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

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

The Company is incorporated, and most of its businesses are located, in the PRC. Potential investors in the Company should be aware of the differences in the legal, economic
and financial systems between the PRC and Hong Kong, and the fact that there are different risks relating to investment in PRC incorporated companies. Potential investors
should also be aware that the regulatory framework in the PRC is different from the regulatory framework in Hong Kong, and should take into consideration the different market
nature of the H Shares. Such differences and risk factors are set forth in “Risk Factors” and “Appendix IV — Summary of Principal Legal and Regulatory Provisions”.

The Offer Price is expected to be determined by agreement between the Joint Representatives (on behalf of the Underwriters) and the Company on the Price Determination
Date, which is expected to be on or about Tuesday, 17 September 2019 and, in any event, not later than Tuesday, 24 September 2019. The Offer Price will not be more than
HK$57.80 per Offer Share and is expected to be not less than HK$49.60 per Offer Share, unless otherwise announced.

The Joint Representatives (on behalf of the Underwriters) may, with the Company’s consent, reduce the number of Offer Shares being offered under the Global Offering and/or
the indicative Offer Price range below that stated in this prospectus at any time on or prior to the morning of the last day for lodging applications under the Hong Kong Public
Offering. In such a case, an announcement will be published in the South China Morning Post (in English) and Hong Kong Economic Times (in Chinese) and on the websites
of the Stock Exchange at www.hkexnews.hk and the Company at www.henlius.com not later than the morning of the day which is the last day for lodging applications under
the Hong Kong Public Offering.

The Offer Shares have not been and will not be registered under the U.S. Securities Act or any state securities law in the United States and may not be offered, sold, pledged
or transferred within the United States, except that Offer Shares may be offered, sold or delivered (a) in the United States solely to QIBs in reliance on Rule 144A or another
exemption from, or in a transaction not subject to, the registration requirements of the U.S. Securities Act or (b) outside the United States in offshore transactions in reliance
on Regulation S.

Prior to making an investment decision, prospective investors should consider carefully all of the information set out in this prospectus, including the risk factors set out in

“Risk Factors”. The obligations of the Hong Kong Underwriters under the Hong Kong Underwriting Agreement are subject to termination by the Joint Representatives (on behalf
of the Underwriters) if certain grounds arise prior to 8:00 a.m. on the Listing Date. Such grounds are set out in “Underwriting”.

12 September 2019
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The Company will be relying on Section 9A of the Companies (Exemption of Companies and
Prospectuses from Compliance with Provisions) Notice (Chapter 32L of the Laws of Hong Kong) and
will be issuing (i) the WHITE and YELLOW Application Forms without them being accompanied by
a printed prospectus; and (ii) the ORANGE Application Forms to the relevant Qualifying Fosun
International Shareholders and the BLUE Application Forms to the relevant Qualifying Fosun Pharma
H Shareholders without them being accompanied by a printed prospectus, unless the relevant
Qualifying Fosun International Shareholders or the relevant Qualifying Fosun Pharma H Shareholders
(as the case may be) have elected to receive corporate communications in printed form under the
corporate communications policy of Fosun International or Fosun Pharma (as the case may be), or
have not been asked to elect the means of receiving the corporate communications of Fosun
International or Fosun Pharma (as the case may be), in which case the printed prospectus will be
despatched to them separately. The contents of the printed prospectus are identical to the electronic
version of the prospectus which can be accessed and downloaded from the websites of the Company
at www.henlius.com and the Stock Exchange at www.hkexnews.hk under the “HKEXnews > Listed
Company Information > Latest Listed Company Information” section, respectively.

Members of the public, the Qualifying Fosun International Shareholders and the Qualifying
Fosun Pharma H Shareholders may obtain a copy of the printed prospectus, free of charge, upon
request during normal business hours from 9:00 a.m. on Thursday, 12 September 2019 until 12:00
noon on Tuesday, 17 September 2019 at the following locations:

1. any of the following branches of the receiving banks of the Company:

Bank of China (Hong Kong) Limited

District Branch Name Address
Hong Kong Island ... Des Voeux Road West Branch 111-119 Des Voeux Road West,
Hong Kong
Chai Wan Branch Block B, Walton Estate, 341-343
Chai Wan Road, Chai Wan, Hong
Kong
Kowloon . .......... Telford Plaza Branch Shop Unit P2-P7, Telford Plaza,

No.33 Wai Yip Street, Kowloon
Bay, Kowloon

Olympian City Branch Shop 133, 1/F, Olympian City 2,
18 Hoi Ting Road, Kowloon
New Territories. . . . .. Metro City Branch Shop 209, Level 2, Metro City
Phase 1, Tseung Kwan O, New
Territories
Ma On Shan Plaza Branch Shop 2103, Level 2, Ma On Shan

Plaza, Sai Sha Road, Ma On
Shan, New Territories

CMB Wing Lung Bank Limited

District Branch Name Address
Hong Kong Island ... Head Office 45 Des Voeux Road Central
Kennedy Town Branch 28 Catchick Street
Kowloon . .. ........ Mongkok Branch B/F CMB Wing Lung Bank
Centre, 636 Nathan Road
Tsim Sha Tsui Branch 4 Carnarvon Road

New Territories. . . . .. Tsuen Wan Branch 251 Sha Tsui Road




2. any of the following offices of the below Joint Global Coordinators:

China International Capital Corporation Hong Kong Securities Limited
29th Floor, One International Finance Centre

1 Harbour View Street

Central

Hong Kong

Merrill Lynch (Asia Pacific) Limited
Level 55 Cheung Kong Center

2 Queen’s Road Central

Central

Hong Kong

BOCI Asia Limited

26th Floor, Bank of China Tower
1 Garden Road

Central

Hong Kong

UBS AG Hong Kong Branch

52/F, Two International Finance Centre
8 Finance Street

Central

Hong Kong

CMB International Capital Limited
45/F, Champion Tower

3 Garden Road

Central

Hong Kong

Fosun Hani Securities Limited

Suite 2101-2105 21/F Champion Tower
3 Garden Road

Central

Hong Kong

3. the Depository Counter of HKSCC at 1/F, One & Two Exchange Square, 8 Connaught Place,
Central, Hong Kong.

Details of where printed prospectuses may be obtained will be displayed prominently at
every designated branch of receiving banks where WHITE Application Forms are distributed.

During normal business hours from 9:00 a.m. on Thursday, 12 September 2019 until 12:00 noon
on Tuesday, 17 September 2019, at least three copies of the printed prospectus will be available for
inspection at every location where the WHITE and YELLOW Application Forms are distributed as
set out in “How to Apply for Hong Kong Offer Shares and Reserved Shares” in this prospectus.




EXPECTED TIMETABLE®

Despatch of ORANGE Application Forms to
Qualifying Fosun International Shareholders and
BLUE Application Forms to Qualifying

Fosun Pharma H Shareholders on or before . . .. .............. Thursday,

Hong Kong Public Offering and Preferential Offering
commence and WHITE and YELLOW Application

Forms available from ........................ 9:00 a.m. on Thursday,

Latest time for completing electronic applications under
the (a) White Form eIPO service and (b) Orange
Form eIPO service and Blue Form eIPO service
through the designated website at
www.eipo.com.hk® . . ... .. L 11:30 a.m. on Tuesday,

Application lists open® . .. ... ... ... ... .. ... 11:45 a.m. on Tuesday,

Latest time for (a) lodging WHITE, YELLOW, ORANGE
and BLUE Application Forms, (b) completing payment for
(i) White Form eIPO applications and (ii) Blue Form eIPO
applications and Orange Form eIPO applications by effecting
internet banking transfer(s) or PPS payment transfer(s)

and (c) giving electronic application instructions

to HKSCC .. ... . . e 12:00 noon on Tuesday,
Application lists close® . ... ...... ... ... ... .... 12:00 noon on Tuesday,
Expected Price Determination Date. . .. ....................... Tuesday,

(1) Announcement of the Offer Price, the level of
indications of interest in the International Offering,
the level of applications in the Hong Kong Public
Offering and the Preferential Offering and the basis
of allocations of the Hong Kong Offer Shares and the
Reserved Shares to be published in the South China
Morning Post (in English) and the Hong Kong

12 September 2019

12 September 2019

17 September 2019

17 September 2019

17 September 2019

17 September 2019

17 September 2019

Economic Times (in Chinese) on or before................. Tuesday, 24 September 2019

(2) Results of allocations in the Hong Kong Public
Offering and the Preferential Offering to be available
through a variety of channels as described in “How
to Apply for Hong Kong Offer Shares and Reserved

Shares — Publication of Results” from.................... Tuesday, 24 September 2019

— iii —
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(3)

Announcement containing (1) and (2) above to be
published on the websites of the Company and the
Stock Exchange at www.henlius.com and

www.hkexnews.hk from......... ... ... ... .. ... .. ... .. Tuesday, 24 September 2019

Despatch of Share certificates and White Form, Orange

Form and Blue Form e-Refund payment instructions/

refund cheques on or before . .......... .. ... ... .. ... ... ... Tuesday, 24 September 2019

Dealings in the H Shares on the Stock Exchange expected

tO COMMENCE ON &« v o v vttt e e e e e e e e e et e e e e e Wednesday, 25 September 2019

Notes:

()

(2)

(3)

(4)

All dates and times refer to Hong Kong dates and times.

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

lists close.

If there is/are a “black” rainstorm warning signal, a tropical cyclone warning signal number 8 or above and/or Extreme
Conditions in force in Hong Kong at any time between 9:00 a.m. and 12:00 noon on Tuesday, 17 September 2019, the
application lists will not open and close on that day. See “How to Apply for Hong Kong Offer Shares and Reserved

Shares”.

The Share certificates will only become valid at 8:00 a.m. on the Listing Date, which is expected to be Wednesday, 25
September 2019, provided that the Global Offering has become unconditional in all respects at or before that time.
Investors who trade H Shares on the basis of publicly available allocation details or prior to the receipt of the Share

certificates or prior to the Share certificates becoming valid do so entirely at their own risk.

For details of the structure of the Global Offering, including its conditions, and the procedures

for applications for Hong Kong Offer Shares, see “Structure of the Global Offering” and “How to

Apply for Hong Kong Offer Shares and Reserved Shares”, respectively.

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

terms, the Global Offering will not proceed. In such a case, the Company will make an announcement

as soon as practicable thereafter.
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LETTER FROM THE CEO

Candour and Perseverance: The Story of Henlius

When I co-founded Henlius in early 2010, I thought of it as little more than a venture that I made
by chance. Yet, when I look back at the story of Henlius today, it strikes me that it was in fact far from
a chance event.

In 2007, T was deeply saddened by the passing of my father and this led me to contemplate how
transient and vulnerable life is. As a professional in innovative drug research and development, I felt
helpless when my own next-of-kin was suffering from cancer. In Chinese culture, filial piety is
paramount. Overwhelmed by guilt, I began to wonder: how could I translate my remembrance for my
father to help for those who, like my father, were battling critical illnesses and in dire need of effective
treatment.

In 2008, during a conversation with a friend, it dawned on me that, as an individual, I could only
make limited impact on society, yet I might be able to benefit more patients if I could return to China
and manage to develop effective and affordable drugs. To this end, and for the first time, the idea of
starting a business began to take shape in my mind. In October of the same year, Weidong and I met
at an investment conference in Hangzhou sponsored by the Alumni Association of Zhejiang University.
We had an instant connection. We had similar life experiences; we had complementary technical
expertise; we were like-minded, and we both wanted to go back to China to start a business committed
to biologic drugs. The rest was history. Weidong and I decided to work together to establish the
company that would eventually become Henlius. The “Han” in “Han Lin” (Henlius’ Chinese name) is
a character emblematic of the Han Chinese ethnicity. It also happens to be a character from my father’s
given name. By naming the company Henlius, I hoped that my love for my father would live on
through this company as it pursues its mission to give back to the people in need. As industry veterans,
Weidong and I were both well aware of the difficulties we would face should we venture into the
research and development of biologic drugs. Developing an innovative drug from scratch will be
difficult, challenging and risky since it requires significant capital investment with long and uncertain
development timelines. High risk means high cost, which was of course against our vision of making
treatment affordable for more patients. Therefore, when Henlius was first founded, after assessing
various factors, we ultimately decided to start from biosimilars to lower the risk and to build up
experience for developing more innovative drugs in the days to come. As luck would have it, we met
the management team of Fosun Pharma in 2008. When we decided to establish Henlius in 2009,
cooperation with Fosun Pharma became our priority. After nearly a year of negotiation, we
successfully reached an agreement with Fosun Pharma in December 2009, and, following that, Henlius
was officially established in February 2010. We added “Fu Hong” to the company’s name. “Fu” is a
nod to Fosun while “Hong” implies grandeur and magnificence. The name symbolizes our hope to join
efforts with Fosun Pharma to accomplish our grand vision.

Wei-Dong and I, both being perfectionists, had a shared understanding that it was the quality of
the drugs that would make a difference. After weighing many factors, we concluded that dedication
to high quality does not necessarily entail higher cost. We could, for instance, lower operating costs
by adopting advanced manufacturing technology or engaging in more in-house research and
development. With this in mind, as early as the founding stage of the company in 2010, we decided
to introduce high-titre cell line technology, with a view to increasing production capacity. We
imported single-use bioreactor technologies, which not only reduced the cost of plant construction and
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production but also lowered the risk of cross contamination, leading to better quality assurance of our
products. There is a saying at Henlius: “Dedication to innovation and optimal operation to produce
high-quality biologic drugs to benefit patients around the globe”. This is by no means just empty
words, but a concrete guideline that directs our daily endeavours. To benefit patients around the globe,
we worked hard ever since we founded our company. When industry standards in China were not yet
well established, we had long since benchmarked ourselves against prevailing global quality
standards, from GMP to the quality of finished products. Looking back, this was quite impressive at
the time. Fortunately, our dedication to quality contributed to Henlius’ achievements today. Moreover,
striving for quality has been incorporated, over time, as an integral part of our corporate culture,
which serves as the foundation for our competitiveness. Recently, we, through our business partner
Accord Healthcare Limited, submitted a marketing authorization application to the European
Medicines Agency for HLXO02, making it the first biosimilar developed in China to seek
commercialisation approval in the European Union. This would not have happened but for our

persistence in pursuing quality and our international strategy over the past decade.

“Affordable innovation with reliable quality” has become synonymous with Henlius. It forms the

cornerstone of our core competitiveness.

Looking back over the past decade — which I still remember vividly — I am now convinced that
there is no barrier that cannot be passed, however difficult it may seem. In the course of our journey,
there are so many people that I am grateful for, for it is the whole team’s endeavour and commitment
that have made our achievements today possible. Many, many people of different fields, from
technology to management, have come together with a common mission and aspiration. The work is
so demanding that many of them only get to see their family once every several months. They have
come to join Henlius with the hope that they can contribute their share in helping more patients, both
in China and abroad, and that their lifesaving drugs will one day be accessible to more
economically-disadvantaged cancer patients. They are all, in my mind, “gods of medicine”. In
February 2019, after decade-long endeavor, our HLXO01 (rituximab injection) was granted approval by
the NMPA, a real testament to the Chinese saying “whetting one sword over ten years”. It was the fruit
of the entire team’s six-hundred-thousand-hour painstaking effort in which we all take tremendous
pride. In particular, I owe my thanks to the company’s shareholders for their support over the years.
Without the continual support from our Board of Directors and shareholders, both financially and

strategically, Henlius would not have been able to achieve its vision and goals.

We often say “Luck comes to those who are prepared”, but I rather think luck comes to those who
are candid. When a group of people come together, out of an altruistic motive, to work towards the
greater good, they can move mountains. As we beat the odds repeatedly, we are now even more
convinced of the power of candour in our path to success. It is also my faith, which stems from
candour, that empowers me to lead my team to march forward on this journey fearlessly.
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Determined and confident about the future, we will keep advancing towards our established
vision while adhering to our core values of pursuing high quality, efficiency and innovation. We will
continue to keep the patients in mind and commit ourselves to developing affordable bio-innovative
drugs for them. By innovation of products and advancement of technology, we will continue with the
development and manufacture of high-quality and affordable bio-innovative drugs, with a view to
benefitting more patients across the globe, and establishing Henlius as one of the top and most

respected biopharmaceutical companies.

Scott Shi-Kau Liu

12 September 2019



SUMMARY

This summary is intended to provide you with an overview of the information contained in this
prospectus. As it is a summary, it does not contain all the information that may be important to you.
You should read the whole prospectus before you decide whether to invest in the Offer Shares. In
particular, we are a biotechnology company seeking to list on the Main Board of the Stock
Exchange under Chapter 18A of the Listing Rules on the basis that we are unable to meet the
requirements under Rule 8.05 (1), (2) or (3) of the Listing Rules. There are unique challenges,
risks and uncertainties associated with investing in companies such as ours. Your investment
decision should be made in light of these considerations.

There are risks associated with any investment. Some of the particular risks of investing in the
Offer Shares are set out in “Risk Factors” and you should read that section carefully before you
decide to invest in the Offer Shares.

OVERVIEW

We are a leading biopharmaceutical company in China with the vision to offer high-quality,
affordable and innovative drugs for patients worldwide. We are the first biopharmaceutical company
to receive NDA approval from the NMPA for a monoclonal antibody biosimilar in accordance with the
Biosimilar Guidelines, the prevailing PRC regulation on biosimilar evaluation and marketing

approval, and the first to commercially launch a biosimilar product in China.

Since our inception in 2010, we have established, and continue to expand, a comprehensive
product pipeline of both biosimilars and bio-innovative drugs. As at the Latest Practicable Date, in
addition to the biosimilar product we had commercially launched, namely HLX01 (##|5), we had
developed in-house over 20 biologic drug candidates and several immuno-oncology combination
therapies in our pipeline, including (i) two mAb candidates with NDA accepted by the NMPA,
including one mAb candidate with MAA accepted by the EMA, (ii) two mAb candidates undergoing
Phase 3 clinical trials and six mAb candidates undergoing Phase 1/2 clinical trials, and two
immuno-oncology combination therapies undergoing Phase 3 clinical trials and (iii) 31 IND approvals

received across different jurisdictions.

Our co-founders, Dr. Scott Shi-Kau Liu and Dr. Wei-Dong Jiang, each possesses approximately
25 years of hands-on experience in developing therapeutic drugs and held leadership positions in
R&D, manufacturing and quality management at top international biopharmaceutical companies.
Inspired by our co-founders, we have assembled a high-calibre team of experts working closely with
each other towards our vision.

As a fully-integrated biopharmaceutical company headquartered in Shanghai, we distinguish
ourselves from Chinese biotech companies with our efficient and innovative in-house capabilities
throughout the entire biologics value chain, including:

° An integrated and productive global research and development platform spanning our
three R&D facilities located in Shanghai, Taipei and California with 239 R&D employees
as at 31 March 2019, led by industry veterans.
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° Global regulatory registration and clinical development capability with 11 concurrent

clinical trials in six different jurisdictions and over 100 clinical medical affairs staff.

° Robust quality management systems laying the foundation for regulatory approval and

commercialisation of our products worldwide.

° Large-scale and cost-efficient manufacturing facilities located in Shanghai with 14,000L

capacity, using highly efficient single-use production technology.

° Strong global commercialisation capabilities demonstrated by our rapidly-growing

marketing team and close partnerships with reputable global pharmaceutical companies.

Through our efficient and innovative in-house capabilities, we have commercialised one product
and developed a diversified, advanced and high-quality drug pipeline with a focus on oncology and

autoimmune diseases, including:

(I) mAb biosimilar product and advanced mAb biosimilar candidates with near-term commercial

visibility

e  HLX0I (#F/)#). Rituximab Injection, a MabThera biosimilar. HLXO01 (¥#F|jE) received
NDA approval for commercialisation from the NMPA on 22 February 2019 for the

non-Hodgkin lymphoma indication, becoming the first biosimilar drug approved and
commercially launched in China in accordance with the Biosimilar Guidelines. The first
prescription for HLXO01 (#F|H) was issued on 16 May 2019 and we commenced
commercial sales of HLXO0l (#F]H) in May 2019. The Chinese Pharmacopoeia
Commission has granted HLXO01 (ZF|FE) the use of the generic name “Rituximab
Injection” in China, which is included in the NRDL and the NEDL. We are also conducting
a Phase 3 clinical trial for the rheumatoid arthritis indication for HLXO01 in China;

° HLX02. A Herceptin (trastuzumab) biosimilar, which is the first biosimilar developed in
China to enter a global Phase 3 clinical trial in China, Poland, Ukraine and the Philippines.
We completed subject enrolment for the Phase 3 clinical trial in June 2018 and our NDA
for HLXO02 was accepted by the NMPA in April 2019 for HER2" early-stage breast cancer,
metastatic breast cancer and metastatic gastric cancer indications, and it is currently under
priority review. Our commercialisation partner Accord filed an MAA with the EMA, which
was accepted in June 2019. HLXO02 has the potential to become the first PRC-developed
mADb biosimilar to launch in the EU, according to the Frost & Sullivan Report. Trastuzumab
is included in the NRDL and the NEDL;

° HLX03. A Humira (adalimumab) biosimilar, which has completed a Phase 3 clinical trial in
China. Our NDA for the plaque psoriasis, rheumatoid arthritis and ankylosing spondylitis
indications was accepted by the NMPA in January 2019, and it is currently under priority

review; and
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° HLX04. An Avastin (bevacizumab) biosimilar, which entered Phase 3 clinical trials in China
in Q2 2018. We plan to file an NDA for the metastatic colorectal cancer and non-squamous
non-small cell lung cancer indications in 2020. Bevacizumab is included in the NRDL. We
also plan to further expand its indications in combination with immuno-oncology therapy.

Our three near-commercial stage biosimilar candidates, together with HLXO01 (?;%*'JL%), address
an estimated aggregate market opportunity in China of RMB16.7 billion in 2020, according to the
Frost & Sullivan Report. In addition, the inclusion of some of our drug candidates to the NRDL and
NEDL will further increase market penetration and demand in basic health institutions funded by the
PRC government.

(2) Comprehensive bio-innovative pipeline driving long-term growth

As at the Latest Practicable Date, our bio-innovative drug candidates which have entered Phase
1 and/or Phase 1b/2 clinical trials include HLX06 (a novel VEGFR2 inhibitor), HLX07 (an EGFR
inhibitor), HLX10 (a novel PD-1 inhibitor), HLX20 (a novel PD-L1 inhibitor) and HLX22 (a novel
HER2 inhibitor).

In addition, our other bio-innovative pipeline drug candidates include HLXS55 (a ¢cMET
inhibitor), HLX09 (a CTLA-4 inhibitor), HLX23 (a CD73 inhibitor), HLX53 (a TIGIT inhibitor) and
HLX24 (a CD47 inhibitor).

(3) Versatile in-house combination therapy portfolio to capture future immuno-oncology
opportunities

We have formulated a combination therapy strategy, under which, we leveraged our
comprehensive oncology-focused product pipeline to provide a strong foundation for the development
of immuno-oncology combination therapies, including:

° HLX04 (an Avastin biosimilar) + HLXI10 (a novel PD-1 inhibitor). An immuno-oncology
combination therapy for nsNSCLC and HCC, for which we’re preparing for Phase 3 and
Phase 2 clinical trials respectively.

° HLXO07 (an EGFR inhibitor) + HLXI0. An immuno-oncology combination therapy for
SCCHN, for which we have completed pre-clinical studies. Our IND application has been
accepted by the NMPA.

° HLXI10 + Chemo. An immuno-oncology combination therapy for mESCC, sqNSCLC and
SCLC, which has commenced Phase 3 clinical trials for the mESCC and sqNSCLC
indications and is expected to commence a Phase 3 clinical trial for the SCLC indication
in near future.

