trial data and only after having obtained complete clinical trial
data and communicated with the CDE, these data could be used to support the follow-up
clinical trials.

Drug Clinical Trial Registration

Pursuant to the Drug Registration Regulation, upon obtaining the clinical trial approval
and before commencing a clinical trial, the sponsor shall register the scheme on the clinical
trial and other information on the Drug Clinical Trial Registration and Information Platform for
clinical trials of drugs. During the clinical trial of drugs, the sponsor shall update registration
information continuously, and register information on the outcome of the clinical trial of drugs
upon completion of the clinical trial of drugs. The registration information shall be published
on the platform and the sponsor shall be responsible for the veracity of such information. More
details are provided in the Announcement on Drug Clinical Trial Information Platform ( B
R EEY R TR sUBR (S B2 A5 ) ) released by the NMPA on September 6, 2013, providing
that for all clinical trials approved by the NMPA and conducted in China shall be published
through the Drug Clinical Trial Registration and Information Platform. The applicant shall
complete trial pre-registration within one month after obtaining the clinical trial approval to
obtain the trial’s unique registration number and shall complete certain follow-up information
and first submission for publication before the first subject’s enrollment in the trial. If the
foregoing first time of publication has not been submitted within one year after obtaining the
clinical trial approval, the applicant shall submit an explanation, and if the procedure is not
completed within three years, the clinical trial approval shall automatically be annulled.

Human Genetic Resources Approval and Registration

According to the Interim Measures for the Administration of Human Genetic Resources
( CNFEE GRS BT IR ), promulgated by the Ministry of Science and Technology
and the Ministry of Health jointly on June 10, 1998, an approval is required for international
collaborative project involving human genetic resources in PRC. The Chinese collaborating
party shall be responsible for going through the due formalities of application for approval
from the Human Genetic Resources Administration of China, or HGRAC, which is an agency
under the Ministry of Science and Technology, to sample, collect, research, develop, trade or
export any genetic materials which contain human genome, genes or gene products as well as
the information relating to such genetic materials. Furthermore, one of the key concerns for the
HGRAC review and approval process is the IP sharing arrangement between Chinese and
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foreign parties. The parties are required to share patent rights of inventions arising from the
international collaborative project. Conducting clinical trials in China without obtaining the
relevant HGRAC approval will subject the sponsor and trial site to administrative liability and
even judiciary liability.

The Ministry of Science and Technology promulgated the Service Guide for
Administrative Licensing Items concerning Examination and Approval of Sampling, Collecting,
Trading or Exporting Human Genetic Resources, or Taking Such Resources out of the PRC
( CNBUBEEIRRAE - Ik - HE - B0 BT EFE ] FHERBEHER) ) in July 2015,
according to which, if the sampling, collection or research activities of human genetic
resources by a foreign-invested sponsor fall within the scope of international cooperation, and
the cooperating organization of China shall apply for approval of the China Human Genetic
Resources Management Office through the online system. On October 26, 2017, the Ministry
of Science and Technology issued the Announcement on Optimizing the Administrative
Examination and Approval of Human Genetic Resources ( BN NS & A TECR IR
FERYEAT) ), which simplified the approval for utilizing human genetic resources for the
purpose of obtaining the marketing license of a drug in the PRC.

On May 28, 2019, the State Council of PRC issued the Administrative Regulations on
Human Genetic Resources ( { NBUBEEIREHLEHB]) ), or the Human Genetic Resource
Regulation, which became effective on July 1, 2019. According to the Human Genetic
Resource Regulation, human genetic resource includes human genetic resource materials and
information. Human genetic resource materials refer to organs, tissues, cells and other genetic
materials containing human genome, genes and other genetic materials. Human genetic
resource information refers to information, such as data, generated by human genetic resources
materials. The Human Genetic Resource Regulation formalized the approval requirements
pertinent to research collaborations between Chinese and foreign-owned entities, under which,
a new filing system (as opposed to the advance approval approach originally in place) is put
in place for clinical trials utilizing China’s human genetic resources in order to obtain market
license at clinical institutions without involving the export of human genetic resources
materials outside of China. Foreign organizations, individuals and institutions established or
actually controlled by foreign organizations and individuals are not allowed to collect or
preserve human genetic resources in China or provide human genetic resources abroad.