We created the robust product pipeline described above in a highly cost-efficient manner. In
2017, 2018 and the three months ended 31 March 2019, we had overall R&D expenditure (representing
both capitalised and expensed R&D costs and expenses) of RMB637.1 million, RMB972.5 million and
RMB225.4 million, respectively, which we believe reflects our emphasis on achieving a high degree
of efficiency and productivity.
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The following table summarises our product and drug candidate pipeline as at the Latest
Practicable Date:

Product i Commercial : ini ) u
Rty O gy Parter(Teriory) | Prediial | IND | Pasel | Pawd®  Phased  NDAfed NDAapproved?

HLXO01 5 . FOSUNFHARMA ((hing)
(MabThera) €2 NHL Worldvide BIOSI DHU s (South America®)

71 (Europe, MENA and CIS®)

HLX02 © - p
i HERZ - BOMGCY  Wordwide  cipta  (APACadSouh Anerica”) [
(Herceptin)

@ t2comsen (Hong Kong and Macau)

(g]&fﬂi) TNF¢  PSRA/AS®  Worldwide — FOSUNPHARMA (Chipy)

. m ns| orldwide
é&iﬁﬁl VEGF mCRC/sNSCLC® Worldwid !
HLX05  porp o oRCISCOHN. Worldwide - o preserssreeesreeam— T T T T T T T T T T T T T T
Etye EOFR mCROSCCHN LR 2jingze

( C";ti‘“ga) VEGFR2 Sofid tumours®” Worldwide

HLXII BC  Worldwide

(Perjeta)

HLXI4 -~ RANK Solid tumours ~ Worldwide
(Xgeva) ligand

HLX13 i ‘
(Yervoy) CTLA-4  Solid tumours ~ Worldwide
HLXI5 Multiple )
(Darzalex) CD-38 Myeloma Worldwide

HLX01 D20 RA® Worldwide
HLX04 VEGF wAMD/DR™  Worldwide
HLX07" EGFR  Solid tumours ~Worldwide IND approved in the US, Taiwan, China Mainland

HLX06 VEGFR2 Solid tumours Worldwide IND approved in the US, Taiwan, China Mainland

HLX10"  PD-1 Solid tumours ~ Worldwide IND approved in the US, Taiwan, China Mainland

HLX20 PD-LI  Solid tumours Worldwide Australia and China Mainland
HLX2 HER2  BCIGC  Wordvide

HLX55  cMET  Solid tumours  pjq® In-Licensed

HLX56 DR Solid tumours Greater China In-Licensed
Bio-
Innovative|
Portfolio

HLX09 CTLA-4  Solid tumours ~ Worldwide
HLX23 CD73  Solid tumours ~ Worldwide
HLX24 CD47  Solid tumours ~ Worldwide
HLX26 LAG3  Solid tumours Worldwide
HLX59  CD27  Solid tumours Worldwide
HLX51  OX40  Solid tumours  Worldwide
HLX52  TIM-3  Solid tumours ~ Worldwide
HLX53  TIGIT  Solid tumours ~ Worldwide
HLX58 Claudin 182 Solid tumours  Worldwide

HLX63 GPC3  Solid tumours ~ Worldwide

HLX04" VEGF
+HLX10 +PD-1

g

4

d

4

4

4

4

4

[ 4

4

4
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4

e ————

4

L ————————

nsNSCLC ~ Worldwide

HLX07 EGFR )
SHLX10 +PD-1 SCCHN Worldwide

T(}Z::::: mESCC Worldwide
L OHLXIOY

+Chemo sgNSCLC ~ Worldwide

SCLC Worldwide

-: Core Products

Notes:

(1)  HLXOI (EEF|H) is one of our Core Products. We received the NDA approval for HLX01 (##F]#) in February 2019 and
commenced commercial sales in May 2019.

<«

(2)  Phase 2 clinical trials are not required for biosimilars. See “—OQur Biosimilar Portfolio” for further details.
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(3)

)
(5)

(6)
(7
(8

%)

(10)

(1D

(12)

(13)
(14)

Our Phase 3 clinical trial for HLXO01 focused on the treatment of CD20-positive diffuse large B cell lymphoma, which
is the most common subtype of NHL. HLXO01’s reference drug, MabThera, is approved in China for three NHL subtypes
(namely DLBCL, relapsed or refractory follicular central lymphoma and previously-untreated CD20-positive stage I1I-1V

follicular lymphoma). HLXO01 is also approved for these three indications.
Argentina, Paraguay, Uruguay and Bolivia.

Our Phase 3 clinical trial for HLX02 focuses on the treatment of HER2* metastatic breast cancer. As HLX02’s reference
drug, Herceptin, is approved in China for HER2" early breast cancer, HER2* metastatic breast cancer and HER2"
metastatic gastric cancer, our NDA in China seeks approval for all three indications for HLX02. Our commercialisation
partner Accord filed an MAA with the EMA for these three indications and gastroesophageal junction cancer. Subject
enrolment of the Phase 3 clinical trial for HLX02 has been completed. While HLXO02 is still undergoing Phase 3 clinical
trial, our NDA for HLX02 was accepted by the NMPA in April 2019 and is currently under its priority review.

Over 70 jurisdictions and regions in Europe, Middle East-North Africa and the Commonwealth of Independent States.
Australia, New Zealand, Colombia and Malaysia.

Our Phase 3 clinical trial for HLX03 focuses on the treatment of plaque psoriasis. As HLX03’s reference drug, Humira,
is approved in China for plaque psoriasis, rheumatoid arthritis and ankylosing spondylitis, we have filed for NDA
approval for all three indications for HLX03. We have completed the Phase 3 clinical trial for HLX03. Our NDA for
HLXO03 was accepted by the NMPA in January 2019 and is currently under its priority review.

Our Phase 3 clinical trial for HLX04 focuses on the treatment of metastatic colorectal cancer. As HLX04’s reference
drug, Avastin, is approved in China for metastatic colorectal cancer and unresectable, locally advanced, recurrent or

metastatic non-squamous non-small cell lung cancer, we plan to seek NDA approval for both indications for HLX04.

Licensed out to Shanghai Jingze. See “—Licence Arrangements—Licence Agreement with Shanghai Jingze” for further
details.

Includes advanced gastric cancer or gastroesophageal junction adenocarcinoma, metastatic non-small cell lung cancer
and metastatic colorectal cancer.

Considered a bio-innovative product because the reference product has not been approved for the relevant indication yet

«

in China. See “—OQur Bio-Innovative Drugs—Overview” for further details.

Greater China and certain countries in Southeast, Central and South Asia.
We do not consider HLX07, HLX10, HLX04 + HLX10 combination therapy and HLX10 + Chemo combination therapy
to be our Core Products as (i) data on Phase 1 clinical trials for HLX07, HLX10 and HLX04 + HLX10 combination

therapy have not become available, and (ii) data on Phase 3 clinical trials for HLX10 + Chemo, which do not require

Phase 1 clinical trials, have not become available. We are also developing HLX10 to treat Hepatitis B virus.

OUR STRENGTHS

We believe our competitive strengths include:

° Compelling business model with near-term visibility and long-term growth;

° Integrated and efficient global R&D platform generating a robust product pipeline;

o Large-scale manufacturing capabilities with enhanced cost efficiencies and robust quality
management systems;

° Strong global commercialisation capabilities; and

° Visionary co-founders and leadership team.
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OUR STRATEGIES

Our vision is to become one of the world’s most trusted and admired biopharmaceutical
companies, offering innovative and affordable medicines for patients worldwide. To achieve this

vision, we plan to implement the following strategies:

° Further strengthen our leading position and capitalise on first-entrant advantages in the

continuous development of biosimilars;

° Develop an innovative product portfolio focusing on immuno-oncology combination
therapy through Ileveraging our robust and comprehensive biologics pipeline and

established mAb development platform,;

° Expand manufacturing capabilities and enhance cost effectiveness while maintaining high

quality standards;

° Strengthen commercialisation capabilities through in-house sales and marketing team and

partnerships; and
° Selectively pursue strategic collaborations to expand our global presence.
BIOSIMILARS AND BIO-INNOVATIVE DRUGS

A biosimilar is a biologic pharmaceutical product which is a near-identical copy of an reference
drug developed and manufactured by a different company. A bio-innovative drug is a new drug that
is not marketed anywhere in the world or a biosimilar for which the reference drugs are approved for

certain indications in other jurisdictions but not in China.

In general, the regulatory approval process for a biosimilar requires that the biosimilar drug
candidate undergoes clinical research and development to demonstrate that it is highly similar (in
terms of both efficacy, safety and immunogenicity) to the reference drug already approved by certain
regulatory authorities, including the NMPA, FDA and EMA or other comparable authorities,

notwithstanding minor differences in clinically inactive components.

In the PRC, which we expect to be a key market for all of our biosimilar candidates, the
government has published a number of guidelines encouraging biosimilar research and development,
including the Guidelines for R&D and Evaluation of Biosimilars (Trial) (KA W AL S T % B S A
flr#8 *& J5 HIl (447)) ) published by the NMPA in 2015 (the “Biosimilar Guidelines”), which set out the
regulatory framework for registering and evaluating new biosimilar candidates. See “Regulatory
Overview—Regulations Related to the Clinical Trials and Registration of Drugs” for further details
on the NMPA approval process. To date, only our HLX01 (#F|5) has been approved in China in

accordance with the Biosimilar Guidelines.
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The Biosimilar Guidelines also permit biosimilar sponsors to concurrently conduct clinical trials
of different phases, and drug developers are not required under PRC regulations to complete prior
phases of clinical trials before commencing subsequent phases. Amongst the drug candidates in our
pipeline, we commenced the Phase 3 clinical trial for HLX03 before completing the Phase 1 clinical
trial. As at the Latest Practicable Date, we had completed the Phase 3 clinical trial for HLX03. We
believe that this approach expedites the R&D process for us and will facilitate more rapid approval
and commercialisation of our products. See “Risk Factors—Risks Relating to the Development,
Clinical trials and Regulatory Approval of Our Drug Candidates—Clinical development involves a

lengthy and expensive process with no assured outcome” for further details.

With respect to bio-innovative drugs, biosimilars for indications not previously approved in
China are subject to substantially the same regulatory approval process as biosimilars generally,
except that the application for a biosimilar must also include materials for therapeutic biologics
products, following requirements set out in the Biosimilar Guidelines. However, bio-innovatives that
are new drugs not marketed anywhere in the world are subject to a rigorous regulatory review process
under which the product candidate must demonstrate, through clinical and non-clinical evidence,

favourable efficacy and safety results to the satisfaction of the regulators.

RESEARCH AND DEVELOPMENT

We are a leader in the research and development of monoclonal antibodies (“mAb”) drugs in
China. Through our fully integrated platform, we have excelled in the discovery, development,
manufacture and commercialisation of antibody drugs with a focus on oncology as well as other
high-prevalence diseases such as auto-immune diseases. We have accumulated substantial experience
and know-how across all stages of antibody research and development, which enables us to efficiently
develop antibody products from drug candidate generation to late-phase GMP manufacturing in
multiple jurisdictions. As at the Latest Practicable Date, we had successfully developed more than 10
clinical trial stage mAb candidates and multiple pre-clinical stage mAb candidates. Our research and
development team is led by Dr. JIANG, our co-founder and Chief Science Officer, and consisted of

239 seasoned personnel as at 31 March 2019.

Our global R&D platform and extensive in-house R&D capabilities establish us as one of the few
biopharmaceutical companies in China capable of executing R&D throughout the whole product
development process, from early candidate generation to eventual new drug application (“NDA”)
filing and approval. We have independently developed all of our core drug candidates in-house, with
proprietary know-how across the entire process.

As the bridge between R&D and commercialisation, the CMC function establishes practical
qualitative and quantitative methods for executable quality management and effectively translates
drug discovery to actual manufacturing. The CMC function is of particular importance to the
development of biologics drugs as their development and approval are process-dependent. Running in
parallel to the quality management and manufacturing functions, CMC assists in delivering products

in accordance with quality standards which meet both regulatory and commercial requirements.

— 10 —
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The chart below sets out the key steps of our R&D process in further detail:

Discovery In Vitro and In Vivo Functional Studies Cell Line Construction

¢ mAb Candidate Generation, ¢ 40+ xenograft mouse tumour models * Patented protein expression technology
Screening and Engineering e Two syngeneic mouse tumour models e High-level expression of the integrated
o 1.5x10'" phage display ¢ Human peripheral blood mononuclear cell transgene
o Hybridomas models e High through-put screenin,
o Llamas single domain platform »  CD34% cell-humanised mouse models e Master cell bank and working cell bank
o Humanisation » Covering 16 cancer types in compliance with GMP standards and
o Affinity maturation in accordance with ICH Q5A

e Advanced single-cell dispensing
technology

¢ Formulation and fill/finish process ¢ Scale up model ¢ Proprietary cell culture media
development technology in liquid or * Continuous purification technology e Cell culture process development with
lyophilised form ¢ Process automation platform high-titre and high quality

* High concentration achieved by e Process characterisation in accordance
physical and chemical stress evaluation with ICH guidelines
system, excipients screening, and * Perfusion cell culture process
analytical methodology development

¢ Long-term drug product stability

O
Filing
e Primary & higher order structural ¢ Conducted or conducting over 20 trials
characterisation globally
e Identification of process- and e Closely managing concurrent
product-related impurities large-scale, multi-jurisdictional,
»  Structure-function relationship study late-stage trials
» Forced degradation study e Strong familiarity with, and
¢ CQA determination following ICH Q8 understanding of, regulatory approval
¢ Selection of a panel of release of pathways across different jurisdictions
methods and determination of
specifications

¢ Qualification of reference material
¢ Similarity study if the product is a
biosimilar

Supported by Our Analytical and Bioanalytical Method Development Platform

We also have a strong team to conduct clinical trials. Following investigational new drug
(“IND”) approval from the relevant regulator, we proceed to clinical development in human trials. We
closely manage substantially all stages of clinical trials, including clinical trial design,
implementation, in-house production of drug candidate samples used and the collection and analyses
of trial data. As at the Latest Practicable Date, we had designed and conducted, or were in the process
of conducting, over 20 clinical trials across different jurisdictions, which demonstrates our strong
capability to efficiently and successfully conduct a large number of clinical trials simultaneously,
including multiple late-stage clinical trials. Besides the PRC regulatory environment, we are also very

familiar with regulatory approval pathways across different jurisdictions.

As at the Latest Practicable Date, we had three research and development facilities located in
Shanghai, Taipei and California. Our Shanghai R&D facility is primarily focused on R&D in later
stages, whereas the facilities in Taipei and California are primarily focused on early-stage R&D.
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MANUFACTURING

As at the Latest Practicable Date, we had one operational manufacturing facility for monoclonal
antibody products in Shanghai (the “Xuhui Facility”) and we were constructing a larger
manufacturing facility in the Songjiang District of Shanghai (the “Songjiang Facility”).

Our Xuhui Facility is located in Shanghai Caohejing Hi-Technology Park, covering an area of
approximately 11,000 square metres. The Xuhui Facility houses six 2,000L single-use bioreactors and
four 500L single-use bioreactors. As at 31 March 2019, we had a total of 155 personnel engaged in
manufacturing, 98 of whom were responsible for Phase 3 clinical and eventual commercial production.
In addition, as at the same date, of our 239 R&D personnel, 42 were responsible for pilot production
for IND filings and Phase 1 and Phase 2 clinical trials.

To meet expected demand for the drug candidates in our pipeline, we plan to significantly expand
our manufacturing capacity by developing our second manufacturing site in Shanghai, the Songjiang
Facility, which is currently under construction. We expect the Songjiang Facility to support our future

global commercial needs when fully operational.

We procure a variety of advanced manufacturing-related equipment from well-known
international pharmaceutical equipment suppliers. We utilise single-use technologies in the production
process, such as disposable bioreactors and filtration systems for, among other things, serum, culture
media and buffers. We believe that, compared to traditional stainless steel bioreactors, single-use
bioreactors possess many advantages, including shorter downtimes, reduced cleaning and sterilisation
efforts, a significantly lower risk of cross contaminations, flexibility and easy shifts in portfolios
based on market needs. These advantages are largely attributable to the design of single-use
bioreactors, which typically features a plastic-lined disposable bag encased within a more permanent
structure, in contrast with conventional bioreactors which utilise more complex culture vessels.
According to the Frost & Sullivan Report, single-use bioreactors have been widely adopted in the US,
where the pharmaceutical industry is well-developed, with a penetration rate of over 80%. In China,
where the industrialisation of biologics lags behind many developed countries, single-use bioreactors
are similarly widely adopted by contract manufacturing organisations (“CMQOs”), but penetration
among biopharmaceutical companies like us is generally low, as most such companies outsource their
production to third party CMOs. Traditional stainless steel bioreactors remain more commonly used
for mass production of biologics in China, while single-use bioreactors are primarily used for smaller
scale production of biologics for clinical trials. However, as single-use bioreactors have demonstrated
cost efficiency for mass production of biologics in developed countries such as the US, the overall

penetration rate of single-use bioreactors in China is expected to increase going forward.

In addition to operational efficiency, single-use technologies also allow us to benefit from
material savings in terms of capital investment and production cost. According to the Frost & Sullivan
Report, single-use bioreactors generally reduce capital expenditure by up to 50% and production costs
by up to 25% to 30%, and saves the need for clean-up and disinfection after each production cycle,

which reduces per-batch production time and decreases the risk of contamination. Conversely,
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single-use bioreactors are less scalable than traditional stainless steel bioreactors, with most
mainstream versions of single-use bioreactors being limited to 2,000L production capacity. Other
limitations of single-use bioreactors include: (i) being suitable only for mammalian cell cultures, not
bacteria or yeast cultures; (ii) inability to store hot liquids; (iii) higher risk of puncturing; and (iv)
higher disposal costs. We implement these single-use technologies and processes at our Xuhui Facility,
and in addition to implementing an industry standard batch feeding process, we plan to adopt the new
continuous manufacturing technology for further cost efficiency. In general, continuous manufacturing
is a flow production method used to manufacture, produce, or process materials without interruption.
Each step along the continuous manufacturing process can initiate as soon as the first intermediate
product has left the previous unit of operation, allowing for a cascade of linked processes operating
in parallel. Continuous manufacturing technologies include, but are not limited to, automation,
process control, process analytical technology, continuous chromatography, membrane
chromatography and single-pass tangential flow filtration. According to the Frost & Sullivan Report,
when compared to traditional batch manufacturing, continuous manufacturing: (i) is at least 30%
faster; (ii) reduces manufacturing costs by at least 40%, mainly by reducing buffer consumption and
resin cycling; and (iii) improves productivity by at least 40%. We have completed a proof-of-concept
lab-scale experiment for continuous manufacturing with favourable results and prospects, and we plan

to continue to further validate this process at a pilot scale.

QUALITY MANAGEMENT SYSTEMS

We have established a quality management system that covers the entire product lifecycle from
product research and development to material management, product manufacturing, quality control,

product supply management and product post market surveillance.

Our Global Quality Operations department, which operates our quality assurance and quality
control functions, consisted of 125 employees as at 31 March 2019. Its organisational structure
includes quality assurance, quality control, and validation departments. Our staffing reflects our
strong commitment to quality assurance and control functions. The headcount of this department as
at 31 March 2019 was equivalent to approximately 80% of the headcount of our manufacturing

department.

We are also committed to continuously improving our quality system on an ongoing basis. Our

quality team holds regular meetings to review quality policies, regulatory updates, and quality issues.

We also engage external consultants to audit our quality management system and perform gap
analyses to continuously improve our quality management system. So far, we have not encountered

any significant quality issues which had any material impact on our business or operations.

— 13 —
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COMMERCIALISATION, SALES AND MARKETING

Our commercialisation strategy is derived from our vision to provide high-quality, affordable and
innovative drugs to patients globally. In addition to HLX01 (##|5), we intend to expeditiously
launch and market our future drug products in China with the support of a dedicated in-house sales
and marketing team as well as well-established commercialisation resources from Fosun Pharma.
Meanwhile, we plan to launch our products in multiple territories worldwide by leveraging our global
partners’ commercialisation capabilities and networks. See “Business — Our Biosimilar Portfolio” for
further details on the commercialisation arrangements that we have already entered into with respect
to certain of our Core Products. Mr. Wenjie Zhang has joined us as our Senior Vice President, Chief
Commercial Operation Officer and Chief Strategy Officer to oversee our sales and marketing. Mr.
Zhang has more than 25 years of commercial operation experience and served as the general manager
at Amgen China, the executive director at Amgen Japan & Asia Pacific and the vice president of

Shanghai Roche Pharmaceuticals prior to joining us.

China Market

With the commencement of commercial sales of HLXO01 (##]€), and in anticipation of
receiving regulatory approval for our other drug candidates in the future, we have started to establish
a dedicated commercial team covering marketing, sales and market access. We have established a
marketing team with extensive industry experience and market insight, and also plan to establish a
specialised sales team to execute our commercialisation plans independently in China. We believe that
this will strengthen our ability to implement an oncology-focused sales strategy that maximises our

brand value, market share and hospital coverage.

In the meantime, we intend to take advantage of Fosun Pharma’s position as a leading
pharmaceutical company in China to further strengthen our commercial operations. We have entered
into commercial cooperation agreements with Fosun Pharma to establish a well-defined
commercialisation strategy for our HLXO01 (E#F|H) and HLXO03 products. See “Connected
Transactions — C. Non-exempt Continuing Connected Transactions — 1. Collaboration Arrangements
under the HLX01 Agreement and the HLX03 Agreement” for further details. Fosun Pharma’s extensive
sales network and superior market access expertise will greatly facilitate our strategy to quickly seize

first-entrant advantages.

Overseas Markets

For our global commercialisation efforts, we plan to partner with global leading pharmaceutical
companies to commercialise our products overseas. For example, we plan to strategically enter into
certain countries in Southeast Asia where clinical trial data from China is eligible to be submitted as
part of the application process for regulatory approval. These overseas markets represent significant

expansion opportunities to further our vision to provide high quality, affordable and innovative drugs.

— 14 —
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PRE-IPO INVESTMENTS AND CONTROLLING SHAREHOLDERS

Throughout the development of the Company, we completed three rounds of financing from
pre-IPO investments to raise capital for our development. Our broad and diverse base of Pre-IPO
Investors consists of private equity and venture capital funds and investment holding companies, some
with specific focus on the healthcare industry. For further details regarding the identities of our
Pre-IPO Investors and the key terms of their investments, see “History and Corporate Structure —
Pre-IPO Investments”.

Other than the Shares held by our Controlling Shareholder, none of the Pre-IPO Investors will
be subject to any lock-up arrangements in connection with the Global Offering. According to the PRC
Company Law, Shares issued by the Company prior to the Listing Date shall not be transferred for a

period of one year from the Listing Date.

As at the Latest Practicable Date, (i) Mr. Guangchang Guo was interested in approximately
85.29% of the shares in FIHL, which in turn through FHL was interested in approximately 70.76% of
the shares in Fosun International, and (ii) Fosun International, through its wholly owned subsidiary,
Fosun High Tech, was indirectly interested in approximately 37.87% of the total issued ordinary share

capital of Fosun Pharma', which in turn indirectly held approximately 61.09% of the Shares in issue.

Immediately following the completion of the Global Offering, (a) Fosun Pharma will have an
indirect interest (through its interests in its wholly-owned subsidiaries, Fosun Pharma Industrial
Development and Fosun New Medicine) in approximately 53.76% of the Shares in issue (assuming the
Over-allotment Option is not exercised), (b) the Company will remain as an indirect non-wholly
owned subsidiary of Fosun International and Fosun Pharma, and (c¢) Mr. Guangchang Guo, FIHL, FHL,
Fosun International, Fosun High Tech, Fosun Pharma, Fosun Pharma Industrial Development and
Fosun New Medicine will be the Controlling Shareholders of the Company. Please refer to “History

and Corporate Structure” for the simplified corporate structure of the Group.

Although both the mAbs developed by the Company and the small molecule chemical products
developed by the Remaining Fosun Pharma Group treat cancer, the mAbs developed by the Company
are classified as a separate class of drugs to and are different from the small molecule chemical drugs
produced and sold by the Remaining Fosun Pharma Group in terms of, among other things, the
mechanism of action and technology used in R&D and manufacturing. See “Relationship with the

Controlling Shareholders”.

Note:

Fosun International controls Fosun Pharma as it controls the board of directors of Fosun Pharma. It is the single largest
shareholder of Fosun Pharma and it holds relatively larger voting rights in Fosun Pharma than other dispersed public

shareholders in Fosun Pharma.
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SUMMARY KEY FINANCIAL INFORMATION

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

information was prepared in accordance with IFRS.

Summary Consolidated Statement of Profit or Loss

Year ended 31 December Three months ended 31 March
2017 2018 2018 2019
RMB’000
(unaudited)

Revenue. ............ . ... ......... 33,910 7,421 — 924

Costofsales ...................... (15,019) (5,398) — —

Gross profit .. ......... ... ... ..... 18,891 2,023 — 924

Other income and gains . ............. 1,165 30,308 18,413 4,830

Selling and distribution expenses. ... ... — — — (5,082)

Administrative eXpenses. . . .. ......... (87,334) (109,050) (15,064) (32,339)

Research and development expense . . ... (257,080) (365,382) (49,221) (100,145)

Other expenses. . . .................. (480) (223) (1) (17,356)

Financial cost . .................... (55,159) (57,896) (19,256) (8,955)

Loss before tax. .. ................. (379,997) (500,220) (65,129) (158,123)

Income tax expense .. ............... (4,330) (4,569) (2,714) —

Loss for the year/period. ............ (384,327) (504,789) (67,843) (158,123)
Attributable to:

Owners of the parent . ............. (270,562) (493,686) (60,504) (158,123)

Non-controlling interests ........... (113,765) (11,103) (7,339) —

(384,327) (504,789) (67,843) (158,123)

During the Track Record Period, we derived revenue primarily from licence fee income and
rendering of services to third parties, and did not generate any revenue from product sales. Revenue
from licence fee income primarily represents the licensing fee received from our licensing-out of
HLXO05 to Shanghai Jingze Biotechnology Co., Ltd. (“Shanghai Jingze”). See “Business — Licence
Arrangements — Licence Agreement with Shanghai Jingze” for further details. Revenue from
rendering of services represents service fees we received from our provision of technical consultation
services to other parties. In 2018, substantially all of our revenue was attributable to our rendering of
services to third parties, and we did not have any revenue from license fee income as the licence fee

portion of HLXO0S5 licensing arrangements with Shanghai Jingze had been completed.
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Summary Consolidated Statements of Financial Position

As at
As at 31 December 31 March
2017 2018 2019
RMB’000

Current asSetsS . . . v i it 232,896 1,086,985 996,126
Non-current assets . . . . .. .o i v ittt 1,251,621 2,007,805 2,185,108
Total assets. . .. ......... . ... .. . .. .. .. ... .. ... 1,484,517 3,094,790 3,181,234
Current liabilities. . . .. ... ... ... 1,211,650 533,443 570,125
Non-current liabilities ... ........ .. ... .. ...... 348,857 758,798 936,280
Total liabilities . . . ... ... ... ... ... .............. 1,560,507 1,292,241 1,506,405
Net current (liabilities)/assets . .................. (978,754) 553,542 426,001
Share capital . ... ... ... ... .. 366,287 474,433 474,433
Reserves .. ... (446,361) 1,328,116 1,200,396
Non-controlling interests . ... .................... 4,084 — —
Total equity . ......... ... .. .. ... ... ... .. .. ... (75,990) 1,802,549 1,674,829

We had net liabilities of RMB76.0 million as at 31 December 2017, primarily due to (i) entrusted
related party loans of RMB575.0 million, which we had fully repaid as at the Latest Practicable Date
(see “Financial Information — Indebtedness” for further details) and (ii) other payables and accruals
of RMB541.6 million, which mainly related to a payable in connection with the Taiwan Henlius
Acquisition and was settled following its completion in June 2018 (see “History and Corporate
Structure — History — Acquisition of the Remaining Interest in Taiwan Henlius” for further details).
Since settling these amounts, we have improved our balance sheet position and achieved net assets of
RMB1,674.8 million as at 31 March 2019.

We also had significant balances of intangible assets of RMB772.1 million, RMB1,382.6 million
and RMB1,507.4 million as at 31 December 2017 and 2018 and 31 March 2019, respectively, which
were the largest component of our assets as at each such date. See “Risk Factors — Risks Relating to
Our Financial Prospects and Need for Additional Capital — We have a large balance of intangible
assets and we may incur significant impairment charges which could materially impact our financial

position” for further details.

— 20 —



SUMMARY

Summary Consolidated Statements of Cash Flows

Year ended 31 December Three months ended 31 March
2017 2018 2018 2019
RMB’000
(unaudited)

Cash outflows before movements in

working capital. . . ....... ... ... .. (170,361) (349,998) (52,238) (98,087)
Net cash (used in)/generated from

operating activities . .. ............. (134,288) (52,179) 4,395 (67,575)
Net cash used in investing activities . . .. (471,662) (735,375) (330,252) (195,295)
Net cash generated from financing

activities. .. ....... ... ... ... ... 541,380 1,679,105 686,789 145,498
Net (decrease)/increase in cash and

cash equivalents . ................ (64,570) 891,551 360,932 (117,372)
Cash and cash equivalents at the

beginning of the year/period......... 123,319 58,512 58,512 958,990
Effect of foreign exchange rate changes,

Net . .o (237) 8,927 15,870 (16,752)
Cash and cash equivalents at the end

of the year/period . ............... 58,512 958,990 435,314 824,866

We had net cash used in operating activities for each year of the Track Record Period, amounting
to RMB134.3 million, RMB52.2 million and RMB67.6 million in 2017, 2018 and the three months
ended 31 March 2019, respectively. We had operating cash outflows before movements in working
capital of RMB170.4 million, RMB350.0 million and RMB98.1 million in the same periods,
respectively. We may continue to incur cash outflows from operating activities in the future due to our
R&D expenditures.

Key Financial Ratios

As at 31 December As at 31 March
2017 2018 2019
Gearing ratio') . .. ... ... ... 112.9% N/A® N/A®
Current ratio™ . ... ... ... .. 19.2% 203.8% 174.7%
Quick ratio™ .. ... 17.2% 199.0% 167.4%

Notes:

(1)  Gearing ratio is calculated as net debt divided by equity attributable to owners of the parent plus net debt, multiplied

by 100%. Net debt represents the balance of indebtedness less cash and cash equivalents as at the end of the period.
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(2)  We did not have a gearing ratio as at 31 December 2018 or 31 March 2019 as our balance of cash and cash equivalents
exceeded our total indebtedness on both dates.
(3) Current ratio is calculated as current assets divided by current liabilities, multiplied by 100%.

(4)  Quick ratio is calculated as current assets minus inventories then divided by current liabilities, multiplied by 100%.

RECENT DEVELOPMENTS OF OUR BUSINESS SUBSEQUENT TO THE TRACK RECORD
PERIOD

Since 31 March 2019, we have continued to invest in and progress the development of our drug
candidate pipeline and have continued to develop our commercialisation capabilities and activities in
connection with the commercialisation of HLX01 (¥ F]5%). Our NDA for HLX02 was accepted by the
NMPA in April 2019 and is currently under priority review. In addition, our commercialisation partner
Accord filed an MAA for HLX02 with the EMA, which was accepted in June 2019. As at the Latest
Practicable Date, no material adverse change had occurred with respect to our NDA approval for
HLXO01 (| FE) or the regulatory review process in relation to our other Core Products.

As a result of having commenced the commercialisation process for HLX01 (##]f) following
the receipt of NDA approval, the nature of our business and monetisation model for the year ending
31 December 2019 and onwards will materially differ from that during the Track Record Period. In
particular, we began to generate revenue from product sales, in contrast to our revenue-generating
activities during the Track Record Period being limited primarily to license fee income and rendering
of services. The first prescription of HLX01 (7| ) was issued on 16 May 2019. As at 30 June 2019,
we had delivered 20,638 vials of HLXO01 (ZF]#) to our commercialisation partner and recorded a
revenue of RMB13.3 million from such sales based on our profit-sharing arrangement with our
commercialisation partner. We intend to further raise public awareness of HLXO01 (#F|5), the first
biosimilar drug approved in China, by ramping up our marketing and sales efforts. We also plan to
continue to market our drug products through our commercialisation partners under well-established
strategies. We continue to incur increasing R&D expenses as we progress our product portfolio and
expand our R&D pipeline, which will continue to have an adverse impact on our expected net losses
for the year ending 31 December 2019.

As far as the Directors are aware, there have not been any material changes in the general
economic and market conditions in the regions or the industries in which we operate that materially
and adversely affected our business operations or financial condition since 31 March 2019 and up to
the date of this prospectus.

FUTURE PLANS AND USE OF PROCEEDS
See “Business — Our Strategies” for a detailed description of our future plans and strategies.

We intend to use the net proceeds of HK$3,354.1 million, assuming an Offer Price of HK$53.70
(being the mid-point of the Offer Price Range), from the Global Offering (assuming the
Over-allotment Option is not exercised) as follows:

° Approximately HK$1,341.7 million (or 40.0% of the net proceeds) would be used to fund
the ongoing clinical trials, regulatory filing and registration in relation to our Core
Products.

- Approximately HK$201.2 million (or 6.0% of the net proceeds) would be used to fund
the ongoing clinical trials, regulatory filing and registration for HLX02. HLXO02 is
currently undergoing Phase 3 clinical trials concurrently across different



SUMMARY

jurisdictions. Our NDA for HLX02 was accepted by the NMPA in April 2019 and is
currently under priority review. The MAA filed by our commercialisation partner
Accord was accepted by the EMA in June 2019.

- Approximately HK$268.3 million (or 8.0% of the net proceeds) would be used to fund
the ongoing clinical trials, regulatory filing and registration for HLX04 for the mCRC
indication. HLX04 is currently undergoing Phase 3 clinical trials.

- Approximately HK$872.1 million (or 26.0% of the net proceeds) would be used for
the development of immuno-oncology combination therapy comprised of HLX04 and
HLX10 for the treatment of advanced solid tumours. We are currently preparing for
Phase 3 clinical trials for the nsNSCLC indication, and Phase 2 clinical trials for the
HCC indication of HLX04+HLX10 in China.

Approximately HK$503.1 million (or 15.0% of the net proceeds) would be used to fund the
ongoing clinical trials, regulatory filing and registration for our biosimilar candidates,
including HLX 12, HLX11 and HLX14.

Approximately HK$1,174.0 million (or 35.0% of the net proceeds) would be used to fund
the ongoing clinical trials, regulatory filing and registration for our bio-innovative drugs
and the development of immuno-oncology combination therapy. Of this amount:

- Approximately HK$6.7 million (or 0.2% of the net proceeds) would be allocated to
HLXO06;

- Approximately HK$144.2 million (or 4.3% of the net proceeds) would be allocated to
HLXO07,;

- Approximately HK$6.7 million (or 0.2% of the net proceeds) would be allocated to
HLX20; and

- Approximately HK$1,016.3 million (or 30.3% of the net proceeds) would be allocated
to HLX10 and immuno-oncology combination therapies involving HLX10 (including
HLX10+HLXO07).

We are currently conducting clinical trials of HLX06, HLX07, HLX10 and HLX20 and will
further explore immuno-oncology combination therapies using immune checkpoint
inhibitor such as PD-1/PD-L1 drugs. We believe that the successful development and
commercialisation of these products and therapies are key to our long-term sustainable
development following the expected launch of our Core Products. As all of our Core
Products have reached late-stage development in Phase 3 clinical trials or later, we believe
that it is reasonable to allocate a significant portion of the expected net proceeds to the
development of our other pipeline products and therapies.

approximately HK$335.4 million (or 10.0% of the net proceeds) would be allocated towards
working capital and general corporate purposes.
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DIVIDENDS

We did not declare or pay any dividends during the Track Record Period and we do not have a
fixed dividend payout ratio. The Board has absolute discretion as to whether to declare any dividend
for any year, and if it decides to declare a dividend, how much to declare. The Board will submit such
proposal in respect of dividend payments to the Shareholders’ general meeting for approval. The
amount of any dividends to be declared or paid will depend on, among other things, applicable laws
and regulations, our results of operations, cash flows, financial condition and operating and capital
requirements. Any future declaration of dividends may or may not reflect our prior declarations of
dividends.

KEY RISK FACTORS

Our business is subject to numerous risks and there are uncertainties relating to an investment
in the Shares. These risks and uncertainties can be categorised as (i) risks relating to our financial
prospects and need for additional capital, (ii) risks relating to the development, clinical trials and
regulatory approval of our drug candidates, (iii) risks relating to the commercialisation of our drug
candidates, (iv) risks relating to intellectual property, (v) risks relating to our operations, (vi) risks
relating to doing business in the PRC and (vii) risks relating to the Global Offering. The following are
some of those key risks and uncertainties:

° We have incurred significant losses in each period since our inception and anticipate that
we will continue to incur losses in the future and may never achieve or maintain
profitability. Investors are at risk of losing substantially all of their investments in our H
Shares.

° We had negative cash flow from operating activities throughout the Track Record Period
and we will likely need substantial additional funding for our drug development
programmes and commercialisation efforts, which may not be available on acceptable
terms, or at all.

° We have only recently begun commercialising our drug candidates, which may make it
difficult to evaluate our future prospects.

° We may not achieve favourable results for our product candidates in clinical trials, and
cannot give any assurance that any of our drug candidates currently in development will
receive regulatory approval, which could hinder or halt their development. Following
regulatory approval, if any, we may not be able successfully commercialise such drug
candidates or may experience significant delays in doing so.

° We have a large balance of intangible assets and we may incur significant impairment
charges which could materially impact our financial position.

o Clinical development involves a lengthy and expensive process with no assured outcome.

24 —
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Insurance coverage and reimbursement may be limited or unavailable in certain market
segments for our drug candidates, which could make it difficult for us to sell our drug
candidates profitably.

We have limited experience in manufacturing our drug candidates on a large commercial

scale, which is a highly exacting and complex process.

We operate in a competitive industry and may fail to compete effectively.

We are developing a number of biosimilar product candidates and may be subject to
intellectual property infringement or misappropriation claims or other legal challenges,
which could cause us to incur significant expenses, pay substantial damages and delay or

prevent us from selling our biosimilar products.

The loss of services of our senior management and key scientific personnel could severely

disrupt our business and growth.

The trading volume and market price of our H Shares may be volatile, which may result in
substantial losses for investors subscribing for or purchasing our H Shares pursuant to the
Global Offering.

See “Risk Factors” for further details.

GLOBAL OFFERING STATISTICS

Based on the Offer Price of Based on the Offer Price of

HK$49.60 per H Share HK$57.80 per H Share

Market capitalisation of our H Shares

(approximately) ™. .. ... HK$7,889.5 million HK$9,193.8 million
Market capitalisation of our Shares

(approximately)® . . ... ... ... ... ... ... .. HK$26,740.8 million =~ HK$31,161.6 million
Unaudited pro forma adjusted consolidated

net tangible asset value per Share®® .. .. ... .. HK$6.09 HK$7.04
Notes:

(1)

(2)

(3)

The calculation is based on the assumption that 64,695,400 H Shares will be issued pursuant to the Global Offering and
94,366,741 unlisted foreign shares will be converted into H Shares, and assuming that the Over-allotment Option is not

exercised.

The calculation is based on the assumption that 539,128,453 Shares will be expected to be in issue following the

completion of the Global Offering, and assuming that the Over-allotment Option is not exercised.

The unaudited pro forma adjusted net tangible asset value per Share is calculated after the adjustment referred to in the
Unaudited Pro Forma Financial Information in Appendix II to this prospectus and on the basis of 64,695,400 H Shares

will be issued pursuant to the Global Offering, and assuming that the Over-allotment Option is not exercised.
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LISTING EXPENSES

Our listing expenses mainly include underwriting commissions, professional fees paid to the
Reporting Accountant, legal advisers and other professional advisers for their services rendered in
relation to the Listing and the Global Offering. We estimate that our total listing expenses will be
HK$141.9 million, of which HK$28.1 million will be charged to our consolidated income statement
(including HK$21.9 million that had been charged to our consolidated income statement during the
Track Record Period), and HK$113.8 million will be capitalised (including HK$11.7 million that had
been capitalised during the Track Record Period).

THE SPIN-OFF AND THE PREFERENTIAL OFFERING

The Spin-off

The listing of the Group constitutes a spin-off of the Group from Fosun International and Fosun
Pharma (the “Spin-off”).

Reasons for and benefits of the Spin-off

Each of Fosun International and Fosun Pharma considers that the Spin-off will be commercially
beneficial to Fosun International, Fosun Pharma and the Company as the Spin-Off will, among other
things, (i) allow the management teams of Fosun International, Fosun Pharma and the Company to
focus more effectively on their respective businesses with a clearly delineated business objective and
improve the Company’s ability to recruit, motivate and retain key management personnel as well as
to expediently and effectively capitalise on any business opportunities in the Group’s business that
may arise and (ii) provide a separate fund-raising platform for the Company, thereby enabling it to
raise the capital required to finance its future growth and expansion.

The Preferential Offering

Qualifying Fosun International Shareholders and Qualifying Fosun Pharma H Shareholders will
be entitled to participate in the Global Offering on a preferential basis as to allocation only by way
of the Preferential Offering. Please see “Structure of the Global Offering — The Preferential Offering”
for further details.

Others

As a leading biopharmaceutical company in China, the Company constantly evaluates whether
there might be opportunities to further the Company’s strategy to develop its business. One option in
that regard includes the possibility of seeking an additional listing on another stock exchange,
including on the Science and Technology Innovation Board of the Shanghai Stock Exchange. As at the
Latest Practicable Date, other than the current Listing, the Company has not formulated any concrete
plan to seek a listing elsewhere. The Company will continue to monitor such opportunities, subject to
market conditions.
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OVERVIEW OF THE GLOBAL OFFERING

Company

Global Offering

Hong Kong Public Offering

International Offering

Preferential Offering

Over-allotment Option

Offer Price Range

Price Determination Date

Lock-up Requirements

Market Capitalisation at
Listing

Listing and Trading Date

Board Lot

R R R AR A A BRA R (Shanghai  Henlius
Biotech, Inc.)

Global offering of initially 64,695,400 Offer Shares
(excluding the H Shares to be issued pursuant to the exercise
of the Over-allotment Option)

6,469,600 H Shares (subject to reallocation)

58,225,800 H Shares (subject to reallocation and the
Over-allotment Option)

An aggregate of 8,372,000 Offer Shares offered under the
Preferential Offering, of which 4,186,000 Offer Shares will be
offered to Qualifying Fosun International Shareholders and
4,186,000 Offer Shares will be offered to Qualifying Fosun
Pharma H Shareholders, respectively

Up to 9,704,300 additional Offer Shares, representing not
more than 15% of the number of Offer Shares initially being
offered under the Global Offering

HK$49.60 to HK$57.80

The Offer Price is expected to be determined on or about
Tuesday, 17 September 2019 and, in any event, not later than
Tuesday, 24 September 2019

o The Company — six months from the Listing Date

° Each of the Controlling Shareholders — six months
absolute lock-up and six months lock-up on disposal of
Shares that would result in him/it ceasing to be a
controlling shareholder of the Company

o According to PRC Company Law, Shares issued by the
Company prior to the Listing Date shall not be
transferred for a period of one year from the Listing
Date

Expected to be between HK$26,740.8 million (based on the
Minimum Offer Price) and HK$31,161.6 million (based on
the Maximum Offer Price)

Expected to commence on Wednesday, 25 September 2019

100 H Shares

See “Underwriting” and “Structure of the Global Offering” for further details.
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RESPONSIBILITY STATEMENT AND FORWARD-LOOKING STATEMENTS

DIRECTORS’ RESPONSIBILITY FOR THE CONTENTS OF THIS PROSPECTUS

This prospectus, for which the Directors collectively and individually accept full responsibility,
includes particulars given in compliance with the Companies (Winding Up and Miscellaneous
Provisions) Ordinance, the Securities and Futures (Stock Market Listing) Rules (Chapter 571V of the
Laws of Hong Kong) and the Listing Rules for the purpose of giving information to the public with
regard to the Group.

The Directors, having made all reasonable enquiries, confirm that to the best of their knowledge
and belief the information contained in this prospectus is accurate and complete in all material
respects and not misleading or deceptive, and there are no other matters the omission of which would
make any statement herein or this prospectus misleading.

INFORMATION AND REPRESENTATION

The Company has issued this prospectus solely in connection with the Hong Kong Public
Offering and the Preferential Offering. This prospectus does not constitute an offer to sell or a
solicitation of an offer to buy any securities other than the Hong Kong Offer Shares offered by this
prospectus pursuant to the Hong Kong Public Offering. This prospectus may not be used for the
purpose of, and does not constitute, an offer or invitation in any other jurisdiction or in any other
circumstances. No action has been taken to permit a public offering of the Offer Shares in any
jurisdiction other than Hong Kong and no action has been taken to permit the distribution of this
prospectus in any jurisdiction other than Hong Kong. The distribution of this prospectus and the
offering and sale of the Offer Shares in other jurisdictions are subject to restrictions and may not be
made except as permitted under the applicable securities laws of such jurisdictions pursuant to
registration with or authorisation by the relevant securities regulatory authorities or an exemption
therefrom.

You should only rely on the information contained in this prospectus and the Application Forms
to make your investment decision. Neither the Company nor any of the Relevant Persons has
authorised anyone to provide you with any information or to make any representation that is different
from what is contained in this prospectus. No representation is made that there has been no change
or development reasonably likely to involve a change in the Group’s affairs since the date of this
prospectus or that the information contained in this prospectus is correct as at any date subsequent to
its date.

H SHARE REGISTER AND STAMP DUTY

All of the Offer Shares will be registered on the H Share register of members of the Company
maintained by the H Share Registrar, Computershare Hong Kong Investor Services Limited, in Hong
Kong. The register of members will also be maintained by the Company at its legal address in the PRC.
Dealings in the H Shares registered on the H Share register of members of the Company in Hong Kong
will be subject to Hong Kong stamp duty. The stamp duty is charged to each of the seller and purchaser
at the ad valorem rate of 0.1% of the consideration for, or (if greater) the value of, the H Shares
transferred. In other words, a total of 0.2% is currently payable on a typical sale and purchase
transaction of the H Shares. In addition, a fixed duty of HK$5 is charged on each instrument of transfer
(if required).
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REGISTRATION OF SUBSCRIPTION, PURCHASE AND TRANSFER OF H SHARES

The Company has instructed the H Share Registrar, and the H Share Registrar has agreed, not to

register the subscription, purchase or transfer of any H Shares in the name of any particular holder

unless the holder delivers a signed form to the H Share Registrar in respect of those H Shares bearing
statements to the effect that the holder:

(i)

(ii)

(iii)

(iv)

agrees with the Company and each of the Shareholders, and the Company agrees with each
Shareholder, to observe and comply with the PRC Company Law, the Special Regulations
and the Articles of Association;

agrees with the Company, each of the Shareholders, Directors, Supervisors, managers and
officers, and the Company, acting for itself and for each of the Directors, Supervisors,
managers and officers agree with each Shareholder, to refer all differences and claims
arising from the Articles of Association or any rights or obligations conferred or imposed
by the PRC Company Law or other relevant laws and administrative regulations concerning
the affairs of the Company to arbitration in accordance with the Articles of Association, and
any reference to arbitration shall be deemed to authorise the arbitration tribunal to conduct
hearings in open session and to publish its award, which shall be final and conclusive;

agrees with the Company and each the Shareholders that the H Shares are freely
transferable by the H Shares’ holders thereof; and

authorises the Company to enter into a contract on his or her behalf with each of the
Directors, Supervisors, managers and officers whereby such Directors, Supervisors,
managers and officers undertake to observe and comply with their obligations to the
Shareholders as stipulated in the Articles of Association.