Clinical Trial Process and Good Clinical Practices

Typically, pursuant to the Drug Registration Regulation, drug clinical trials in China shall
go through four phases. Based on the characteristics of drugs and research objective, the
research contents shall include clinical pharmacology research, exploratory clinical trial,
confirmatory clinical trial and post-marketing research clinical. The NMPA requires that the
different phases of clinical trials in China shall receive ethics committee approval respectively
and comply with the relevant requirements of quality management standards for clinical trial
of drugs in PRC. The sponsor shall submit safety update reports on the CDE website regularly
during the research and development period. The sponsor shall promptly report to the CDE
regarding suspicious and unexpected serious adverse reaction and other potential serious safety
risks arising in the course of the clinical trial. Based on the severity of the safety risks, the
sponsor may be required to adopt measures to strengthen risk control, and may be required to
suspend or terminate the clinical trial of drugs where necessary.

According to the GCP, the sponsor shall provide investigators and the clinical trial
institution with legal and economic insurance or guarantee relating to the clinical trial, and
ensure that such insurance or guarantee is appropriate to the nature and degree of risks of the
clinical trial, excluding the damages caused by the negligence of investigators or the clinical
trial institution. Pursuant to the Innovation Opinion, the accreditation of the institutions for
drug clinical trials shall be subject to record-filing administration. The conduct of clinical trials
must adhere to the PRC’s GCP, and the protocols must be approved by the ethics committees.
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Pursuant to the newly amended Drug Administration Law and the Regulations on the
Administration of Drug Clinical Trial Institution ( (ZEPIEGKBEMEEHEIE) ) jointly
promulgated by NMPA and NHC on November 29, 2019 and effective from December 1, 2019,
drug clinical trial institutions shall be subject to filing administration. Entities that only
conduct analysis of biological samples related to clinical trials of drugs are not required
perform filing procedures.

New Drug Application, Approval and Re-Registration

According to the Drug Registration Regulation, an applicant shall, upon completion of
studies including pharmacy, pharmacology and toxicology and clinical trial of drugs which
support the registration of drug marketing, determination of quality standards, verification of
commercial scale manufacturing process, and preparation to undergo examination and
inspection for drug registration, submit an application for drug marketing authorization, and
submit the relevant research materials in accordance with the submission requirements. The
CDE shall organize pharmacist, medical and other technical personnel to comprehensively
review the application regarding the safety, effectiveness and quality control of the drug.
Where the application is cleared by the comprehensive review, the drug shall be approved for
marketing and a drug registration certificate shall be issued.

Pursuant to the newly amended Drug Administration Law, an applicant who has obtained
a drug registration certificate shall be recognized as a drug marketing authorization holder,
responsible for non-clinical laboratory studies, clinical trials, production and distribution,
post-market studies, and the monitoring, reporting, and handling of adverse reactions in
connection with pharmaceuticals in accordance with the provisions of the Drug Administration
Law. The drug marketing authorization holder may engage in manufacturing or distribution on
their own or to entrust a licensed third party. At the time of application for drug marketing
authorization, the applicant and the manufacturing enterprise shall have held the corresponding
Pharmaceutical Manufacturing Permit.

Pursuant to the Drug Registration Regulation, the validity period of a drug registration
certificate shall be five years. The drug marketing authorization holder of the drug registration
certificate shall ensure the safety, effectiveness and quality control of the marketed drug at all
times during the validity period of the certificate and apply for re-registration of the drug six
months before the expiry of such validity period.

Drug Manufacturing

According to the Drug Administration Law and Administrative Measures on Supervision
of Pharmaceutical Manufacturing ( (3854 BB PRI ) ) which was promulgated by
the NMPA on December 11, 2002 and last amended on January 22, 2020 and effective on July
1, 2020, all facilities that manufacture drugs in China must apply for a Pharmaceutical
Manufacturing Permit which are issued by the drug supervision and administration department
of the province, autonomous region or municipality directly under the central government
where it is domiciled. The Pharmaceutical Manufacturing Permit is valid for five years and
shall be renewed six months before the expiry date. The drug marketing authorization holder
who entrusts another party to produce preparations shall meet the requirements as specified in
Administrative Measures on Supervision of Pharmaceutical Manufacturing, sign an
entrustment agreement and a quality agreement with a qualified drug producer, and submit the
relevant agreements and the application materials of the actual production site to provincial
drug administrative departments where the drug marketing authorization holder is located to
apply for the drug production license. When an application for marketing authorization is
submitted, the applicant and the manufacturer shall have obtained the corresponding
Pharmaceutical Manufacturing Permit.
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These drug manufacturing facilities shall comply with drug manufacturing quality
management norms, establish a sound drug manufacturing quality management system and
ensure the whole drug manufacturing process continuously comply with statutory
requirements. The drug marketing authorization holder shall establish a quality assurance
system for pharmaceuticals, employ designated personnel to be independently in charge of
quality control for pharmaceuticals.

Drug Operation

As required by Drug Administration Law and Administrative Measures for Drug Business
Permits ( CHE G Tl s S L) ) which was promulgated by the NMPA on February 4,
2004 and amended on November 17, 2017, operation of drug business, including drug
wholesale and drug retail, is prohibited without a Drug Business Permit. A Drug Business
Permit shall state the validity period and the scope of business and be subject to review and
reissuance upon expiry of the validity period.

Drug business operators shall comply with the drug operation quality management norms,
establish and improve their business operation quality management system, and ensure that the
whole drug business process continuously comply with statutory requirements.

Regulations on Dual Invoicing System

According to the Implementing Opinions on Promoting the “Dual Invoicing System” for
Drug Procurement By Public Medical Institutions (For Trial Implementation) ( {BRRTE/SSL
S A 2 T PR PP T I D I BB LG4 T)) ) issued on December 26, 2016, or the
Dual Invoicing System Notice, the dual invoicing system refers to a system that requires one
invoice to be issued from pharmaceutical manufacturers to pharmaceutical distributors and the
other invoice to be issued from pharmaceutical distributors to medical institutions. According
to the Dual Invoicing System Notice and the Several Opinions of the General Office of the
State Council on Further Reform and Improvement in Policies of Drug Production, Circulation
and Use ( CERBSBEAEL BERIAHE — 20 00 58 35 2E 0 AR EE VB (T BUROE T L) ) issued
on January 24, 2017, dual invoicing system would be promoted in pilot provinces (autonomous
regions and municipalities directly under the Central Government) involved in the
comprehensive medical reform program and pilot cities for public hospital reform on a priority
basis, and encouraged to be fully implemented by 2018.

Regulations on Centralized Procurement

On January 17, 2009, the Ministry of Health, together with other 5 departments, issued
Opinions on Further Regulating Centralized Procurement of Medical Institutions ( BN H#E—
Ao R P A S T AR R BRI CAEME L) ), which  promoted  the  comprehensive
implementation of online drug procurement in a centralized manner that directed by
government.

The State launched the trials for the centralized volume-based drug procurement in
11 cities in November 2018. On November 15, 2018, the Joint Procurement Office published
the Papers on Drug Centralized Procurement in “4+7 Cities” ( {4+73T17 8% 5 48 7 BRI SC
) ), which launched the national pilot scheme for centralized volume-based drug
procurement in the public medical institutions. The pilot scheme will be carried out in 11 cities,
including Beijing, Tianjin, Shanghai, Chongqing, Shenyang, Dalian, Xiamen, Guangzhou,
Shenzhen, Chengdu and Xi’an, or collectively, the 4+7 Cities. On January 1, 2019, the General
Office of the State Council also published the Notice of the General Office of the State Council
on the Promulgation of the Pilot Program for Centralized Drug Procurement and Use
Organized by the State (B BE H¥F 2\ FE BRI B 8% < B0 5 A0 4k 4 it 4 v BRI 0 £ I Rl Bl 7 28> 19
Z%1) ), which provides detailed measures for the implementation of the national pilot scheme
for centralized volume-based drug procurement in the 4+7 Cities.
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On the basis of the centralized volume-based drug procurement implemented by
4+7 cities, the Joint Procurement Office issued The Document for Centralized Drug
Procurement in the Alliance area (GY-YD2019-1) ( U I 25 5 42 v 57 0 SC 4
(GY-YD2019-1)) ) on September 1, 2019, according to which the alliance area includes the
provinces and autonomous regions of Shanxi, Inner Mongolia, Liaoning, Jilin, Heilongjiang,
Jiangsu, Zhejiang, Anhui, Jiangxi, Shandong, Henan, Hubei, Hunan, Guangdong, Guangxi,
Hainan, Sichuan, Guizhou, Yunnan, Xizang, Shaanxi, Gansu, Qinghai, Ningxia and Xinjiang
(including Xinjiang Production and Construction Army Unit) along with the 4+7 cities.