FORWARD-LOOKING STATEMENTS

This prospectus contains forward-looking statements. All statements other than statements of

historical fact contained in this prospectus, including, without limitation:

(a)

(b)

(c)

(d)

the discussions of the Company’s business strategies, objectives and expectations regarding
its future operations, products, revenue, margins, profitability, liquidity and capital
resources;

any statements concerning the future development of, and trends and conditions in, the
biopharmaceuticals market and the general economy of the countries in which the Company
operates or plans to operate and where the Company’s products may be distributed and sold;

any statements concerning the Company’s ability to control costs;

any statements concerning the nature of, and potential for, the future development of the
Company’s business, including any potential business relationships and partnerships; and
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(e) any statements preceded by, followed by or that include words and expressions such as
“expect”, “believe”, “plan”, “intend”, “estimate”, “forecast”, “project”, “anticipate”,
“seek”, “may”, “will”, “ought to”, “would”, “should” and “could” or similar words or

statements,

as they relate to the Group or the management, are forward-looking statements.

These statements are based on assumptions regarding the Company’s present and future business,
the Company’s business strategies and the environment in which the Company will operate. These
forward-looking statements reflect the Company’s current views as to future events and are not a
guarantee of the Company’s future performance. Forward-looking statements are subject to certain
known and unknown risks, uncertainties and assumptions, including the risk factors described in “Risk
Factors”. Important factors that may cause the Company’s actual results, performance or
achievements to be materially different from any future results, performance or achievements

expressed or implied by these forward-looking statements include, among other things, the following:

° developments in the business strategies and business plans of the Company;

° prevailing economic conditions and consumer confidence in the markets where the products

of the Company may be sold;

° developments of the Company’s competitors and other competitive pressures within the

industries in which the Company operates; and

° regulatory changes affecting, among other things, the biopharmaceuticals industry and

market, accounting standards and taxes.

Subject to the requirements of applicable laws, rules and regulations, the Company does not have
any obligation, and undertakes no obligation, to update or otherwise revise the forward-looking
statements in this prospectus, whether as a result of new information, future events or developments
or otherwise. As a result of these and other risks, uncertainties and assumptions, the forward-looking
events and circumstances discussed in this prospectus might not occur in the way the Company expects
or at all. Accordingly, you should not place undue reliance on any forward-looking information. All
forward-looking statements contained in this prospectus are qualified by reference to the cautionary

statements set out in this section as well as the risks and uncertainties discussed in “Risk Factors”.

In this prospectus, statements of or references to the Company’s intentions or that of any of the
Directors are made as at the date of this prospectus. Any of these intentions may change in light of

future developments.
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An investment in the H Shares involves a high degree of risk. Prospective investors should
carefully consider the following risk factors, together with all other information contained in the
prospectus, before deciding whether to invest in the H Shares. If any of the following events occur
or if these risks or any additional risks not currently known to the Company or which it now deems
immaterial risks materialise, the business, financial condition, results of operations and/or the
ability of the Company to meet its financial obligations could be materially and adversely affected.
The market price of the H Shares could fall significantly due to any of these events or risks (or such
additional risks) and you may lose your investment. The order in which the following risks are
presented does not necessarily reflect the likelihood of their occurrence or the relative magnitude
of their potential material adverse effect on the business, financial condition and results of
operations of the Company.

RISKS RELATING TO OUR FINANCIAL PROSPECTS AND NEED FOR ADDITIONAL
CAPITAL

We have incurred significant losses in each period since our inception and anticipate that we will
continue to incur losses in the future and may never achieve or maintain profitability. Investors
are at risk of losing substantially all of their investments in our H Shares.

We are a biopharmaceutical company with a limited operating history. Investment in
biopharmaceutical product development is highly speculative because it entails substantial upfront
capital expenditure and significant risk that a drug candidate will fail to gain regulatory approval or
become commercially viable. We received NDA approval for our first product, HLX01 (Z#F]€), in
February 2019, and commenced commercial sales in May 2019. However, we have incurred and
continue to incur significant development and other expenses related to our ongoing operations. As a
result, we are not profitable and have incurred losses in each period since our inception in 2010. In
2017 and 2018 and the three months ended 31 March 2018 and 2019, we reported a net loss
attributable to the owners of the parent of RMB270.6 million, RMB493.7 million, RMB60.5 million
and RMB158.1 million, respectively. We had accumulated losses attributable to owners of the parent
of RMB1,080.3 million as at 31 March 2019. We expect to continue to incur losses in the foreseeable

future, and these losses may further increase as we:

° continue our development and commence clinical trials of our drug candidates;

° seek regulatory approvals for our drug candidates throughout the research and development

and clinical trial stages;

° commercialise any of our drug candidates for which we may obtain marketing approval;

° maintain and expand our manufacturing facilities;

° continue to build up clinical, operational, financial, manufacturing and scientific personnel;
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° establish and expand our sales, marketing and commercialisation infrastructure and

workforce and maintain our sales network for any products that obtain regulatory approval;

° seek to identify additional drug candidates;

° address any competing technological and marketing developments, including new products
developed by competitors;

° obtain, maintain, expand and protect our intellectual property portfolio;
° enforce and defend intellectual property-related claims; and
° acquire or in-license other intellectual property, drug candidates and technologies.

The size of our future net losses will depend, in part, on the rate of future growth of our expenses
and our ability to generate revenue, in particular from product sales, which will be affected if any of
the drug candidates in our pipeline fail, for any reason, before commercialisation. To become and
remain profitable, we must develop and eventually commercialise drug candidates with significant
market potential. This will require us to be successful in a range of challenging activities, including
completing pre-clinical testing and clinical trials of our drug candidates, obtaining regulatory (such
as INDs and NDAs) and marketing approval for these drug candidates, manufacturing, marketing and
selling those drug candidates and satisfying any post-marketing requirements. Moreover, as we have
a limited product portfolio with HLX01 (##| ), being our only commercialised drug product, and
HLX02, HLX03, and HLX04 being our only product candidates having entered or completed Phase 3
clinical trials as at the Latest Practicable Date, we are highly susceptible to the performance of HLXO01
(#F| ) and our other drug candidates to be commercialised. If we are unable to achieve sufficient
market acceptance or favourable pricing for such products, our path to profitability, in terms of both
feasibility and timing, would be further harmed, as well as our prospects of generating sufficient cash

to fund the development of our other pipeline projects.

We cannot assure you that we will ever succeed in any or all of these activities and, even if we
do, we may never generate sufficient revenues to break even or achieve profitability. We may
encounter unforeseen expenses, difficulties, complications, delays and other unknown factors that may
adversely affect our business. Even if we achieve profitability in the future, we may not be able to
sustain profitability in subsequent periods. Our failure to become and remain profitable would
decrease the value of the Company and could impair our ability to raise capital, maintain our research
and development efforts, expand our business or continue our operations. A decline in the value of the
Company also could cause you to lose all or part of your investment.
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We had negative cash flow from operating activities throughout the Track Record Period and we
will likely need substantial additional funding for our drug development programmes and
commercialisation efforts, which may not be available on acceptable terms, or at all.

Our operations have consumed substantial amounts of cash since our inception. In 2017, 2018
and the three months ended 31 March 2019, we recorded negative cash flow from operating activities
of RMB134.3 million, RMB52.2 million and RMB67.6 million, respectively. To date, due to our
negative operating cash flow, we have needed external financing throughout our operating history,
which we have financed primarily through private placements as well as related party loans. In 2017,
2018 and the three months ended 31 March 2019, we had total capital contributions from shareholders
and non-controlling shareholders of subsidiary of RMB177.5 million, RMB2,638.8 million and nil,
respectively. See “History and Corporate Structure — The Pre-IPO Investments”. In the same periods,
we had gross cash flows from entrusted related party loans of RMB650.0 million, RMB270.0 million
and nil, respectively. See “Financial Information — Liquidity and Capital Resources”. We have also
relied on collaboration partners to provide part of the research and development funding in return for
a share of the eventual profit generated from sales of the drug candidate. For example, we entered into
agreements with Fosun Pharma Industrial Development and Jiangsu Wanbang, who agreed to
reimburse a portion of the clinical trial expenditure for HLX01 and HLXO03, respectively. In 2017,
2018 and the three months ended 31 March 2019, our total reimbursements received under these
agreements amounted to RMB152.6 million, RMB282.0 million and RMB322.3 million, respectively.
Upon their successful commercialisation, such partners will share a portion of the profit with us. See
“Business — Our Biosimilar Portfolio — HLXO0I (for NHL)” and “Business — Our Biosimilar Portfolio
— HLXO03” for further details.

We expect our expenses to increase significantly in connection with our ongoing activities,
particularly as we advance the clinical development of our various clinical stage drug candidates,
continue research and development of our pre-clinical stage drug candidates, initiate additional
clinical trials of, and seek regulatory approval for, these and other future drug candidates and expand

our manufacturing capability. Our future capital requirements will depend on many factors, including:

° the number and development requirements of the drug candidates we pursue;

° the scope, progress, timing, results and costs of researching and developing our drug

candidates, and conducting pre-clinical and clinical trials;

° the cost, timing and outcome of regulatory review of our drug candidates;

° the cost and timing of future commercialisation activities, including product
manufacturing, marketing, sales and distribution, for any of our drug candidates for which

we receive regulatory approval;

° any cash received from commercial sales of any drug candidates for which we receive

regulatory approval;
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° our ability to establish and maintain strategic partnerships, collaboration, licensing or other

arrangements and the financial terms of such agreements;

° the cost, timing and outcome of preparing, filing and prosecuting patent applications,
maintaining and enforcing our intellectual property rights and defending any intellectual
property-related claims;

° the extent to which we acquire or license other drug candidates and technologies; and

° our headcount growth and associated costs.

Moreover, as we obtain regulatory approval for our clinical stage drug candidates, we expect to
incur significant commercialisation expenses related to product manufacturing, marketing, sales and
distribution. In particular, the costs required for the manufacture of any drug candidate that receives
regulatory approval may be substantial as we would have to undertake substantial expansion plans for
our manufacturing facilities. Our current manufacturing expansion plans will require substantial
capital investments, which we intend to finance primarily through additional bank loans and cash
generated from operations. However, financing may be unavailable in amounts or on terms acceptable
to us. If we are unable to raise capital when needed or on acceptable terms, we could incur losses and
be forced to delay, reduce or terminate our research and development programmes or any future
commercialisation efforts, which could have a material adverse effect on our business, financial
condition and results of operations. Furthermore, the sale of additional equity or equity-linked
securities could result in dilution to the Shares held by our Shareholders. The incurrence of
indebtedness would result in increased debt service obligations and could result in operating and
financing covenants restricting our operations or our ability to pay dividends, which in turn could have
a material adverse effect on our business, financial condition and results of operations.

We had substantial indebtedness and net current liabilities and net liabilities at certain points
during the Track Record Period, and may continue to incur significant debt going forward.

We had net current liabilities of RMB978.8 million as at 31 December 2017, primarily due to
entrusted loans from related parties of RMB575.0 million as at the same date. Such entrusted related
party loans were provided by the Controlling Shareholder at an effective interest rate ranging from
10.0% to 12.0%, maturing in one year. These loans, along with payables incurred in connection with
the Taiwan Henlius Acquisition (see “History and Corporate Structure — History — Acquisition of the
Remaining Interest in Taiwan Henlius” for further details) also contributed to our net liabilities
position of RMB76.0 million as at 31 December 2017. We obtained third party loans in 2018,
including a RMB320 million facility from the Bank of Shanghai, which we drew down primarily to
repay our entrusted related party loans. In addition to this loan, we had other third party bank and
other loans of RMB493.5 million in aggregate as at 31 March 2019. We have relied on our related
party and third party loans primarily for our ongoing financing needs as we have only recently begun
generating revenue from product sales. As at 31 July 2019, we had net current liabilities of RMB219.3
million, primarily due to expenses incurred for the Songjiang Facility, as well as an increase in
interest-bearing bank and other borrowings.
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A large balance of indebtedness, whether from banks or related parties, may require that we
devote our financial resources to servicing such debt rather than funding our operating activities and
investments in research and development, which constrains our capital flexibility and may in turn
adversely affect our drug development timetable. It may also be a challenge for us to service our
interest and principal repayments in a timely manner or at all, which could trigger cross-defaults with
other debt, as applicable, as well as limit our ability to obtain further debt financing. Given our
historical reliance on external financing, such developments could have a material adverse effect on

our business, financial condition and results of operations.

We have only recently begun commercialising our drug candidates, which may make it difficult
to evaluate our future prospects.

We were founded in 2010 and have just commenced commercial sales of our first product HLXO01
(GEAFIE) in May 2019. Except for the commercialisation of HLXO01 (FEFE), our operations have been
limited to developing and undertaking pre-clinical studies and clinical trials of our drug candidates.
Accordingly, our operating history, in particular period-to-period comparisons of our historical results
of operations, may not be a reliable indicator of our future performance or serve as an adequate basis
for evaluating our business prospects and financial performance. Similarly, our results of operations
in some reporting periods may fall below market expectations, or experience significant fluctuations
from period to period or within certain periods. Even if we are able to bring more products to market,
we may not be able to expand our business and capture market share, maintain our competitive
position, satisfy our contractual obligations, or sustain growth and profitability. As a result, any
predictions about our future success or viability may not be as accurate as they could be if we had a

history of successfully commercialising our products.

We have a large balance of intangible assets and we may incur significant impairment charges
which could materially impact our financial position.

Our intangible assets primarily consist of research and development costs and non-patent
technologies. Our intangible assets amounted to RMB772.1 million, RMB1,382.6 million and
RMB1,507.4 million as at 31 December 2017 and 2018 and 31 March 2019, respectively, and were the
largest component of our assets as at each such date. See note 15 to the Accountants’ Report in
Appendix I in this prospectus for a breakdown of our intangible assets as at the end of each financial
period during the Track Record Period. We measure intangible assets initially at cost and subsequently
apply any accumulated amortisation and impairment losses as they arise in regular testing. See
“Financial Information — Critical Accounting Policies and Estimates” for further details. While we
did not recognise substantial impairment loss for intangible assets during the Track Record Period, we
cannot assure you that there will be no such charges in the future. In particular, the failure to generate
financial results commensurate with our intangible assets estimates may adversely affect the
recoverability of such intangible assets, and in turn result in impairment losses. As we carry a
substantial balance of intangible assets, any significant impairment losses charged against our
intangible assets could have a material adverse effect on our business, financial condition and results

of operations.
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RISKS RELATING TO THE DEVELOPMENT, CLINICAL TRIALS AND REGULATORY
APPROVAL OF OUR DRUG CANDIDATES

We may not achieve favourable results for our product candidates in clinical trials, and cannot
give any assurance that any of our drug candidates currently in development will receive
regulatory approval, which could hinder or halt their development. Following regulatory
approval, if any, we may not be able to successfully commercialise such drug candidates or may

experience significant delays in doing so.

Many of our drug candidates are currently in development. Our ability to generate revenue is
dependent on obtaining regulatory approval for and successfully commercialising such drug
candidates, which may never occur. The process to develop, obtain regulatory approval for and
commercialise drug candidates is long, complex and costly, with no assured outcome. Since our
inception, we have commercialised only one product, HLXO01 (&), and we cannot assure you that
we will be able to generate substantial revenue from the commercial sales of HLX01 (ZEF|f). In
addition, we cannot assure you that we will be able to obtain approval for any of our other drug
candidates, or that any of such drug candidates will be successfully commercialised if we receive

regulatory approval.

In China, where most of our drug candidate development activities are located, we must first
obtain regulatory approval from the NMPA before we can proceed to commercialise our drug
candidates. Similarly, we cannot commercialise drug candidates in the United States, the European
Union or other jurisdictions outside of China without obtaining regulatory approval from the FDA,
EMA or other relevant foreign regulatory authorities. Regulatory authorities, such as the NMPA, FDA
and EMA, impose comprehensive and stringent review procedures in respect to drug candidates and
activities associated with their development and commercialisation, including, but not limited to,
design, testing, manufacturing process, safety, efficacy, quality control and assurance, recordkeeping,
labelling, packaging, storage, approval, advertising, promotion, sale, distribution, import and export.
The process of obtaining regulatory approvals in China, the United States, Europe and other countries
is expensive, may take many years especially if additional clinical trials are required and can vary
substantially based upon a variety of factors, including the type, complexity and novelty of the drug
candidates involved. To date, we have received NDA approval, which is required for us to commence
commercialisation, for only one product, HLX01 (ZF|), and have only filed for NDA approval for
two other drug candidates. Even if we are able to file NDAs for our other drug candidates, our drug
candidates could be delayed in receiving, or fail to receive, regulatory approval for many reasons,

including the following:

° disagreement with the NMPA, FDA, EMA or comparable regulatory authorities regarding

the design, size, conduct or implementation of our clinical trials;

° failure to demonstrate to the satisfaction of the NMPA, FDA, EMA or comparable
regulatory authorities that a drug candidate is safe and effective for its proposed indication;
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° failure of contract research organisations (“CROs”), clinical study sites or investigators to
comply with the good clinical practice (“GCP”) requirements imposed by the NMPA, FDA,

EMA or comparable regulatory authorities;

° failure of the clinical trial results to meet the level of statistical significance required by

the NMPA, FDA, EMA or comparable regulatory authorities for approval;

° failure to demonstrate that a drug candidate’s clinical and other benefits outweigh its safety

risks;

° the NMPA, FDA, EMA or comparable regulatory authorities disagreeing with our

interpretation of data from pre-clinical studies or clinical trials;

° insufficient data collected from clinical trials to support the submission of a new drug
application or other submission or to obtain regulatory approval in China, the U.S. or

elsewhere;

° the NMPA, FDA, EMA or comparable regulatory authorities not approving the

manufacturing processes for our clinical and commercial supplies;

° changes in the approval policies or regulations of the NMPA, FDA, EMA or comparable
regulatory authorities rendering our clinical data insufficient for approval;

° the NMPA, FDA, EMA or comparable regulatory authorities restricting the use of our

products to a narrow population; and

° our CROs, principal investigators (“PIs”), hospitals or licensors taking actions that

materially and adversely impact the clinical trials.

Any unfavourable occurrences in respect of the above, such as findings that our product
candidates are potentially unsafe for human use, that data is inadequate to support a conclusion of
effective treatment, or that there are any other characteristics that may preclude regulatory approval
or prevent or limit commercial use, would present significant obstacles towards such ends or require
us to cease any further development of such products. Moreover, given the lengthy approval process,
any changes in regulatory approval policies during the development period, changes in or the
enactment of additional statutes or regulations, or changes in regulatory review for each submitted
NDA, pre-market approval or equivalent application type, may also cause delays in the approval or
rejection of an application. We would face significant difficulty recovering the time and cost invested
in such development, if at all, which could harm our financial prospects as well as our industry

reputation among business partners, potential customers and prospective talents.
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In addition, clinical trials conducted in one jurisdiction may not be accepted by regulatory
authorities in other jurisdictions, and obtaining regulatory approval in one jurisdiction does not mean
that regulatory approval will be obtained, or will be more likely to be obtained, in any other
jurisdiction. Approval processes vary among countries and can involve additional product testing and
validation and additional administrative review periods. As a result, regardless of whether our drug
candidates have successfully completed clinical trials, we cannot assure you that such success can be
replicated in any other jurisdiction where we seek to commercialise such drug products. In addition,
assuming that our clinical stage drug candidates are approved and commercialised, any safety issues,
product recalls or other incidents related to drugs approved and marketed in one jurisdiction may
adversely impact approval of those drugs by the relevant regulators in other jurisdictions. If we are
unable to obtain regulatory approval for our clinical stage drug candidates in one or more
jurisdictions, or any approval contains significant limitations, or are imposed on certain drug
candidates, we may not be able to obtain sufficient funding or generate sufficient revenue to continue
the development of our drug candidates or any other drug candidate that we may in-license, acquire

or develop in the future.

Furthermore, even if we were to obtain regulatory approval of any clinical stage drug candidates,
regulatory authorities may revoke approval, approve any of our drug candidates for fewer or more
limited indications than we request, may grant approval contingent on the performance of
post-marketing clinical trials, or may approve a drug candidate with a label narrower than what we
desire. The NMPA, FDA, EMA and comparable authorities in other jurisdictions have substantial
discretion in the approval process and may refuse to accept any application or may decide that our data
are insufficient for approval and require additional pre-clinical, clinical or other studies. Any of the
foregoing scenarios could materially harm the commercial prospects for our drug candidates.

Following the regulatory approval process, the commercial success of the products and
technologies we develop will depend upon the acceptance of these products by treatment providers and
treatment recipients. Given that we just commenced commercial sales of one product, we cannot
assure you that any of our product or drug candidates will be commercially successful. If any of our
product or drug candidate does not achieve adequate acceptance in the market, we may ultimately have
to abandon our commercialisation efforts despite the substantial time and resources already invested
in respect of research, development, marketing, sales and other expenses associated with such drug,
which would close off the potential revenue stream from such product and render us unable to generate
profits or recover such investments. We may also undertake post-clinical trials for our products after
we have brought them to market. If our future clinical studies fail to support the functionality or
efficacy of our current or future products, our sales may be materially and adversely affected. Future
clinical studies sponsored by third parties regarding our existing products or any competing products
may be published that either support a claim, or are perceived to support a claim, that a competitor’s
product is clinically more effective or easier to use than our products or that our products are not as
effective or easy to use as we claim.

We cannot assure you that any of our drug candidates will successfully progress through the drug
development process or become a commercially viable drug and any such failure could have a material

adverse effect on our business, prospects, financial condition and results of operations.
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Clinical development involves a lengthy and expensive process with no assured outcome.

Clinical trials are expensive and difficult to design and implement and can take many years to
complete. While our clinical trial expenses for products in development are largely capitalised in
accordance with our accounting policies, expenditure on clinical trials constituted the largest
component of our overall R&D expenditure (representing both capitalised and expensed R&D costs
and expenses) during the Track Record Period. Our R&D expenditure on clinical trials amounted to
RMB248.9 million, RMB426.3 million and RMB80.4 million in 2017, 2018 and the three months
ended 31 March 2019, respectively.

Commencement of a clinical trial is subject to finalising trial design based on ongoing
discussions with the NMPA, FDA, EMA and/or other regulatory authorities. Successful completion of
our clinical trials is a prerequisite to receiving NDA or similar approvals from the NMPA, FDA, EMA
and/or other regulatory authorities for each drug candidate and, consequently, the ultimate
commercialisation of our drug candidates. We cannot assure you as to when the clinical trials for our
drug candidates which have not yet commenced pre-clinical or clinical trials will begin, if at all.
During the course of the drug development and clinical trial process, our drug candidates may fail for
a variety of reasons. In particular, our drug candidates may not:

° be accepted by regulators as bioequivalent to the original biologics;

° offer enhanced therapeutic or other medical benefits over existing drugs or other product
candidates in development to treat the same patient population;

° be proven to be safe and effective in current and future pre-clinical studies or clinical trials;

° be free from undesirable or unexpected effects;

° meet applicable regulatory standards; and

° be capable of being formulated and manufactured in commercially suitable quantities and
at an acceptable cost.

In addition, the NMPA, FDA, EMA or other regulatory authorities may disagree with our clinical
trial design or our interpretation of data from clinical trials, change their position on the acceptability
of trial designs or clinical endpoints, or may change the requirements for approval even after it has
reviewed and commented on the design for our clinical trials, in which case we may have difficulty
adjusting our trials to comply with new developments that we did not initially expect, and which in
any case could result in delays to the overall regulatory approval process.

Furthermore, with respect to biosimilars, drug developers are not required under PRC regulations
to complete prior phases of clinical trials before commencing subsequent phases. Once the developer
receives IND approval for a particular indication, the developer may, at its own discretion, choose to
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commence later trials, such as Phase 3 or Phase 1b, without completing the Phase 1 clinical trial. In
our R&D activities, we commenced our Phase 3 clinical trial for HLX03 before completing the Phase
I clinical trial. As later phase clinical trials are significantly more expensive than trials for earlier
phases, we may expose ourselves to considerable risk through this practice. In particular, if the
eventual findings of an earlier clinical trial phase are unfavourable to justify further development of
the relevant drug, we would be unable to recover both the costs of the earlier phases as well as the
substantially greater costs of later phases that were already underway. Any such developments could
result in a material adverse effect on our business, financial condition and results of operations.

We may encounter various delays in the clinical development and regulatory approval process,
which may result in delays in, or suspension of, the commercialisation of our drug candidates.

We may experience delays in completing our pre-clinical or clinical trials, and numerous
unforeseen events could arise during, or as a result of, future clinical trials, which could delay or
prevent us from receiving regulatory approval, including:

° regulators, institutional review boards (“IRBs”) or ethics committees may not authorise us
or our investigators to commence or conduct a clinical trial at a prospective trial site;

° we may experience delays in reaching, or may fail to reach, agreement on acceptable terms
with prospective trial sites, CROs, PIs or hospitals who conduct clinical trials on our
behalf, the terms of which can be subject to extensive negotiation and may vary
significantly among different CROs, trial sites, PIs and hospitals;

° clinical trials may produce negative or inconclusive results, and we may decide, or
regulators may require us, to conduct additional clinical trials or we may decide to abandon
drug development programmes;

° the number of subjects required for clinical trials of our drug candidates may be larger than
we anticipate, enrolment in these clinical trials may be slower than we anticipate or
participants may drop out of these clinical trials or fail to return for post-treatment
follow-up at a higher rate than we anticipate;

° third-party contractors used in our clinical trials may fail to comply with regulatory
requirements or meet their contractual obligations in a timely manner, or at all, or may
deviate from the clinical trial protocol or drop out of the trial, which may require that we
add new clinical trial sites or investigators;

° the ability to conduct a companion diagnostic test to identify subjects who are likely to
benefit from our drug candidates;

° we may elect to, or regulators, institutional review boards or ethics committees may require
that we suspend or terminate clinical research for various reasons, including
non-compliance with regulatory requirements or a finding that participants are being
exposed to unacceptable health risks;
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° the cost of clinical trials of our drug candidates may be greater than we anticipate;

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

° our drug candidates may have undesirable side effects or unexpected characteristics,
causing us or our investigators, regulators, IRBs or ethics committees to suspend or
terminate the trials, or reports may arise from pre-clinical testing or clinical trials of other
drugs or therapies that raise safety or efficacy concerns about our drug candidates.

In addition, once clinical trials begin, we could encounter regulatory delays if such trial is
suspended or terminated by us or, as applicable, the IRBs or ethics committee of the institutions in
which such trials are being conducted, by the data safety monitoring board, which is an independent
group of experts that is formed to monitor clinical trials while ongoing, or by the NMPA, FDA, EMA
or other regulatory authorities. Such authorities, or we in our own judgement, may impose a delay,
suspension or termination of our trials due to a number of factors, including:

° failure to conduct the clinical trial in accordance with regulatory requirements or the
applicable clinical protocols;

° inspection of the clinical trial operations or trial site by the NMPA, FDA or other regulatory
authorities that results in the imposition of a clinical hold;

° unforeseen safety issues or adverse side effects;

° failure to demonstrate a benefit from using a drug;

° changes in governmental regulations or administrative actions or lack of adequate funding
to continue the clinical trial;

° our inability to obtain sufficient funds required for a clinical trial;

° regulatory requests for additional analyses, reports, data, pre-clinical studies and clinical
trials;

° regulatory questions regarding interpretations of data and results and the emergence of new
information regarding our drug candidates or other products;

° clinical holds, other regulatory objections to commencing or continuing a clinical trial or
the inability to obtain regulatory approval to commence a clinical trial in jurisdictions that
require such approvals;

° failure to reach agreement with the NMPA, FDA, EMA or other regulators regarding the
scope or design of our clinical trials;
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delay or failure in obtaining authorisation to commence a trial or inability to comply with
conditions imposed by a regulatory authority regarding the scope or design of a clinical
trial;

our inability to enrol a sufficient number of subjects who meet the inclusion and exclusion
criteria in a clinical trial;

clinical sites and investigators deviating from trial protocol, failing to conduct the trial in
accordance with regulatory requirements, or dropping out of a trial;

withdrawal of clinical trial sites from our clinical trials as a result of changing standards
of care or the ineligibility of a site to participate in our clinical trials;

inability to identify and maintain a sufficient number of trial sites, many of which may
already be engaged in other clinical trial programmes, including some that may be for the

same indication;

failure of our third-party clinical trial managers to satisfy their contractual duties or meet
expected deadlines;

delay or failure in adding new clinical trial sites;

ambiguous or negative interim results, or results that are inconsistent with earlier results;

unfavourable or inconclusive results of clinical trials and supportive pre-clinical studies,
including unfavourable results regarding effectiveness of drug candidates during clinical
trials;

feedback from the NMPA, FDA, EMA, an IRB, data safety monitoring boards, or
comparable entities, or results from earlier stage or concurrent pre-clinical studies and
clinical trials, that might require modification to the protocol;

unacceptable risk-benefit profile or unforeseen safety issues or adverse side effects;
our inability to reach agreements on acceptable terms with prospective CROs, Pls, hospitals
or trial sites, the terms of which can be subject to extensive negotiation and may vary

significantly among different parties;

our inability to obtain approval from IRBs or ethics committees to conduct clinical trials
at their respective sites;

difficulty obtaining sufficient quantities of supplies from third parties in a timely manner;
and

difficulty in maintaining contact with subjects after treatment, resulting in incomplete data.
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Our drug development costs will also increase if we experience delays in testing or regulatory
approvals, and we may run out of funding before a trial is complete, which could result in us having
to delay or suspend the trial until sufficient funding is procured, or we would have to abandon
developing of the drug candidate completely. We do not know whether any of our clinical trials will
begin as planned, will need to be restructured or will be completed on schedule, or at all. Significant
pre-clinical study or clinical trial delays also could allow our competitors to bring products to market
before we do and impair our ability to successfully commercialise our drug candidates. Any of the
above negative developments could have a material adverse effect on our business, financial condition
and results of operations.

We intend to develop a number of combination therapies involving one or more of our product
candidates in conjunction with each other or with other therapeutics. If we are unable to
successfully develop the combination therapies or component drug candidates to be used in such
combination therapies, or if safety, efficacy, manufacturing, supply or regulatory approval issues
arise with any combination therapy or therapeutic that we use in combination with our drug
candidates, we may be unable to obtain approval for or commercialise our combination
therapies, or such therapies may experience significant regulatory delays or supply shortages.

We plan to develop certain of our drug candidates for use in combination therapy in conjunction
with other pipeline products or with drugs or treatments developed and sold by third parties. We are
preparing for Phase 3 clinical trials for the nsNSCLC indication, and Phase 2 clinical trials for the
HCC indication of HLX04 + HLX10 combination therapy, our IND application for our HLX07 +
HLX10 combination therapy has been accepted by the NMPA and we are conducting Phase 3 clinical
trials for the mESCC and sqNSCLC indications, and expect to commence a Phase 3 clinical trial for
the SCLC indication of our HLX10 + Chemo combination therapy. We intend to also explore further
combination therapy possibilities, and accordingly plan to allocate a significant portion of the
expected net proceeds from the Global Offering to financing their research and development. See
“Future Plans and Use of Proceeds” for further details. We cannot assure you that we will be able to
successfully develop them. Immuno-oncology combination therapies are a relatively recent
development in the field of oncology, with limited approvals globally, none of which were in the PRC.
In addition, as we are developing PD-1/PD-L1 inhibitors such as HLX10 as the backbone for such
therapies, the successful development of such therapies will depend in part on successfully developing
the backbone inhibitor itself. As at the Latest Practicable Date, we had commenced a Phase 2 clinical
trial for HLX10, our PD-1 inhibitor candidate, and a Phase 1 clinical trial for HLX20, our PD-L1
inhibitor candidate. As these drug candidates are still in the early stages of development, it may be
several years before we are able to ascertain whether HLX10 and HLX?20, and the combination
therapies utilising them, have a promising likelihood of successful development and
commercialisation. If we are unable to successfully develop or commercialise the backbone inhibitors
or the combination therapies, we may be unable to recover the substantial investments made.

Moreover, our therapies under development also include administering our drugs together with
third party therapeutics as part of the standard of care therapy, such as the chemotherapy agents used
in conjunction with rituximab for the treatment of NHL. As such therapeutics are not developed or
produced by us, any adverse regulatory developments involving such therapeutics is beyond our
control. In particular, if the NMPA, FDA, EMA or another regulatory agency revokes its approval of
any third party therapeutic that we use in combination with our drug candidates, we will not be able
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to market our drug candidates in combination with such revoked therapeutic. Similarly, if safety or
efficacy concerns arise with these or other therapeutics that we seek to combine with our drug
candidates in the future, we may experience significant delays or even termination of the regulatory
approval process with respect to our own drug candidates, and we may be required to redesign or
terminate the applicable clinical trials. In addition, if manufacturing or other issues result in a supply
shortage of any third party therapeutics, we may not be able to complete clinical development of our
associated drug candidates in a timely manner or at all.

Any of the above adverse developments could result in us being unable to successfully develop
or commercialise our combination therapy candidates in a timely manner or at all, which in turn would

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

Successful results in earlier studies in the clinical development process may not be predictive of
future trial results.

Even if our drug candidates demonstrate favourable results in pre-clinical studies and clinical
trials, we cannot assure you that the results of late-stage clinical trials will be favourable enough to
support the continued development of our product candidates. In addition, the outcomes of pre-clinical
development testing and early clinical trials may not be predictive of the success of later clinical
trials, and interim results of a clinical trial do not necessarily predict final results. Pre-clinical and
clinical data are often susceptible to varying interpretations and analyses, and many companies that
have believed their drug candidates performed satisfactorily in pre-clinical studies and clinical trials
have nonetheless failed to obtain regulatory approval of their drug candidates. We cannot assure you
that any of our drug candidates, some of which have achieved favourable early stage pre-clinical and

clinical trial results, will achieve similar success in later clinical trial stages or in post-clinical trials.

A number of companies in the pharmaceutical industry have experienced significant delays,
setbacks and failures in all stages of development, including late-stage clinical trials, even after
achieving promising results in pre-clinical testing or early-stage clinical trials. Accordingly, results
from completed pre-clinical studies and early-stage clinical trials of our product candidates may not
be indicative of the results that we may obtain in later stage trials, where such drugs may fail to show
the desired safety and efficacy traits despite having progressed through pre-clinical studies and initial
clinical trials with favourable outcomes. Such variability in safety and/or efficacy results may be
caused by numerous factors, including changes in trial procedures set forth in protocols, differences
in the size and type of the patient populations, including genetic differences, patient adherence to the
dosing regimen and other trial protocols and the rate of dropout among clinical trial participants.
Results may also differ from earlier trials due to the larger number of clinical trial sites and potentially

different countries and populations involved in such trials.

Furthermore, even if the data collected from pre-clinical studies and clinical trials involving one
of our drug candidates demonstrate a satisfactory safety and efficacy profile, such results may not be
sufficient to support a conclusion of receiving regulatory approval from the NMPA, FDA, EMA or

other comparable regulatory agencies in other jurisdictions required to market and distribute the drug.
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If we are required to conduct additional clinical trials or other testing of our drug candidates beyond
those that are currently contemplated, if we are unable to successfully complete clinical trials of our
drug candidates or other testing, if the results of these trials or tests are not positive or are only
modestly positive or if there are safety concerns, we may:

o be delayed in obtaining regulatory approval for our drug candidates, if at all;

° ultimately obtain approval for indications or patient populations that are not as broad as
intended or desired;

° be subject to post-marketing testing requirements;

° encounter difficulties in obtaining, or be unable to obtain, reimbursement for use of certain
drugs;
o be subject to restrictions on the distribution and/or commercialisation of drugs; and/or

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

Any of the above developments could result in a material adverse effect on our business,
financial condition and results of operations.

If we experience delays or difficulties in the enrolment of subjects in clinical trials, the progress
of such clinical trials and our receipt of necessary regulatory approvals could be delayed or
prevented.

We may not be able to initiate or continue clinical trials for our drug candidates if we are unable
to locate and enrol a sufficient number of eligible patients to participate in these trials as required by
the NMPA, FDA, EMA or similar regulatory authorities. Certain diseases may have relatively low
prevalence, and it may be difficult to identify a sufficient number of eligible patients. In addition,
some of our drug candidate trials may require enroling patients who have failed their first or

second-line treatments, which limits the total size of the subject population available for such trials.
Subject enrolment may also be affected by factors such as:

° the severity of the disease under investigation;

° the total size and nature of the relevant subject population;

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

° the availability of an appropriate genomic screening test;

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

° the efforts to facilitate timely enrolment in clinical trials;
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° the subjects referral practices of physicians;

° the ability to obtain and maintain patient consent;

° the availability of competing therapies also undergoing clinical trials;

° the ability to monitor patients adequately during and after treatment; and

° the proximity and availability of clinical trial sites for prospective subjects.

The inability to enrol a sufficient number of subjects for our clinical trials for any of the above
reasons would result in significant delays, increased drug development costs and could even require
us to abandon one or more clinical trials altogether. In addition, some of our competitors have ongoing
clinical trials for drug candidates that treat the same indications as our drug candidates, and subjects
who would otherwise be eligible for our clinical trials may instead enrol in clinical trials of our
competitors’ drug candidates. Any of the above could result in a material adverse effect on our
business, financial condition and results of operations.

We may not be successful in our efforts to identify, discover or license-in new drug candidates
to build or maintain our product pipeline.

We may fail to identify, discover or license-in new drug candidates for clinical development for
a number of reasons. For example, with respect to identifying and discovering new drug candidates
for development in-house, our research methodology may be unsuccessful in identifying potential
drug 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 programmes to
pursue the development of our drug candidates for additional indications and to identify new drug
candidates and disease targets require substantial technical, financial and human resources whether or
not we ultimately are successful. We also license-in promising drug candidates to add to our pipeline.
Regardless of whether we develop new drug candidates in-house or license-in, our R&D efforts may
initially show promise in identifying potential indications and/or drug candidates, yet fail to yield
results for clinical development for a number of reasons, including:

° potential drug candidates may, after further study, be shown to have harmful adverse effects
or other characteristics that indicate they are unlikely to be effective drugs; or

° it may take greater human and financial resources to identify additional therapeutic
opportunities for our drug candidates or to develop suitable potential drug candidates
through internal research programmes than we will possess, thereby limiting our ability to
diversify and expand our drug portfolio.

Accordingly, there can be no assurance that we will ever be able to identify additional
therapeutic opportunities for our drug candidates, develop suitable potential drug candidates through
internal research programmes, or successfully license-in drug candidates, any of which could
materially adversely affect our future growth and prospects. We may focus our efforts and resources
on potential drug candidates or other potential programmes that ultimately prove to be unsuccessful.
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We may not be able to successfully license-in new drug candidates, or license-out our existing
drug candidates.

From time to time, we may seek to license-in or license-out drug candidates. We license-in
promising drug candidates to expand our existing portfolio. For example, we licensed-in HLX22 from
AbClon and HLX55 from Kolltan. We cannot assure you that if we decide to license-in other drug
candidates in the future, we will be successful in identifying favourable candidates or that the
prospective licensor would agree to license such products to us at favourable commercial terms or at
all. Even if we are able to license-in the drug candidates that we target, we cannot assure you that the

product will be successfully commercialised.

Conversely, we may license-out our existing drug candidates to other drug developers in line
with our drug development strategy and to generate revenue and cash flow from licensing fees and
royalties. For example, we licensed-out the development and commercialisation in China of HLXO0S5,
an Erbitux biosimilar, in August 2016 to Shanghai Jingze. We cannot assure you that if we decide to
license-out other drug candidates in the future, we will successfully be able to do so, or that any such
partner will be able to successfully develop or commercialise products licensed from us, which in turn
could adversely affect the licensing fees that we may receive from such arrangement. If we are unable
to successfully identify a licensee partner for a particular drug candidate and are not able to further

develop such drug candidate in-house, we may not be able to recover our investment in that product.

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

and royalties from the drug products we licensed out.

We may allocate our limited resources to pursue a particular drug candidate or indication and
fail to capitalise on drug candidates or indications that may later prove to be more profitable or
for which there is a greater likelihood of success.

As we have limited human and financial resources, we must limit our research and development
programmes to specific drug candidates that we identify for specific indications. As a result, we may
forego or delay pursuit of opportunities with other drug candidates or for other indications that later
prove to have greater commercial potential. Our resource allocation decisions may cause us to fail to
capitalise on viable commercial drugs or profitable market opportunities. In addition, if we do not
accurately evaluate the commercial potential or target market for a particular drug candidate, we may
relinquish valuable rights to that drug candidate through collaboration, licensing or other royalty
arrangements when it would have been more advantageous for us to retain sole development and
commercialisation rights to such drug candidate. Such developments could have a material adverse

effect on our business, financial condition and results of operations.
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Our drug candidates may cause undesirable side effects or have other properties that could delay
or preclude their further development or regulatory approval or could have significant negative
consequences on our ability to market and distribute our drug candidates or maintain market
acceptance of such drugs if commercialised.

As with most pharmaceutical products, the use of our drugs could be associated with side effects
or adverse events. Such side effects or other adverse events may be observed at any time, including
in clinical trials or after a product is commercialised. It is not uncommon in the biopharmaceutical
industry for drug candidates which showed promise in early stage testing for treating cancer to have
later been found to cause side effects that prevented further development of the drug candidate or
resulted in significant negative consequences if the drug has already been commercialised. Moreover,
because clinical trials assess a sample of the potential patient population, when such trials are
conducted with a limited number of patients and duration of exposure, rare and severe side effects of
our drug candidates may only be uncovered when a significantly larger number of patients become
exposed to the drug candidate.

As several of our drug candidates are indicated for cancer treatment, they may cause or be
associated with side effects such as fatigue, nausea and low blood cell levels, which are commonplace
among oncology drugs generally, as well as encounter off-toxicity issues. However, a high and
unacceptable severity and prevalence of these or other side effects arising in the course of our drug
candidate clinical trials could result in us, whether voluntarily or at the determination of the NMPA,
FDA, EMA or any other relevant regulator or otherwise, perform additional studies, delay or suspend
clinical trials or cease further development of such drug candidate and withdraw it from any or all
targeted indications.

Even if we are able to proceed with continued development of a drug candidate, we cannot assure
you that we will be able to resolve any product-related adverse effects to the satisfaction of the NMPA,
FDA, EMA or any other relevant regulator in a timely manner or at all. Drug-related side effects could
also affect subject recruitment for clinical trials or the ability of enroled subjects to complete our
current trials, or result in potential liability claims.

Additionally, even if one or more of our products or product candidates receive marketing
approval, and we or others later identify undesirable side effects caused by such products, a number
of potentially significant negative consequences could result, including but not limited to:

° regulatory authorities may withdraw or limit approvals of such products;

° regulatory authorities may require additional warnings, contra-indications or other
restrictions on the labels of such products;

° regulatory authorities may require us to develop risk evaluation and remediation or
mitigation plans, which could include a medication guide outlining the risks of such side
effects for distribution to patients, a communication plan for healthcare providers,
restricted distribution methods, patient registries and/or other elements to assure safe use
and minimise risk;
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° we may be subject to regulatory investigations and government enforcement actions;

° we may decide to remove such drug products from the marketplace;

° we could be sued and held liable for injury caused to individuals exposed to or taking our
drug candidates;

° we may need to recall such products, which could be costly and result in significant
negative publicity; and

° our reputation may suffer.

Furthermore, regulatory agencies may require us to cross-report certain information about
adverse medical events involving our drug candidates to relevant regulators in other jurisdictions
within a specified time frame. If we fail to timely comply with such reporting obligations for any
reason, we could be subject to disciplinary or other actions by such regulators, including criminal
liability, civil penalties, product seizure and/or delays in approval or clearance of future drug
candidates.

Any of the above negative developments could prevent us from achieving or maintaining
regulatory approval or market acceptance of the affected drug candidates, as well as substantially
increase the costs of commercialising our drug candidates even if approved, which in turn could have
a material adverse effect on our business, financial condition and results of operations.

Immuno-oncology therapies including PD-1/PD-L1 antibodies may cause undesirable side effects
which could negatively impact our ability to obtain regulatory approval.

Immuno-oncology therapies stimulate a cancer patient’s own immune system to generate or
augment anti-tumour immune responses in order to kill cancer cells. Immuno-oncology therapies
include checkpoint inhibitors such as PD-1/PD-L1 antibodies, cytokines, adoptive T-cell therapy and
cancer vaccines. Immuno-oncology therapies are increasingly used in cancer treatment and they have
shown superior efficacy and safety compared with chemotherapy with certain cancer populations. For
instance, some clinical studies have shown that more serious adverse events are less likely with PD-1
and PD-L1 therapies than chemotherapy. However, immuno-oncology therapies such as PD-1/PD-L1
antibodies are still considered as emerging and relatively novel therapeutics for cancer diseases. Their
mechanisms of action are yet to be thoroughly understood, and adverse events or side effects have
been observed in clinical studies and reported by medical practitioners in connection with their usage
in cancer patients.

For instance, it has been well-established that the binding of a PD-1 antibody to PD-1, a
membrane protein, blocks the interaction of PD-1 with its cognate ligands, PD-L1 and PD-L2, and
reverses the immunosuppression induced by the interaction of the PD-1 receptor with its two known
ligands (PD-L1 and PD-L2). The blockade of PD-1 action, therefore, reverses immunosuppression,
and can induce autoimmunity as a side effect. Studies in animals with PD-1 genetic knockout have
demonstrated autoimmune phenotypes including myocarditis and a lupus-like syndrome. The human
experience with PD-1 blocking antibodies is extensive and the predominant adverse events are
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autoimmune as well. The recognition and therapy of these canonical adverse events have been well
understood and standardised. In addition, some studies have suggested a connection between
hyperprogressive disease with PD-1 antibodies. However, hyperprogressive disease remains a poorly
defined syndrome that is not specific to PD-1 therapy. The syndrome has been described in
retrospective, non-randomised observational trials. Hyperprogressive disease is a mode of early
failure of PD-1 therapy, targeted therapies or chemotherapy and is assessed by standard clinical

observation.