The State promoted the centralized volume-based drug procurement nationwide in
December 2019. According to the Implementing Opinions on Expanding the Pilot Program for
Conducting Centralized Procurement and Use of Drugs by the State to Wider Areas ( B> E
R AR oy B v R R 5 P sl e K I SR [ 1 B ) ) promulgated and  effective on
September 25, 2019, together with the Documents on National Centralized Drug Procurement
(GY-YD2019-2) ( {4=B2E 54 BB U (GY-YD2019-2)) ) issued by the Joint Procurement
Office on December 29, 2019 to launch the second batch of state-organized centralized
volume-based drug procurement. The model of centralized procurement in the pilot program
would be promoted nationwide and all manufacturers (including drug marketing authorization
holder) of drugs within the scope of centralized procurement marketed in China, with the
approval of the medical products administration, may participate in the pilot program. The
Notice on the Commencement of the Second Batch of State Organized Centralized Drug
Procurement and Use ( BB REZE A0 52 A0 A 28 5 45 BRI AN TAERY4E A1) ) was
issued on January 13, 2020 and effective on the same date, according to which the second batch
of national organization of centralized procurement and use of drugs will no longer be carried
out in selected areas but nationwide with all public medical institutions and military medical
institutions shall be involved, and social medical institutions and retail pharmacies designated
by medical insurance can be involved voluntarily.

In order to comprehensively deepen the reform and establish a standardized and
normalized mode of centralized volume-based drug procurement and use, the Joint
Procurement Office issued the Documents on National Centralized Drug Procurement
(GY-YD2020-1) ( (Z=2E 5 5 v B SO (GY-YD2020-1)) ) on July 29, 2020 and launched
the third batch of State organizations for the centralized volume-based drug procurement.

Drug Advertisements

The PRC Advertising Law ( {H3EANRILFEFEA%) ), as recently amended and
effective on October 26, 2018, outlines the regulatory framework for the advertising industry.
Advertisers, advertising service providers and advertising publishers are required to ensure that
the contents of the advertisements they prepare or distribute are true and in full compliance
with applicable laws and regulations. For advertisement of drugs, the advertisement contents
shall be examined by the relevant authorities prior to the publishing. Pursuant to the Interim
Administrative Measures for the Review of Advertisements for Drugs, Medical Devices, Health
Food and Formula Food for Special Medical Purposes ( ZENh ~ BERARtk ~ PRI 5 - FFIkK
B AR Dy B R A A M AT L) ) promulgated by State Administration for Market
Regulation on December 24, 2019 and effective from March 1, 2020, advertisements for drugs
shall not contain any false or misleading contents. Advertisers shall be responsible for the
veracity and legitimacy of the contents of advertisements for drugs, medical devices, health
food and formula food for special medical purposes.

Drug Recalls

According to the Measures on Drug Recall ( ZES A RBIEHHHL) ) effective from
December 10, 2007, a drug manufacturer should establish and improve its recall system by
collecting relevant information about drug safety and conducting investigation and evaluation
with respect to the drugs with potential safety hazards. If there are any potential safety hazards
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that endanger human health and life safety in respect of any drugs sold in PRC, such
manufacturer must start the drug recall procedures. Where a drug is recalled, the drug operating
and using institutions should assist such manufacturer to satisfy its recall obligations by
communicating the drug recall information and any feedback, controlling and recovering such
drugs according to the recall plan.

REGULATIONS RELATING TO VACCINES
Vaccine Policies

The Laws on Prevention and Treatment of Infectious Diseases ( {3 A R A5 {5 UL 45
Biifi%) ), issued in February 1989 and amended in August 2004 and June 2013, stipulates that
a planned prophylactic vaccination system is performed in the PRC. The health administration
department under the State Council and such departments under the people’s governments of
provinces, autonomous regions, and municipalities directly under the central government shall,
in accordance with the requirements of prevention and control of infectious diseases, draw up
plans for prophylactic vaccination against infectious diseases and coordinate efforts for their
implementation. Vaccines used for prophylactic vaccination shall conform to the quality
standards of the PRC.