In the course of developing our PD-1/PD-L1 inhibitors, we aim to minimise or avoid known side
effects often associated with such therapies. However, the results of clinical trials for
immuno-oncology therapies including PD-1/PD-L1 antibodies could reveal a high and unacceptable
severity and prevalence of undesirable side effects. For example, while we have commenced clinical
trials for our HLX04 + HLX10 combination therapy candidate, and have not yet commenced clinical
trials for our HLX07 + HLX10 combination therapy candidates, we anticipate that the adverse side
effects may include autoimmune events associated with PD-1 inhibitors as described in the paragraph
above, as well as side effects associated with the reference drugs for HLX04 and HLXO07, namely
epistaxis, headache, hypertension, rhinitis, proteinuria, taste alteration, dry skin, rectal haemorrhage,
lacrimation disorder, pain and exfoliative dermatitis with respect to bevacizumab, and cutaneous
adverse reactions, headache, diarrhea and infection with respect to cetuximab. Other adverse side
effects may also be observed over the course of conducting clinical trial studies for these combination
therapies. Any such side effects could adversely impact our ability to obtain regulatory approval. For
example, the NMPA, EMA, FDA or other comparable authorities could order us to suspend or
terminate our clinical trial studies or to cease further development of or deny approval of PD-1/PD-L1
candidates. In addition, any drug-related side effects could affect patient recruitment or the ability of
enrolled patients to complete trials or result in potential product liability claims. Any of these
occurrences may have a material adverse effect on our business, financial condition and results of

operations.

We rely on third parties to conduct certain aspects of our clinical trials. If these third parties do
not successfully carry out their contractual duties or meet expected deadlines, we may not be able
to obtain regulatory approval for or commercialise our drug candidates and our business could

be substantially harmed.

As is common practice in our industry, we have engaged and plan to continue to engage
third-party CROs, PIs and hospitals to monitor and manage data for some of our ongoing clinical
programmes. We rely on these parties for execution of our clinical trials in certain respects, and do
not control all aspects of their activities. Outsourcing these functions involves the risk that third
parties may not perform to our standards, may not produce results in a timely manner or may fail to
perform at all. In addition, the use of third-party service providers requires us to disclose our
proprietary information to these parties, which could increase the risk that this information will be

misappropriated.
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The staff of CROs, PIs and hospitals engaged by us are not our employees and we cannot control
whether or not they devote sufficient time, resources and oversight to our ongoing clinical
programmes. Nevertheless, we are responsible for ensuring that each of our studies is conducted in
accordance with the applicable protocol and legal, regulatory and scientific standards, such as GCP,
good laboratory practice (“GLP”) and human and animal testing regulations, each of which may be
applicable and enforced by the NMPA, FDA, EMA and/or other relevant regulatory authorities for
drug candidates in development. Regulatory authorities enforce these requirements through periodic
inspections of trial sponsors, investigators and trial sites, and the fact that we rely on CROs, PIs and
hospitals to conduct our trials does not relieve us of our regulatory responsibilities. If we or any of
our CROs, PIs or hospitals fail to comply with applicable GCP requirements, the clinical data
generated in the clinical trials may be deemed unreliable and the NMPA or comparable foreign
regulatory authorities may require us to perform additional clinical trials before approving our
marketing applications. We cannot assure you that such regulatory authority will determine that any
of our clinical trials comply with all of their requirements, which in turn may require us to repeat such
trials, which would delay the regulatory approval process. If CROs, PIs or hospitals do not
successfully carry out their contractual duties or obligations or meet expected deadlines or if the
quality or accuracy of the clinical data they obtain is compromised due to their failure to adhere to
our clinical protocols, regulatory requirements or for other reasons, our clinical trials may be
extended, delayed or terminated and we may not be able to obtain regulatory approval for or
successfully commercialise our drug candidates. Any of the above could result in a material adverse

effect on our business, financial condition and results of operations.

If we lose our relationships with third party service providers, our drug development could be
delayed.

We rely on third-party service providers such as PIs, hospitals and CROs for some of our
pre-clinical studies and clinical trials related to our drug development efforts. Replacing or
introducing new third-party service providers involves additional cost and requires management’s
time and focus. Third-party service providers have the right to terminate their agreements with us in
the event of a material breach. In addition, some of our third-party service providers have an ability
to terminate their respective agreements with us if it can be reasonably demonstrated that the safety
of the subjects participating in our clinical trials warrants such termination, if we make a general
assignment for the benefit of our creditors or if we are liquidated. Identifying, qualifying and
managing performance of third-party service providers can be difficult, time-consuming and cause
delays in our development programmes. In addition, there is a natural transition period when a new
third-party service provider commences work and the new party may not provide the same type or
level of services as the original provider. If any of our relationships with our third-party service
providers are terminated, we may not be able to enter into arrangements with alternative third party
service providers or to do so on commercially reasonable terms, and we may not be able to meet our

desired clinical development timelines.
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Even after we obtain regulatory approval for the marketing and distribution of our product
candidates, our products will continue to remain subject to regulatory scrutiny, which may result
in significant additional expense, and if we fail to comply with ongoing regulatory requirements
or experience any unanticipated problems with any of our drug candidates, we may be subject
to penalties.

Assuming that our drug candidates receive regulatory approval, they will remain subject to
ongoing regulatory requirements with respect to production, labelling, packaging, storage,
distribution, advertising, promotion, approved uses, sampling, recordkeeping, conduct of
post-marketing studies and submission of safety monitoring, efficacy and other post-market
information, as set forth by the NMPA, FDA, EMA and any other relevant regulatory authorities. Our
manufacturing facilities, as well as the facilities of our distributors, are similarly required to comply
with such regulators, including in respect of ensuring that quality control and assurance and
manufacturing procedures conform to current GMP practice, though we do not intend to obtain good
supply practice (“GSP”) certification. Moreover, any new legislation addressing drug safety issues
could result in increased costs to ensure compliance with ongoing regulatory requirements. Continued
monitoring and compliance obligations may also require us to, from time to time, submit new or
supplemental applications to obtain approval for certain changes to approved drugs or the labelling or
manufacturing process, which may entail conducting post or supplemental clinical trials at our own
cost in order to refresh any regulatory approvals or expand the eligible patient population for our drug
indications. Accordingly, we must continue to spend significant time and resources in various areas
of regulatory compliance and be subject to continual review and inspections to assess such
compliance. We cannot assure you that we will be able to successfully comply with
post-commercialisation drug regulations or that we will be able to do so in a cost-effective manner.
Any failure to do so could have a material adverse effect on our business, financial condition and
results of operations.

If we are unable to obtain NMPA approval for our drug candidates to be eligible as Category 1
biologics candidates, or such designation is revoked, the time and cost we incur to obtain
regulatory approvals may increase.

The NMPA approval regime for drug candidates offers a potentially expedited review and
approval regime in the PRC market for domestically developed drugs registered under the Category
1 designation. The NMPA categorises domestically-manufactured innovative drug applications as
Category 1 when such drug has been shown to have a new and clearly defined structure,
pharmacological property and apparent clinical value and has not yet been marketed anywhere in the
world. Domestically developed and manufactured innovative drugs will be attributed to Category 1 for
their clinical trial applications (“CTA”), IND applications and NDA and, due to the favourable
regulatory regime, may enjoy commercialisation advantages over non-Chinese drug developers
seeking to market their products in the PRC. Our drug candidates which may receive biologics
Category 1 designation include HLX06, HLX07, HLX10, HLX20 and HLX22. However, we cannot
assure you that these existing drug candidates will remain eligible for biologics Category 1
designation or that future drug candidates will be eligible. Moreover, a Category 1 designation does
not ensure that the relevant drug candidate will receive regulatory approval more quickly, or at all.
There is also the possibility that any favourable designations received may later be revoked by the
relevant authorities.

— 52 —



RISK FACTORS

If, however, the NMPA decides to review our drug candidates under the imported drug
registration pathway instead, our drug candidates will be subject to more complex and lengthier
regulatory review, which could strain our resources and delay the expected timetable for
commercialising such drugs. Imported drug registration applications in China may only be submitted
after a drug has obtained an NDA approval and received a certificate of pharmaceutical product
granted by a major foreign drug regulatory authority, such as the FDA or EMA, which we have not

obtained for any of our current drug candidates.

Furthermore, given that the regulatory regime for drug applications in the PRC continues to
evolve, we cannot predict whether the Category 1 designation will continue to be available to our drug
candidates going forward, nor whether it will continue to be, in general, comparatively favourable to
imported drug candidate applications. Any negative developments in these respects could have a
material adverse effect on our business, financial condition and results of operations.

RISKS RELATING TO THE COMMERCIALISATION OF OUR DRUG CANDIDATES

We have only recently begun commercialising our drug product and have just started to generate
revenue from product sales, and we cannot assure you that we will be able to generate substantial
revenue in the future.

We were founded in 2010, and we have just commenced commercial sales of one product, HLXO01
(EEF|JR), in May 2019. As a result, we have only recently started to generate revenue from product
sales. As at the Latest Practicable Date, we had commenced commercial manufacturing of HLXO01
(M) at our Xuhui Facility and had delivered finished HLXO01 (FF|/#) products to our
commercialisation partners for sale. During the Track Record Period, we generated revenue primarily
from licence rights and rendering of services. Our total revenue amounted to RMB33.9 million,
RMB7.4 million and RMBO0.9 million in 2017, 2018 and the three months ended 31 March 2019,
respectively, which was significantly less than the revenue needed to offset our expenses. In 2018,
substantially all of our revenue was attributable to our rendering of services to third parties, and we
did not have any revenue from license fee income as the license fee portion of our HLXO0S5 licensing
arrangements with Shanghai Jingze, from which we had generated licence fee income in previous
periods, had been completed. We may continue to have periods in the future where we generate little
to no revenue from such sources. We will need to successfully bring more products to market and
achieve market acceptance and commercial success with our existing and future products and drug
candidates in order to generate substantial revenue from product sales, which we cannot assure you
that we will be able to do.

In order to commercialise any of our drug candidates, we must first complete all requisite clinical
trials and receive regulatory approval to commence production and sale. However, even after a drug
candidate is eventually made available for sale, it may nonetheless fail to gain market acceptance from
physicians, patients, third-party payors and others in the medical community. For example, several of
our key drug candidates are designed to treat various cancers, including NHL and breast and colorectal

cancer. However, current cancer treatments such as chemotherapy and radiation therapy are well
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established in oncology treatment and literature, and doctors may continue to rely on these treatments
to the exclusion of our drug candidates, or prefer other novel oncology drugs and treatment options
to our drug candidates. Other factors which may affect the degree of market acceptance of our drug
candidates, if approved for commercial sale, include, among others:

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

° physicians, hospitals, cancer treatment centres and patients considering our drug candidates
as a safe and effective treatment;

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

° the prevalence and severity of any side effects;

° product labelling or product insert requirements of the NMPA, FDA, EMA or other relevant
regulatory authorities;

° limitations or warnings contained in the labelling approved by the NMPA, FDA, EMA or
other relevant regulatory authorities;

° the timing of market introduction of our drug candidates as well as competitor drugs;

° the cost of treatment in relation to alternative treatments;

° the amount of upfront costs or training required for physicians to administer our drug
candidates;

° the availability of adequate coverage, reimbursement and pricing by third-party payors and
government authorities;

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

° relative convenience and ease of administration, including as compared to alternative
treatments and competitive therapies; and

° the effectiveness of our sales and marketing efforts.

If our products fail to achieve market acceptance among physicians, patients, hospitals, cancer
treatment centres or others in the medical community, we will not be able to generate significant
revenue, in which case we may not be able to achieve a profit on such products or even be able to
offset our cumulative investment costs in such products. Moreover, even if our products achieve
market acceptance, we may not be able to maintain that market acceptance over time if new products
or technologies are introduced that are more favourably received than our products, are more cost
effective or render our products obsolete. Any of the above negative developments could have a
material adverse effect on our business, financial condition and results of operations.
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The market opportunities for our drug candidates may be smaller than we anticipate, which
could render some drug candidates ultimately unprofitable even if commercialised.

We estimate the incidence and prevalence of target patient populations for particular diseases
based on various third-party sources, such as scientific literature, surveys of clinics, patient
foundations or market research, as well as internally generated analysis, and we use such estimates in
making decisions regarding our drug development strategy, including determining which candidates to
focus our limited resources on in pre-clinical or clinical trials. These estimates may be inaccurate or
based on imprecise data. The total addressable market opportunity will depend on, among other things,
acceptance of the drug by the medical community and patient access, drug pricing and reimbursement.
The number of patients in the addressable markets may turn out to be lower than expected, patients
may not be amenable to treatment with our drugs, or new patients may become increasingly difficult
to identify or access.

Furthermore, new studies may change the estimated incidence or prevalence of these cancers and
auto-immune diseases, and the number of addressable patients for our drug candidates in any case may
turn out to be lower than expected. In such cases, even if we obtain significant market share for our
drug candidates, because the potential target populations are small, we may never achieve profitability
without obtaining regulatory approval for additional indications. Any of the above unfavourable
developments could have a material adverse effect on our business, financial condition and results of
operations.

Insurance coverage and reimbursement may be limited or unavailable in certain market
segments for our drug candidates, which could make it difficult for us to sell our drug candidates
profitably.

Successful sales of our product and drug candidates, if approved, depend on the availability of
adequate coverage and reimbursement from third-party payors. Patients who are provided medical
treatment for their conditions often rely on third-party payors to reimburse all or part of the costs
associated with their treatment. Adequate coverage and reimbursement from government healthcare
programmes and/or private commercial payors are critical to new drug acceptance. Government
authorities and third-party payors, such as private health insurers and health maintenance
organisations, decide which drugs and treatments they will cover and the amount of reimbursement.
They may also request price concessions from the drug developer in exchange for market access and
eligibility for reimbursement. Coverage and reimbursement by a third-party payor may depend upon
a number of factors, including the third-party payor’s determination that use of a drug is:

° a covered benefit under its health plan;
° safe, effective and medically necessary;
° appropriate for the specific patient;

° cost-effective; and

° neither experimental nor investigational.
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The regulations that govern pricing and reimbursement for pharmaceuticals vary widely from
country to country. In China, the Ministry of Human Resources and Social Security of the PRC or
provincial or local human resources and social security authorities, together with other government
authorities, regularly review the inclusion or removal of drugs from the PRC’s National Drug
Catalogue for Basic Medical Insurance, Work-related Injury Insurance and Maternity Insurance, the
NRDL or provincial or local medical insurance catalogues for the National Medical Insurance
Programme, as well as the tier under which a drug will be classified, which together contribute to
determining the amounts reimbursable to programme participants for their purchases of those drugs.
These determinations are made based on a number of factors, including price and efficacy.

In 2017, the Ministry of Human Resources and Social Security of the PRC added 36 drugs to the
NRDL. Another 17 oncology-focused drugs were added to the NRDL in 2018. This reflects an
emphasis by the PRC government on innovative drugs and drugs that treat cancer and other serious
diseases. For instance, most of the biologics products approved in China between 2008 and the first
half of 2016 have been included in the NRDL or its candidate list. Products included in the NRDL are
typically generic and essential drugs. New, innovative drugs like our current bio-innovative drug
candidates have historically been more limited on their inclusion in the NRDL due to their initial
higher price point and the limited affordability of the PRC government’s Basic Medical Insurance.
While the updated NRDL expanded the scope of coverage of innovative drugs, there remains a
significant gap between the latest drugs available for complex indications and what the government’s
Basic Medical Insurance will cover. Aside from HLX01 (ZF|#), we cannot assure you that any of
our future approved drug candidates will be included in the NRDL and the market acceptance and sales
of any of our future approved drug candidates may be materially and adversely affected if they are not
included in the NRDL.

Our drugs may be subject to regulatory price controls or medical insurance reimbursement caps,
which may reduce the commercial availability of our drugs and our profitability.

The regulations that govern regulatory approvals, pricing and reimbursement for new drugs vary
widely from country to country. Some countries require approval of the sale price of a drug before it
can be marketed, and the pricing review period may not begin until after marketing or licensing
approval is granted. In some markets, prescription pharmaceutical pricing remains subject to
continuing governmental control even after initial approval is granted. There may be significant delays
in obtaining reimbursement for approved product drugs, and coverage may be more limited than the
purposes for which the drug is approved by the NMPA, FDA, EMA or other regulatory authorities. As
a result, even if we obtain regulatory approval for a drug candidate in a particular country, we may
still be subject to price regulations that delay our commercial launch of the drug and negatively impact
the revenues we are able to generate from the sale of the drug in that country. Adverse pricing
limitations may hinder our ability to recoup our investment in one or more drug candidates, even if
our drug candidates obtain regulatory approval.

Our ability to generate substantial revenue from our product or successfully commercialise any
drug candidate also will depend in part on the extent to which reimbursement for these drugs and
related treatments will be available from government health administration authorities, private health
insurers and other organisations. Government authorities and third-party payors, such as private health
insurers and health maintenance organisations, decide which medications they will pay for and
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establish reimbursement levels. However, they may attempt to control costs by limiting coverage and
the amount of reimbursement for particular medications, requesting that the drug companies provide
discounts from list prices or challenging them on such prices. We cannot assure you that, aside from
HLXO01 (#F|#), reimbursement will be available for any future drug candidates that we
commercialise and, if available, what the level of reimbursement will be. The availability and extent
of reimbursement may impact the demand for, or the price of, any future drug candidates for which
we obtain regulatory approval. Payment rates may vary according to the use of the drug and the
clinical setting in which it is used. For example, our drugs candidates will need to be administered
under the supervision of a specialist, such as an oncologist, and thus may be more difficult to obtain
full reimbursement for. If reimbursement is not available or is available only to limited levels, we may
not be able to successfully commercialise any future drug candidate that we successfully develop.
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 and expenses invested in such drug, including research, development,

manufacturing, marketing, distribution and sale.

As the PRC is the primary market for HLX01 (Z#|5E) and the future drug candidates that we
expect to commercialise, the laws and regulations of the PRC with respect to insurance reimbursement
caps on pharmaceuticals are particularly important to us. See “Regulatory Overview — Reimbursement
Under the National Medical Insurance Programme”. Such policies may limit the prices that hospitals,
clinics and other medical practitioners can charge for our products, which in turn would limit the
prices that we can charge them and adversely affect our profitability. We will need to monitor the
pricing policies of hospitals and other affected market participants and adjust our own pricing policy
where appropriate in order to balance the competitiveness of our products with our profitability. As
the PRC healthcare system as a whole has undergone continuous reform in recent years in respect of
insurance coverage, access to medical products and services, and the role of the private sector in drug
development, we cannot predict if or when the PRC government will change the retail price ceilings
in the future, if additional pharmaceutical products may become subject to price controls and/or more
stringent insurance reimbursement limits. Any negative developments in respect of the above could

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

We have limited experience in manufacturing our drug candidates on a large commercial scale,

which is a highly exacting and complex process.

In 2016, we completed the construction of our Xuhui Facility with six 2,000L single-use
bioreactors and four 500L single-use bioreactors, which we use to support clinical and commercial
production of our products and drug candidates. We are currently constructing our Songjiang Facility.
However, as we just recently began commercial manufacturing of our first product, HLX01 (75 5),
we have limited experience in large-scale production of our drugs for commercial use. Moreover, the
manufacture of biologics is a highly exacting and complex process, due in part to strict regulatory
requirements. If problems arise in the course of producing a batch of product, that batch may need to
be discarded, which would result in additional expenses and may also lead to product shortages. If
problems are not discovered before the product reaches the market, recall and product liability costs

may also be incurred.
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In the course of production, we may also face various other challenges such as, but not limited

to:

° longer than expected lead up times to commence or ramp up production;

° failure to obtain sufficient work orders to efficiently utilise the full manufacturing capacity
of the facility;

° supply shortages that prevent us from scaling up production;

° excess supplies that may expire and be written off; and

° low success rate of manufacturing products that meet regulatory requirements or our quality
standards.

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

and timely manner.

In addition, the NMPA and other regulatory authorities require that our drug candidates and
products be manufactured according to GMP standards, which we may not be able to achieve or
maintain, in which case such regulators may issue a warning against us, withdraw approvals for drug
candidates previously granted to us, or take other regulatory or legal action, including recall or
seizure, total or partial suspension of production, suspension of ongoing clinical trials, refusal to
approve pending applications or supplemental applications, halting of production and distribution,
refusal to permit the import or export of products or imposing civil and criminal penalties. Such
regulators may also withdraw approvals if unexpected problems occur with our drug candidates,
including adverse events of unanticipated severity or frequency and side effects, which may lead to
revisions to the approved labelling to add additional safety information, imposition of additional

clinical studies to evaluate safety risks and/or other restrictions.

Furthermore, because of the complex nature of our products and drug candidates, we may not be
able to manufacture them at a cost or in quantities or in a timely manner necessary to make
commercially successful products. In addition, as our drug development pipeline increases and
matures, we will have a greater need for clinical study and commercial manufacturing capacity. Any
negative developments in respect of the above could have a material adverse effect on our business,

financial condition and results of operations.
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We have limited direct experience in commercialising our drug candidates. If we are unable to
establish marketing and sales capabilities through entering into agreements with third parties to
market and sell our products and drug candidates or successfully building up our own in-house
sales and marketing team, we may not be able to generate sales revenue through direct sales.

As we have just commenced commercial sales of one product, HLX01 (¥ F]), we do not have
a proven track record of successfully marketing or selling our products. We are initially relying on a
limited number of regional marketing and distribution partners to supply our drugs to specialist
clinics, hospitals, pharmacies and other medical providers. For example, we have entered into an
agreement with Fosun Pharma Industrial Development to commercialise HLX01 (£F]f) in China.
See “Business—OQur Biosimilar Portfolio—HLXO0I (for NHL)” for further details. We cannot assure
you that we will be able to maintain good relationships with such partners. Adverse developments in

such partnerships include, but are not limited to, the following:
° our partners may underperform or fail in their obligations to market and sell our products;
° our partners may fail to pay us for successful sales on a timely basis;

° our partners may choose to distribute competing products, whether or not in violation of

any exclusivity arrangements;

° our partners may negotiate lower pricing or less favourable payment terms;

° we may not be able to renew partnerships or terms on a commercially favourable basis or
at all;

° we may not be able to replace an underperforming partner easily or at all;

° some of the more capable partners may not work with us due to exclusivity arrangements

with other companies;

° some partners may lose their capabilities in certain geographic regions, which could reduce

the scope of our marketing and distribution network;

° distributors may purchase our products based on their own estimates and forecasts, which
we cannot control and may have limited visibility on, and may materially reduce their

orders without any notice to us; and

° we have limited ability to manage the activities of our partners, and our reputation, sales
and business prospects may be adversely affected by actions taken by them, whether in

violation of our contracts with them or otherwise.
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We also intend to expand our in-house marketing and sales force, which will require significant
capital expenditure, training resources, management oversight and time commitments. We will have
to compete with other companies in the biologics and pharmaceutical industry generally to recruit,
hire, train and retain talented marketing and sales personnel, which we may not be able to achieve or
maintain, particularly given that many players in such industry have substantially greater resources
and brand recognition than us. As we grow our operations, we also intend to market and sell our
products globally. However, given our limited sales and marketing experience, as we have
commercially launched only one product to date, as well as the considerable resources needed to
establish an international sales network, our plan to expand our global presence may not be
successful.As a result, whether we decide to commercialise and sell our products and drug candidates
ourselves or rely on third parties, we cannot assure you that we will be able to do so successfully, and
any failure in these respects could have a material adverse effect on our business, financial condition
and results of operations.

RISKS RELATING TO INTELLECTUAL PROPERTY

We are developing a number of biosimilar product candidates and may be subject to intellectual
property infringement or misappropriation claims or other legal challenges, which could cause
us to incur significant expenses, pay substantial damages and delay or prevent us from selling our
biosimilar products.