According to the Vaccine Administration Law of the PRC ( {1 HE A BN B0 28 1 457 B
i£) ), or the Vaccine Administration Law, which was promulgated by the SCNPC on June 29,
2019 and came into effect on December 1, 2019, the State applies the most stringent
management system for vaccines, and adheres to the principles of safety first, risk
management, whole-process control, scientific supervision and social co-governance. Also, a
National immunization Program system is applied in the PRC, under which the government
would provide vaccines under the immunization program to the residents free of charge.

Vaccine Administration

On January 15, 2017, the General Office of State Council issued Opinions on Further
Enhancing Administration of Circulation and Vaccination of Vaccines (B H#E—25 il 95 7
i 4 AN TR B AR T TAERY & L) ), or the Vaccine Opinion, among others, to improve the
work mechanism for the management of vaccines and promote the independent R&D and
quality improvement of vaccines. On June 29, 2019, the SCNPC released the Vaccine
Administration Law, which requires the most stringent management system for vaccines, and
at the same time, supports the basic research and applied research on vaccines, promotes the
development and innovation of vaccines, including the development, production and reserve of
vaccines for the prevention and control of serious diseases in the national strategy. Entities and
individuals engaged in vaccine development, production, circulation and vaccination shall
abide by the laws, regulations, rules, standards and specifications, ensure that the information
during the whole process is true, accurate, complete and traceable, assume responsibilities in
accordance with the law and accept social supervision.

Vaccine marketing authorization holders shall establish an electronic vaccine traceability
system, which is connected with the national electronic vaccine traceability collaboration
platform to realize the traceability and verifiability of the smallest packaging units of vaccines
in the whole process of production, circulation and vaccination.

Development and Registration of Vaccines

On October 14, 2005, the NMPA promulgated the Notice on Issuing Six Technical
Guidelines including the Technical Guidelines on Preclinical Study of Preventive Vaccines
( IR B3 < T8 By FT 22 1 R PR BRI 1 00 45 48 D JU) > 25 o (1 15 il 45 25 It Bl B 2 ) ), which
specified the requirements on preclinical research, change of production process, quality
control in clinical stages of vaccine to ensure its safety and efficacy.
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According to the Vaccine Administration Law, clinical trials of vaccines shall not be
conducted without obtaining the approval of the drug administrative department under the State
Council. Clinical trials of vaccines shall be conducted or organized for implementation by
Grade III medical institutions that meet the conditions prescribed by the drug administrative
department under the State Council and the competent health department under the State
Council, or by disease prevention and control institutions at or above the provincial level.

A vaccine to be marketed within the territory of China shall be approved by the drug
administrative department under the State Council and obtain a drug registration certificate;
when applying for registration of a vaccine, an applicant shall provide true, sufficient and
reliable data, information and samples. With respect to the vaccines urgently needed for disease
prevention and control as well as the innovative vaccines, the drug administrative department
under the State Council shall prioritize their evaluation and approval.

According to the Vaccine Administration Law, for vaccines urgently needed for disease
prevention and control as well as the innovative vaccines, the NMPA shall prioritize the
evaluation and approval work. With respect to a vaccine urgently needed for responding to a
major public health emergency or any other vaccines urgently needed as determined by the
health department under the State Council, if the benefits outweigh the risks upon assessment,
the drug administrative department under the State Council may conditionally approve the
vaccine registration application.

According to the Drug Registration Regulation, before the applicant submits an
application for drug marketing authorization, it shall communicate with the CDE and, upon
communication and confirmation, submit the application for drug marketing authorization and
simultaneously submit an application for prioritized review and approval. Upon included in the
procedures for prioritized review and approval, the sponsors could enjoy, among others, a
shortened review period for drug marketing authorization within 130 days.

Production and Batch Release of Vaccines

According to the Vaccine Administration Law, whoever engages in vaccine production
activities shall, in addition to meeting the conditions for engaging in drug production activities
as prescribed in the Drug Administration Law, also meet the following conditions: (1) Having
moderate scale and sufficient capacity reserves; (2) Having systems, facilities and equipment
for ensuring bio-safety; and (3) Meeting the need