Our success depends, in part, upon our intellectual property, drug candidates and operations not
infringing, misappropriating or violating intellectual property rights owned by others and being able
to resolve claims of intellectual property infringement and/or misappropriation expeditiously without
major financial expenditures or adverse consequences. Many pharmaceutical companies, including the
ones that developed the reference drugs for which we are developing biosimilars, have developed
worldwide patent portfolios of varying sizes and breadth. Many patents may cover a marketed product,
including but not limited to the composition of the product, methods of use, formulations, cell line
constructions, vectors, growth media, production processes and purification processes. Not all such
patents have expired globally, including potentially in the jurisdictions where we are developing and
intend to commercialise our biosimilar drug candidates. Third parties may submit applications for
patent term extensions in jurisdictions where extensions are available seeking to extend certain patent
protection which, if approved, may interfere with or delay the launch of one or more of our biosimilar
products. As the pharmaceutical biologics industry expands and more patents are issued, and as we
expand our biosimilar candidates portfolio accordingly, we may be exposed to greater risk of claims
of infringement of patent rights. Given the nature of the biologics industry, we may, in the ordinary
course of business, be subject to intellectual property infringement or misappropriation claims in
various jurisdictions where we operate and where our biosimilar products are ultimately sold. Patent
and trademark infringement, trade secret misappropriation and other intellectual property claims and
proceedings brought against us, whether successful or not, can be complex and time-consuming and
could result in substantial costs, negative publicity and harm to our reputation and market position.
Such claims and proceedings can also distract and divert our management and key personnel from
other tasks important to the success of our business. Moreover, the legal threshold for initiating such
claims and proceedings is low, so that even claims with a low probability of success could be initiated
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and require significant resources and attention to defend. We could also be subject to intellectual
property claims related to alleged infringements by our third party partners, such as suppliers.
Intellectual property litigation or disputes could force us to do one or more of the following:

° cease developing, manufacturing or selling products that incorporate the challenged

intellectual property;

° cease the use and registration of certain names, domain names, brands or trademarks in
connection with some or all of our products and business activities in some or all

jurisdictions throughout the world;

° obtain and pay for licences from the holder of the infringed intellectual property right,

which licences may not be available on reasonable terms, or at all;

° redesign or reengineer products;
° change our business processes; and
° pay substantial damages, court costs and attorneys’ fees, including potentially increased

damages for any infringement or violation found to be willful.

Any intellectual property-related disputes or litigation, regardless of outcome or merit, could
result in substantial costs and expenses, adverse publicity or diversion of management resources, any
of which could have a material adverse effect on our business, financial condition and results of

operations.

A portion of our intellectual property portfolio currently comprises pending patent applications
that have not yet been issued as granted patents, and if our pending patent applications fail to
receive approval, our business will be adversely affected. If we are unable to obtain, maintain
and adequately protect our intellectual property rights, our business could suffer.

Our business relies on, and will continue to rely on, various intellectual property rights arising
throughout the world, including patents, trademarks, trade secrets, copyright and designs to protect
our product and research findings, brand name, reputation, product appearance and technology. We
have sought to protect our proprietary position by filing patent applications in the United States, China
Mainland, Taiwan and other jurisdictions related to novel technologies and drug candidates that we
consider are important to our business. However, the patent and other intellectual property position
of biotechnology and pharmaceutical companies is generally highly uncertain, involves complex legal
and factual considerations, and is subject to frequent litigation. Publications of discoveries in the
scientific literature often lag behind the actual discoveries, and patent applications are typically not
published until at least several months after filing, or in some cases not at all. Industry players cannot
be certain that they were the first to make the inventions claimed in their patents or pending patent

applications, or that they were the first to file for patent protection of such inventions. As a result, the
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issuance, scope, validity, enforceability and commercial value of any intellectual property rights is
highly uncertain. Moreover, changes in either the patent laws or interpretation of the patent laws in
various countries where our applications or patents are filed may diminish the value of our patents or

narrow the scope of our patent protection.

Effective intellectual property protection is expensive to develop and maintain, and the costs of
defending and maintaining our rights may also be significant. To the extent that we become involved
in patent disputes, any adverse determination against us could reduce the scope of, or invalidate, our
patent rights, allow third parties to commercialise our technology or drug candidates and compete
directly with us, or result in our inability to manufacture or commercialise drug candidates without
infringing third-party patent rights. As we intend to sell our successfully commercialised drugs in
various jurisdictions including Greater China, Europe, Southeast Asia and elsewhere, we are
dependent on the laws of a wide range of jurisdictions to protect, maintain and enforce our intellectual
property rights throughout the world. We have not yet sought intellectual property protection in all
jurisdictions where we ultimately intend to sell our products, and as a result of commercial pressures
or otherwise, we may significantly expand our business into such jurisdictions without the benefit of
clear, enforceable intellectual property protections. The laws of these jurisdictions may also be
insufficient to protect our intellectual property rights to the same extent or in the same manner as the
laws of the jurisdictions in which we currently have sought intellectual property protections or of the

jurisdictions where investors may be located.

Many companies have encountered significant problems in protecting, obtaining and defending
intellectual property rights in certain jurisdictions. In particular, the legal systems of certain
developing countries do not favour or consistently enforce patents, trade secrets, trademarks and other
forms of intellectual property protection, which could make it difficult and time-consuming to stop the
infringement, misappropriation or other violation of our intellectual property rights. Competitors may
be able to use our proprietary technology and other intellectual property rights in jurisdictions where
intellectual property protection may not be prioritised by the relevant legal systems. Furthermore, we
cannot assure you as to the degree and scope of protection which our existing or future patents may

afford us over our drug candidate portfolio. Likewise, we cannot assure you that:

° any of our current or future patent applications will result in issued patents;
° competitors will not develop similar or superior products outside the protection of our
patents;

° competitors will not infringe on our patents;

° we will have adequate resources to enforce our patents; or

° we will obtain sufficient remedies in the case of infringement, misappropriation, or other

violations of our patents.
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We cannot assure you that we, or our partners from whom we license-in drug candidates, will be
able to file, prosecute, transfer and maintain all necessary or desirable intellectual property
applications at a reasonable cost or in a timely manner, or that we will always be able to identify
patentable aspects of our research and development output before it is too late to obtain patent
protection. If we are unable to obtain and maintain patent and other intellectual property protection
for our products, drug candidates and other technologies, our competitors could develop and
commercialise technology and drugs similar or identical to ours, and our ability to successfully
commercialise our technology and drugs may be adversely affected, which in turn could have a
material adverse effect on our business, financial condition and results of operations.

We depend on patents, trademarks, trade secrets and other forms of intellectual property
protections, but these protections may not be adequate.

We rely on a combination of patent, trademark, trade secret and other intellectual property laws
in China Mainland, Taiwan, the United States and elsewhere to protect our intellectual property.
However, these protections may not prove meaningful against competitive offerings or otherwise be
commercially valuable. For example, even if we do obtain issued patents that purport to provide
adequate protection for our products, the issuance of a patent is not conclusive as to its ownership,
scope, validity or enforceability and, as such, our patents may be challenged in courts and patent
offices throughout the world. We may not be successful in bringing or defending such patent
infringement challenges. Such challenges may result in our patents being narrowed in scope,
invalidated or held unenforceable, in whole or in part, which could limit our ability to stop others from
using or commercialising similar or identical technology and drug candidates, or limit the duration for
the patent protection of our technology and drug candidate. As a result of actual or threatened patent
infringement claims, we could also be prevented from entering into licences on commercially
acceptable terms or at all. In addition to infringement claims against us, we may become a party to
other patent litigation and other proceedings, including interference, inter partes review, derivation or
post-grant proceedings regarding intellectual property rights with respect to our current or future
products. An adverse determination in any such proceeding could reduce the scope of, or invalidate,
our patent rights. This could have a material adverse effect on our business, financial condition and
results of operations. Moreover, successful patents may not issue in a form that will provide us with
any meaningful protection against competitors who may be able to circumvent our patents by
developing similar or alternative technologies or drug candidates in a non-infringing manner. Given
the amount of time required for the development, testing and regulatory review of new drug
candidates, patents protecting such candidates might expire before or shortly after such candidates are
commercialised. As a result, our patent portfolio may not provide us with sufficient rights to exclude
others from commercialising drug candidates similar or identical to ours.

In addition, we cannot assure you that we will be successful in obtaining additional intellectual
property or enforcing our intellectual property rights against unauthorised users. We also rely on
unregistered proprietary rights, including know-how and trade secrets related to development,
manufacturing and distribution of biosimilars. Confidentiality agreements entered into between us and
our employees and other third parties prohibiting them from disclosing proprietary information or
technology may not provide meaningful protection for us, and may not effectively prevent leakage or
unauthorised disclosure of trade secrets and other proprietary information. In addition, intellectual
property enforcement may be unavailable in some countries. Furthermore, third parties who are not
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party to our confidentiality agreements may obtain access to our trade secrets or know-how, and others
may independently develop similar or equivalent trade secrets or know-how. The disclosure or use of
our intellectual properties or technologies by others, including our competitors, could reduce or
eliminate any competitive advantage we have developed, cause us to lose sales opportunities or
otherwise harm our competitive position, which could have a material adverse effect on our business,

financial condition and results of operations.

RISKS RELATING TO THE DEVELOPMENT, APPROVAL AND COMMERCIALISATION OF
BIOSIMILARS

In addition to the above risk factors which are applicable to us as a drug developer which has
just commenced commercial sales of one product, the following risk factors are specifically applicable

to our development of biosimilars.

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

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, 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. HLXO01 (| 5g) is the first product to receive approval in China under
the Biosimilar Guidelines. In addition, various uncertainties surrounding the application and
interpretation of the Biosimilars Guidelines could adversely affect the regulatory approval of our
existing biosimilar drug candidates, including all of our Core Products, as well as certain other
products in our pipeline and any 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
authorisation, such as interchangeability with reference products, naming rules and
labelling requirements for biosimilars;

° 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 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
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° 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, aside from HLX01 (J&F|E), 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.

Certain of our biosimilar Core Products are not as advanced in development as the equivalent
biosimilar candidates being developed by our competitors, which may result in our competitors
capturing significant first-entrant advantages with respect to their products.

We are developing HLX03 as a Humira biosimilar and HLX04 as an Avastin biosimilar. As at the
Latest Practicable Date, HLX04 was undergoing Phase 3 clinical trials, but one competitor had filed
an NDA with the NMPA prior to us for its recombinant humanised anti-HER2 monoclonal antibody
candidate and one had filed an NDA with the NMPA for its Avastin biosimilar candidate. With respect
to HLX03, which has completed Phase 3 clinical trials and for which our NDA was accepted by the
NMPA in January 2019, three competitors had filed NDAs with the NMPA for their Humira biosimilar
candidates prior to us and may obtain approval before us. See “Industry Overview—Competitive
Landscape” for further details. It is likely that these competitor candidates will ultimately be approved
and commercialised before our candidates, which may enable them to capture significant first-entrant
advantages in establishing market presence and brand awareness. This in turn could place our HLXO03
and HLXO04 at a major commercial disadvantage at the time of launch, from which we may not be able
to recover. In particular, under the Prescription Management Regulation ({J& 5% ###%)), PRC
hospitals may not procure more than two drugs of the same generic name, which in practice means that
for each generic drug, a hospital will only procure the original drug and one biosimilar. Unlike new
or innovative drugs, biosimilar candidates are approved based on their bioequivalence to the reference
drugs, and as such, biosimilars to the same reference drug as developed by different companies are
generally not expected to have meaningful differences in efficacy or safety compared to each other.
Consequently, we do not expect to be able to compete and gain market shares from the first-entrant
products on those bases. We may instead seek to compete on pricing or product quality and reliability
(perceived or otherwise), which we may not be able to do successfully. As a result, even assuming that
we are able to obtain regulatory approvals for HLX03, HLX04 or any other biosimilar candidate that
we may develop in the future, we cannot assure you that they will be able to achieve commercial
success, whether due to established first-entrants or otherwise. This in turn could have a material

adverse effect on our business, financial condition and results of operations.
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RISKS RELATING TO OUR OPERATIONS

We operate in a competitive industry and may fail to compete effectively.

The biologics market, including the mAb subsegment of the biologics market to which many of
our drug candidates belong, is highly competitive, characterised by extensive research and
development, technological change, frequent modifications and enhancements, innovations, new
applications, evolving industry standards and changes in consumer behaviour and preferences. We
expect this high level of competition to increase over time as our industry continues to develop. Our
ability to remain competitive depends in large part upon our ability to innovate, develop and market

new products and technologies that meet the needs of treatment providers in a timely manner.

We face competition across several bases, including, but not limited to, treatment indication,
drug novelty, drug quality and reputation, prevalence of adverse side effects, breadth of our drug
portfolio, manufacturing and distribution capacity, ability to protect intellectual property or other
confidential information, research and development pipeline, drug price, coverage and depth of
customer and supplier relationships. We compete against both domestic and international companies
in the biologics space. See “Industry Overview—Competitive Landscape” for further details on
competition faced by our Core Products. As we continue to invest in discovering and developing a
broader and more complex portfolio, we may face competition in new therapeutic areas, and
competitors in that space may be significantly further along in the development of such therapeutics.
Moreover, we expect increased competition as additional companies enter our market and as more
advanced technologies become available. Some of our competitors may have greater financial,
research and other resources, greater pricing flexibility, more extensive technical capabilities, greater
sales and marketing efforts, longer track record of successfully commercialising new drugs and greater
name recognition. These may include foreign competitors whose products have already received
approval overseas and are seeking to obtain approval in the PRC. Such competitors may be able to
leverage existing approvals to obtain PRC approval more quickly than domestic developers, and may
also be able to leverage international brand recognition to capture market share. Furthermore, our
competitors may improve the quality of their products, introduce new products at lower cost and with
improved efficacy or safety characteristics, or adapt more quickly to new or emerging technologies
and changes in demand and requirements. If we are unable to timely and regularly introduce new drugs
and enhancements on an ongoing basis, our drugs, even if successfully commercialised, may become

obsolete over time and lose market share.

If we do not successfully introduce new competitive drugs in a timely manner, or if our
competitors develop products with the same indication as ours before we are able to do so, or if prices
of reference drugs to which our biosimilar drug candidates relate decrease, we could face significant
pricing pressure on our drugs or find it commercially unfeasible to even bring such drugs to market,
which in turn would result in us being unable to generate our target profits for such drugs, if at all,
and render us unable to recover our investment. Biologics companies may be able to secure a
first-entrant advantage in the market. Immediately following commercial launch, first-entrants can

also obtain post-marketing clinical data from end-customers before competitors that can help confirm
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the biosimilar product’s benefits, effectiveness and safety, which further elevates the barrier of entry
for second-movers. As a result of such first-entrant advantages, if other biosimilars of such products
are approved and successfully commercialised before our product candidates of the same originator

products, we may not be able to achieve significant market share for these products.

We cannot assure you that we will be able to compete effectively with existing competitors or
maintain our competitive position over time. Any of the above developments could have a material

adverse effect on our business, results of operations, financial condition and prospects.

Failure to retain the services of our senior management and key scientific personnel could
severely disrupt our business and growth.

Our success significantly depends upon the continued service of our senior management and key
scientific personnel. If we lose any of our senior management and key scientific personnel, including
Dr. LIU and Dr. JIANG, we may not be able to identify, hire and train suitable qualified replacements
and may incur additional expenses and time to recruit and train new personnel, which could severely
disrupt our business and growth. In addition, although each member of our senior management and key
scientific personnel has signed a non-compete agreement with us, we may not always be able to
successfully enforce these provisions should any of them leave us. Any of the above developments

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

We invest substantial resources in research and development in order to develop, enhance or
adapt to new technologies and methodologies, which we may not be able to do successfully.

The global biologics market is constantly evolving, and we must keep pace with new
technologies and methodologies to maintain our competitive position. In 2017, 2018 and the three
months ended 31 March 2019, our R&D expenses amounted to RMB257.1 million, RMB365.4 million
and RMB100.1 million, respectively, and our overall R&D expenditure (representing both capitalised
and expensed R&D costs and expenses) amounted to RMB637.1 million, RMB972.5 million and
RMB225.4 million, respectively. We must continue to invest significant amounts of human and capital
resources to develop or acquire technologies that will allow us to enhance the scope and quality of our
services. We intend to continue to enhance our technical capabilities in drug discovery, development,
and manufacturing, which are capital and time intensive. We cannot assure you that we will be able
to develop, enhance or adapt to new technologies and methodologies, successfully identify new
technological opportunities, develop and bring new or enhanced products to market, obtain sufficient
or any patent or other intellectual property protection for such new or enhanced products or obtain the
necessary regulatory approvals in a timely and cost-effective manner, or, if such products are
introduced, that those products will achieve market acceptance. Any failure to do so may render our
technologies obsolete, which could significantly reduce demand for our services and harm our

business and prospects.
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If an improved version of an originator product is developed by the originator company or if the
market acceptance for the treatment regimen involving the originator product significantly

declines, sales or potential sales of our biosimilar products may suffer.

Originator companies may develop improved versions of an originator product as part of a life
cycle extension strategy and may obtain regulatory approval of the improved version under a new or
supplemental application filed with the applicable regulatory authority. Should the originator company
succeed in obtaining an approval of an improved biological product, it may capture a significant share
of the originator product market in the applicable jurisdiction and thereby significantly reduce the

market for our potential biosimilar drugs and drug candidates.

Moreover, originator products face competition as technological advances are made, or as new
products are introduced, that may offer patients a more convenient form of administration or increased
efficacy. As new products are approved that compete with the originator products, sales of the
originator products and in turn, our biosimilars to such originators, may be significantly and adversely
impacted. Any of the above developments could have a material adverse effect on our business,

financial condition and results of operations.

Our success depends on our ability to attract, train, motivate and retain highly skilled scientists
and other technical personnel.

Our success depends on our team of scientists and other technical personnel and their ability to
keep pace with cutting-edge technologies and developments in biologics. In particular, scientists with
education, training and experience at renowned research universities and pharmaceutical or
biotechnology companies are in particularly high demand both in China and globally. As a result, such
scientists are well-sought after by our competitors and we may face challenges in attracting and
retaining skilled scientists and other technical personnel. We compete vigorously with pharmaceutical
and biotechnology companies, other biologics outsourcing services providers and research and not be
able to hire and retain enough skilled and experienced scientists or other technical personnel at the
current level of wages. To compete effectively, we may need to offer higher compensation and other
benefits, which could materially and adversely affect our financial condition and results of operations.
In addition, we may not be successful in training our professionals to keep pace with changes in
customer needs and technological and regulatory standards. Any inability to attract, motivate, train or
retain qualified scientists or other technical personnel may have a material adverse effect on our

business, financial condition and results of operations.

Our current manufacturing facility and our Songjiang Facility are located in Shanghai, which
expose us to geographic concentration risk.

We currently have one manufacturing facility located in Shanghai, the Xuhui Facility, which we
rely on for all of our product manufacturing needs. As a result, we are exposed to a risk of supply
disruption if production at the Xuhui Facility is interrupted. In addition, substantially all of our

inventory of drug substance and drug products are stored in the same area, and our Songjiang Facility,
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which is currently under construction, is also located in the same municipality. As a result,
contaminations, power failures, the breakdown or substandard performance of equipment, the
destruction of equipment and other property due to natural disasters (including but not limited to
flooding, typhoons, earthquakes and mudslides), acts of terror or other third party interference (in
each case, whether affecting our facility directly or the Shanghai geographical area generally) could
severely impact our ability to maintain quality inventories or receive adequate and timely supplies.
Moreover, while our Xuhui Facility and Songjiang Facility are not within the vicinity of any other
facilities handling dangerous goods and chemicals, we utilise various hazardous chemicals in the
ordinary course of our R&D, quality control testing and workspace maintenance activities at our
Xuhui Facility. While we generally maintain only small amounts of these hazardous chemicals, we
cannot assure you that we will be able to, at all times, prevent dangerous incidents such as fires or
explosions. If there is such an unexpected interruption in the supply of our products or damage to our
inventory or facilities, we may be unable to manufacture sufficient products and satisfy customer
orders on a timely basis, if at all. As a result, we could suffer loss of market share which may not be
recaptured and incur other penalties, and our reputation could be harmed, which could materially and
adversely affect our business, financial condition and results of operations.

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

With the commercialisation of HLX01 (¥#F|5g), and in anticipation of commercialisation of
more drug candidates, we aim to significantly expand our manufacturing capacity, mainly through
completing the construction of our Songjiang Facility, which is currently under construction.
However, the success of these plans, particularly the timetable and progress of the construction, are
subject to significant uncertainty. In particular, such plans are capital intensive and require significant
upfront investment. Since we intend to finance the construction of the Songjiang Facility through
various channels, including with debt financing and expected cash flows from commercial sales of
products which we have just commenced or have yet to commence, we cannot assure you that we will
be able to timely obtain such financing, if at all.

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

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

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

° difficulty finding sufficient numbers of trained and qualified staff.
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The success of our business expansion also depends on our ability to advance drug candidates
through the development, regulatory approval and commercialisation stages. Any delay, suspension or
termination in such respects would harm our ability to generate satisfactory returns on our investment
in manufacturing expansion, if at all, which in turn could have a material adverse effect on our

business, financial condition and results of operations.

We may not be able to effectively manage our anticipated growth or execute our growth

strategies.

Our growth strategies include, among other things, developing and expanding our drug candidate
pipeline expanding our drug manufacturing capacity, and commercialising our products across various
jurisdictions. Pursuing such 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 biologics 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, increased marketing and customer support activities, effective quality control, and
management of our suppliers to leverage our purchasing power. Any failure to execute our growth
strategies or realise our anticipated growth could adversely affect our business, financial condition
and results of operations.

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

The quality of our products depends significantly on the effectiveness of our quality control and
quality assurance, which in turn depends on factors such as the production processes used in our
manufacturing facilities, the quality and reliability of equipment used, the quality of our staff and
related training programmes and our ability to ensure that our employees adhere to our quality control
and quality assurance protocol. See “Business — Quality Assurance and Quality Control”. However,
we cannot assure you that our quality control and quality assurance procedures will be effective in
consistently preventing and resolving deviations from our quality standards. Any significant failure or
deterioration of our quality control and quality assurance protocol could render our products
unsuitable for use, jeopardise any GMP certifications we may have and/or harm our market reputation
and relationship with business partners. Any such developments may have a material adverse effect

on our business, financial condition and results of operations.

Any failure to comply with existing regulations and industry standards or any adverse actions by
the drug approval authorities against us could negatively impact us.

In many jurisdictions where we intend to commercialise our products, 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 and manufacture such drug. For

example, we may need to obtain clearance from the NMPA, FDA, EMA or other relevant regulatory
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authorities in the event that pre-clinical studies are filed as part of an IND application to seek
authorisation to begin clinical trials, or clinical trials are filed as part of a NDA, biologic licence
application or other filing to seek marketing approval. These regulatory authorities may conduct
scheduled or unscheduled periodic inspections of our facilities to monitor our regulatory compliance.
We cannot assure you that we will be able to pass all inspections and obtain or maintain all necessary
clearance in relation to biologics discovery, development and manufacturing from the regulatory

authorities.

In addition, the biologics industry in China as well as other jurisdictions we intend to expand into
in the future are highly regulated and constantly evolving, with laws, regulations and policies that are
subject to change. If we fail to comply or keep abreast with laws and regulations, industry standards
and policies, we could be subject to fines or other punitive actions against us. In addition, our ongoing
biologics development projects could be terminated and any data we submitted to regulatory
authorities could be disqualified, each of which could have a material adverse impact on our
reputation, business, financial condition and 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 and divert our management’s

attention from the operation of our business.

Our failure to obtain or renew certain approvals, licences, permits and certificates required for
our business may materially and adversely affect us.

We are required to obtain and maintain various approvals, licences, permits and certificates from
relevant authorities to operate our business. Any failure to obtain any approvals, licences, permits and
certificates necessary for our operations may result in enforcement actions thereunder, including the
relevant regulatory authorities ordering us to cease operations, implement potentially costly corrective

measures or any other action which could materially disrupt our business operations.

In addition, some of these approvals, permits, licences and certificates are subject to periodic
renewal and/or reassessment by the relevant authorities, and the standards of such renewal and/or
reassessment may change from time to time. We cannot assure you that we will be able to successfully
procure such renewals and/or reassessment when due, and any failure to do so could severely disrupt

our business.

Furthermore, if the interpretation or implementation of existing laws and regulations changes or
new regulations come into effect requiring us to obtain any additional approvals, permits, licences or
certificates that were previously not required to operate our existing businesses, we cannot assure you
that we will successfully obtain them, which in turn could restrict our scope of permitted business

activities and constrain our drug development and revenue generation capability.

Any of the above developments could have a material adverse effect on our business, financial

condition and results of operations.
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We depend on a stable and adequate supply of quality materials, including reagents and
consumables and R&D and manufacturing equipment, from our suppliers, and price increases or
interruptions of such supply could have an adverse impact on our business.

Our business operations require a substantial amount of raw materials, such as reagents, culture
media and other materials needed for research and development purposes. In 2017, 2018 and the three
months ended 31 March 2019, the reagents and consumables component of our total R&D expenditure
amounted to RMB66.9 million, RMB93.2 million and RMB17.1 million, respectively. We also utilise
advanced technologies in our R&D and manufacturing processes and rely on well-known suppliers in
the pharmaceutical industry for our procurement needs. In the event of significant price increases for
such materials, we cannot assure you that we will be able to raise the prices of our products and
services sufficiently to cover the increased costs. As a result, any significant price increase for our

needed materials may have an adverse effect on our profitability.

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

We are exposed to product liability and other liability risks.

Given the nature of our business in developing biologics to treat complex diseases, we are
exposed to inherent risks of being subject to product liability claims alleging that our drugs, whether
used in clinical trials or commercially, have resulted in or could result in an unsafe condition or injury
to patients. We may also be exposed to other liability lawsuits, such as other tort or regulatory claims.
Such lawsuits could be costly to defend and could result in significant damages in excess of any
applicable insurance caps, reduced sales, significant liabilities and diversion of management’s time,
attention and resources. Even claims without merit could subject us to adverse publicity, harm our
reputation among customers and require us to incur significant legal fees to defend. Consequently,
product liability claims and lawsuits, regardless of their ultimate outcome, could have a material

adverse effect on our business, financial condition and results of operations.
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We have limited insurance coverage, and any claims beyond our insurance coverage may result

in us incurring substantial costs and a diversion of resources.

We maintain insurance coverage which we believe to be in line with the industry norm in the
jurisdictions where we operate, such as property and business interruption insurance, insurance for
death or work-related injury and product liability insurance relating to the use of our biologics.
However, our insurance coverage may be insufficient to cover any such claims relating to the above
or such claims may be excluded from insurance coverage, which in turn may result in us incurring
substantial costs and a diversion of resources, and the occurrence of such incidents may lead to an

increase in our insurance premiums.

We are subject to environmental protection, health and safety laws and regulations, and may be
exposed to potential costs for compliance and liabilities, including consequences of accidental
contamination, biological hazards or personal injuries.

Our business operations are subject to national and local laws and regulations pertaining to
environmental protection and health and safety, including but not limited to the treatment and
discharge of pollutants into the environment and the use of toxic and hazardous chemicals in our
biologics discovery, development and manufacturing process. Due to the nature of biologics
development and manufacturing activities, we cannot fully eliminate the risk of accidental
contamination or exposure to biological hazards in the course of our operations. In the event of any
such accidents, we could be held liable for damages, clean-up costs, and administrative actions against
us, in addition to suffering potentially significant disruptions to our manufacturing capability (see “—
Our current manufacturing facility and our Songjiang Facility are located in Shanghai, which expose
us to geographic concentration risk” for further details). In addition, both our existing and planned
manufacturing facilities can only begin operation after the relevant administrative authorities in
charge of environmental protection and health and safety have examined and approved such facilities.
In 2017, 2018 and the three months ended 31 March 2019, our total cost of compliance with
environmental and workplace health and safety laws and regulations was approximately RMBO0.9

million, RMB1.1 million and RMBO0.1 million, respectively.

As the requirements imposed by such laws and regulations may change and more stringent laws
or regulations may be adopted, we may have difficulties complying with, or accurately predicting the
potentially substantial cost of complying with, these laws and regulations, which may subject us to
rectification orders, substantial fines, monetary damages and suspension or cessation of research
activities and other business operations. If such authorities implement regulations which restrict or
prohibit the use of single-use bioreactors or other disposable production supplies, we may have to
revert to more traditional production methods, which may be more costly and less efficient. Any of
the above negative developments could have a material and adverse impact on our business, financial

condition and results of operations and prospects.
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Our reputation is key to our business success. Negative news or publicity about us, any of our
Controlling Shareholders or any member of them, Directors or our management may adversely
affect our reputation, business and growth prospects.

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

We may be involved in litigation, legal disputes, claims or administrative proceedings which
could be costly and time-consuming to resolve.

We may become subject, from time to time, to legal proceedings and claims that arise in the
ordinary course of business or pursuant to governmental or regulatory enforcement activity. Any
litigation or proceeding to which we become a party might result in substantial costs and divert
management’s attention and resources. For example, we have been subject to several labour disputes
initiated by former employees of the Company, which were resolved or settled as at the Latest
Practicable Date. While the amounts involved in the labour disputes were immaterial, there is no
assurance that similar labour disputes may not arise in the future. Furthermore, any litigation, 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 changes in 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, provide sufficient payments to
financially cover all of the costs to resolve such claims or continue to be available on terms acceptable
to us.

Failure to comply with anti-corruption laws could subject us to investigations, sanctions or fines,
which may harm our reputation and materially and adversely affect us.

We have adopted policies and procedures designed to ensure that we and our researchers,
marketing and sales personnel and other staff comply with anti-bribery and anti-corruption laws in the
course of sales and marketing, drug research and development. See “Business—Internal Controls and
Risk Management”. However, the healthcare sector in China generally poses elevated risks of
violations of anti-bribery and anti-corruption laws, particularly in the context of improper payments
to facilitate improved outcomes in research studies or drug supply negotiations, as well as securing
sales opportunities at hospitals and other medical institutions. The PRC government has implemented
various anti-bribery and anti-corruption regulations to address and mitigate such practices, including
requiring market participants to adopt internal controls and risk management measures addressing
bribery and corruption risks and undergo periodic inspections from relevant regulatory authorities as
to their anti-bribery and corruption status. We cannot assure you that our researchers, marketing and
sales personnel and other staff, as well as third parties that we collaborate with, such as CROs, PIs,
hospitals and medical professionals, will fully comply with anti-bribery and anti-corruption
regulations at all times, or that we or they will be able to detect and identify all instances of improper
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practices in respect of our clinical trials and other parts of our business. In the event of any bribery
or corruption incidents involving our employees or parties otherwise associated with us, we may be
subject to investigations, sanctions or fines, and our reputation could be significantly harmed by any
negative publicity stemming from such incidents, which may materially and adversely affect our

business, financial condition, results of operations and prospects.

If our products and supplies are not stored and shipped properly, the products and supplies could
be damaged, which could negatively affect us.

Our biologics and related supplies may become unuseable or unsafe for use when exposed to
unfavourable environmental conditions or when stored or shipped improperly. If we or any applicable
third party fails to provide and maintain proper storage and shipping for our research and development
supplies and ingredients, our products or drug candidates, such products could become unsuited for
further use and require replacement orders, which could be costly and delay our operating activities
and in turn, have a material adverse effect on our business, financial condition and results of

operations.

We could be exposed to risks related to our management of the medical data of subjects enroled

in our clinical trials.

Our clinical trials routinely collect and maintain medical data treatment records and other
personal details of enroled subjects. Laws and regulations of the various jurisdictions in which we
conduct our clinical trials generally require clinical trial sponsors and operators and their personnel
to protect the privacy of their enroled subjects and prohibit unauthorised disclosure of personal
information. Such institutions and personnel will be liable for damage caused by divulging the
subjects’ private or medical records without consent. We have taken measures to maintain the
confidentiality of the medical records and personal data of subjects enroled in our clinical trials,
including encrypting such information in our information technology system so that it cannot be
viewed without proper authorisation, and setting internal rules requiring our employees to maintain
the confidentiality of our subjects’ medical records. However, these measures may not be always
effective. For example, our information technology systems could be breached through hacking
activities, and personal information could be leaked due to theft or misuse of personal information
arising from misconduct or negligence. In addition, our clinical trials frequently also involve
professionals from third party institutions working on-site with our staff and enroled subjects. We
cannot ensure that such persons will always comply with our data privacy measures. Furthermore, any
change in such laws and regulations could affect our ability to use medical data and subject us to
liability for the use of such data for previously permitted purposes. Any failure to protect the
confidentiality of subjects’ medical records and personal data, or any restriction on or liability as a
result of, our use of medical data, could have a material adverse effect on our business, financial

condition and results of operations.
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We depend on information technology and other infrastructure that are exposed to certain risks,

including cyber security risks.

We rely on a variety of information technology and automated operating systems to manage or
support our operations, including protecting our intellectual property. The proper functioning of these
systems is critical to the efficient operation and management of our business. In addition, these
systems may require modifications or upgrades as a result of technological changes or growth in our
business. These changes may be costly and disruptive to our operations and could impose substantial
demands on management time. Our systems and those of third-party providers may be vulnerable to
damage or disruption caused by circumstances beyond our control, such as catastrophic events, power
outages, natural disasters, computer system or network failures, viruses or malware, physical or
electronic break-ins, unauthorised access, cyber-attacks and thefts. We cannot assure you that the
measures and steps we take to secure our systems and electronic information are adequate. Any
significant disruption to our systems could result in unauthorised disclosure of confidential

information and adversely affect our business and operating results.

We may face penalties for the non-registration of our lease agreements in China.

As at the Latest Practicable Date, none of our lease agreements for properties leased in the PRC
had completed lease registration with relevant regulatory authorities. Non-registration of lease
agreements does not affect the validity of such lease agreements. However, pursuant to the
requirements of the Administrative Measures for Commodity House Leasing and relevant local rules,
we may be subject to a fine between RMB 1,000 and RMB10,000 per lease for any delay in making
these registrations imposed by local authorities. As at the Latest Practicable Date, we were not subject
to any penalties arising from the non-registration of lease agreements. However, we cannot assure you
that we would not be subject to any penalties and/or requests from local authorities to fulfil the

registration requirements, which may increase our cost, in the future.

RISKS RELATING TO DOING BUSINESS IN THE PRC

We are subject to political, economic and social developments as well as the laws, rules,
regulations and licensing requirements in the PRC, and any disruptions in these respects may
materially affect us.

Most of our businesses, assets and operations are located in or derived from our activities in the
PRC, and as a result, our business, financial condition and results of operations are subject, to a
significant degree, to the economic, political, social and regulatory environment in the PRC. We are
unable to accurately predict the precise nature of all the risks and uncertainties that we face and many

of these risks are beyond our control.
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The economy of the PRC differs from the economies of most developed countries in many
respects, including, among others, the extent of government involvement, level of development,
growth rate, and control of foreign exchange and allocation of resources. The PRC economy has been
undergoing a transition from a planned economy to a market-oriented economy. The PRC government
has, in recent years, implemented measures emphasising the utilisation of market forces for economic
reform, the reduction of state ownership of productive assets and the establishment of sound corporate
governance in business enterprises, however a substantial portion of productive assets in the PRC is
still owned by the PRC government. In addition, the PRC government continues to play a significant
role in regulating industry development by imposing industrial policies. The PRC government still
retains significant control over the PRC’s economic growth through the allocation of resources,
controlling payment of foreign currency denominated liabilities, setting monetary policy and
providing preferential treatment to particular industries or enterprises.

Our performance will continue to be affected by the PRC economy, which in turn is influenced
by the global economy. Continued uncertainties global economic slowdown and the turmoil in the
global financial markets that began in the second half of 2008 continue to add downward pressure to
economic growth in the PRC. Moreover, trade wars among major economies may affect the
availability and cost of various imported goods, including potentially equipment and materials which
we rely on in our operations. Most notably, the United States government has recently made
significant changes in its trade policy and has taken certain actions that may materially impact
international trade, such as announcing import tariffs which have led to other countries, including
China and members of the EU, imposing tariffs against the United States in response. These trade wars
may escalate going forward and may result in certain types of goods, such as advanced R&D
equipment and materials, becoming significantly more expensive for us to procure from overseas
suppliers or even becoming illegal to export. Accordingly, our ability to maintain and utilize our R&D
facility in California may be adversely affected as we may not be able to procure the equipment and
materials necessary for such facility or transfer data or materials from such facility out of the United
States or into China in a timely manner or at all. The various license-in and license-out arrangements
that we have, and may continue to seek out, with overseas partners may similarly be impacted, which
could result in such arrangements becoming unprofitable to maintain or dissolved due to a material
adverse change. In addition, trade tension among the countries may also lead to changes in laws and
policy, which could make it more costly, difficult or time-consuming for us to obtain regulatory
approval for our drug candidates in the United States. Similarly, our patent applications that are
currently pending in the United States could also be negatively impacted by escalations in the trade
wars.

Any of the above factors may materially and adversely affect our business, financial condition
and results of operations.

Uncertainties with respect to the PRC legal system could have a material adverse effect on us.

Our business and operations are conducted in the PRC and governed principally by the PRC laws
and regulations. The PRC legal system is based on written statutes, and prior court decisions can only
be cited as reference. Since 1979, the PRC government has promulgated laws and regulations in
relation to economic matters such as foreign investment, corporate organisation and governance,
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commerce, taxation, finance, foreign exchange and trade, with a view to developing a comprehensive
system of commercial law. However, China has not developed a fully integrated legal system and
recently enacted laws and regulations may not sufficiently cover all aspects of economic activities in

China, or may be unclear or inconsistent.

In particular, since the PRC biologics industry is experiencing ongoing development and reform,
the laws and regulations relating to this industry are sometimes unspecific and may be
incomprehensive. Recent regulatory initiatives in China include (i) the Circular Concerning Several
Policies on Drug Registration Review and Approval (B8 5 5E M35 sf it TEOR A E))
released by the NMPA in November 2015, which clarified and optimised the review and approval
regime for clinical trial applications and accelerated the approval of drugs in urgent clinical need, (ii)
Opinions on Deepening the Reform of the Evaluation and Approval Systems and Encouraging
Innovation of Drugs and Medical Devices (B VAL 75 &7 2% 4t il B oo o i ) B8 oot 5 e 45 A1 i 1) 2
H.)) promulgated in October 2017 by the General Offices of the CPC Central Committee and the State
Council, which seeks to streamline the clinical trial process and shorten the time line, and provided
for special fast-track approval for new drugs and devices in urgent clinical need for and drugs and
devices for rare diseases, (iii) the Opinions on Implementing Priority Review and Approval to
Encourage Drug Innovation (B 50845 5 8 B AT E B s P MM L)) promulgated by the
NMPA in December 2017, which further clarified that a fast track clinical trial approval or drug
registration pathway will be available to innovative drugs and (iv) the Circular on Issues Concerning
Optimising Drug Registration Review and Approval (A AL 28 5 51 M 3 sP s it A B FHE A %))
jointly promulgated by the NMPA and NHC in May 2018, which further simplified and accelerated the
clinical trial approval process. In order to ensure the reform measures have legal ground, the Standing
Committee of the NPC issued the Drug Administrative Law of the PRC (Revised in 2019) (F # A &
L[5 2 5 45 PR (201918 5T)) (the “Revised Drug Administration Law”) on 26 August 2019 to
solicit public comments. According to the Revised Drug Administration Law, the major changes
include the following: (i) improvement of the whole-process supervision system of drugs; (ii)
clarification and improvement of regulatory responsibilities and measures for drugs by requiring drug
regulatory authorities to inspect the implementation of GMP by marketing authorisation holders as
well as production and operation processes, establishing a new system for the appointment of
professional drug inspectors and maintenance and publicly disclosing drug safety credit records; (iii)
significantly increase the penalties for violations; (iv) official implementation of the marketing
authorisation holder system; (v) reform of the drug approval system; (vi) cancellation of the GMP
certifications for drugs and GSP for pharmaceutical products; and (vii) replacement of approval by
registration of clinical trial organisations and improvement of the approval procedure for clinical
trials, etc. Certain changes under the Revised Drug Administration Law include cancelling the
requirement that drug manufacturers obtain GMP certification, while introducing the requirement that
companies establish a quality management system to ensure ongoing compliance of manufacturing
processes, and also be subject to supervision and inspection of drug regulatory authorities for their
ongoing compliance with relevant requirements. The transition from certification to ongoing

compliance imposes higher and stricter requirements for the GMP practices of companies.
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However, there remains a limited volume of published decisions, often of a non-binding nature,
and the interpretation and enforcement of PRC laws and regulations involve uncertainties and can be
inconsistent, and such difficulties may be exacerbated by contradictory provincial or local regulations.
Moreover, PRC laws and regulations relating to the biologics industry could further intensify and add
to the burden of interpretation and compliance for companies operating in the changing environment.
Even where adequate laws exist in China, the enforcement of existing laws or contracts based on
existing laws may be uncertain or sporadic, and it may be difficult to obtain swift and equitable
enforcement of a judgement by a court. In addition, the PRC legal system is based in part on
government policies and internal rules (some of which are not published on a timely basis or at all)
that may have a retroactive effect. As a result, we may not be aware of our violation of these policies
and rules until sometime after the violation. In addition, any litigation in China may be protracted and
result in substantial costs and the diversion of resources and management’s attention. We cannot
predict future developments in the PRC legal system or the effects of such developments, and the
materialisation of all or any of these uncertainties could have a material adverse effect on our financial

position and results of operations.

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

Most of our Directors and officers reside within the PRC, and most of our assets and their
respective assets are located within the PRC. As a result, it may not be possible to effect service of
process within the United States or elsewhere outside the PRC upon us or most of our Directors and
officers, including with respect to matters arising under the U.S. federal securities laws or applicable
state securities laws. Furthermore, the PRC does not have treaties providing for the reciprocal
enforcement of judgements 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 judgements
with the United States. As a result, recognition and enforcement in the PRC or Hong Kong of
judgements of a court obtained in the United States and any of the other jurisdictions mentioned above
may be difficult or impossible.

Under the Arrangement on Mutual Recognition and Enforcement of Judgments in Civil and
Commercial Matters by Courts of Mainland and Hong Kong SAR Pursuant to Agreed Jurisdiction by
Parties Concerned (the “Arrangement”) effective on 1 August 2008, in the case of an enforceable
final judgement made by a PRC court or Hong Kong court concerning a civil and commercial case
under a written agreement on jurisdiction, in which payment must be made, the party concerned may,
under the Arrangement, apply to a PRC court or a Hong Kong court for recognition and enforcement.
The term “written agreement on jurisdiction” as mentioned in the present Arrangement refers to
agreements clearly stipulated in written form by parties concerned that a PRC court or Hong Kong
court has sole jurisdiction as to the effectiveness of the Arrangement, so as to settle disputes relevant
to a certain legal relationship that has either arisen or might arise. In addition, the Arrangement
contains specific definitions of the terms “enforceable final judgement”, “certain legal relationship”
and “written form”. Final judgements that are not compliant with the Arrangement may not be
recognised or enforced by a PRC court. Moreover, we cannot assure you that all final judgements that

are compliant with the Arrangement will be recognised and effectively enforced by a PRC court.
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The discontinuation of any of the financial incentives currently available to us in China could
adversely affect us.

We have historically benefited from government grants as incentives for our research and
development activities. We had government grants under deferred income of RMB33.7 million,
RMB38.1 million and RMB37.5 million as at 31 December 2017 and 2018 and 31 March 2019,
respectively, which reflect grants received for which the related expenditure has not yet been
undertaken. Moreover, we also enjoy preferential tax treatment as a high-tech enterprise with respect
to certain of our operations in China, though as a loss-making company we did not incur significant
tax expenses during the Track Record Period. See “Financial Information — Description of Major
Line Items in Our Consolidated Statement of Profit or Loss and Review of Historical Results of
Operations — Income Tax Expense” for further details. Our eligibility to receive these financial
incentives requires that we continue to qualify for them. The incentives are subject to the discretion
of the central government or relevant local government authorities, which could determine at any time
to eliminate or reduce these financial incentives, generally with prospective effect. Since our receipt
of the financial incentives is subject to periodic time lags and inconsistent government practice, as
long as we continue to receive these financial incentives, our net income in a particular period may
be higher or lower relative to other periods depending on the potential changes in these financial
incentives in addition to any business or operational factors that we may otherwise experience. The
discontinuation of financial incentives currently available to us could have a material adverse effect

on our business, financial condition and results of operations.
We may be restricted from transferring our scientific data abroad.

In March 2018, the General Office of the State Council promulgated the Measures for the
Management of Scientific Data ((BHE:BUEE HHFIL)) (the “Scientific Data Measures”), which
provides a broad definition of scientific data and relevant rules for the management of scientific data.
According to the Scientific Data Measures, enterprises in China must seek governmental approval
before any scientific data involving a state secret may be transferred abroad or to foreign parties.
Further, any researcher conducting research funded at least in part by the Chinese government is
required to submit relevant scientific data for management by the entity to which such researcher is
affiliated before such data may be published in any foreign academic journal. Given the term state
secret is not clearly defined, we cannot assure you that we can always obtain relevant approvals for
sending scientific data (such as the results of our pre-clinical studies or clinical trials conducted within
China) abroad or to any foreign partners in China. If we are unable to obtain necessary approvals in
a timely manner, or at all, our research and development of drug candidates may be hindered, which
may materially and adversely affect our business, results of operations, financial conditions and
prospects. If the relevant government authorities consider the transmission of our scientific data to be
in violation of the requirements under the Scientific Data Measures, we may be subject to fines and

other administrative penalties imposed by those government authorities.



RISK FACTORS

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

We conduct most of all our business in Renminbi, which is our reporting currency. However,
following the Global Offering, we may also maintain a significant portion of the proceeds from the
offering in Hong Kong dollars before they are used in our PRC operations. The value of the Renminbi
against the US dollar, Hong Kong dollar and other currencies may be affected by changes in the PRC’s
policies and international economic and political developments. As a result of these and any future
changes in currency policy, the exchange rate may become volatile, the Renminbi may be revalued
further against the US dollar or other currencies or the Renminbi may be permitted to enter into a full
or limited free float, which may result in an appreciation or depreciation in the value of the Renminbi
against the US dollar or other currencies. In 2017, 2018 and the three months ended 31 March 2019,
we had exchange losses of RMBO0.2 million, exchange gains of RMBS8.9 million and exchange losses
of RMB16.8 million, respectively. Fluctuations in exchange rates may adversely affect the value,
translated or converted into US dollars or Hong Kong dollars (which are pegged to the US dollar), of
our cash flows, revenues, earnings and financial position. For example, an appreciation of the
Renminbi against the US dollar or the Hong Kong dollar would make any new Renminbi-denominated
investments or expenditures more costly to us, to the extent that we need to convert US dollars or

Hong Kong dollars into Renminbi for such purposes.

Governmental control of currency conversion may adversely affect the value of your investment.

The PRC government imposes controls on the convertibility of Renminbi into foreign currencies
and, in certain cases, the remittance of foreign currency out of the PRC. Shortages in the availability
of foreign currency may restrict our ability to remit sufficient foreign currency to pay dividends, or

otherwise satisfy foreign currency denominated obligations.

Under existing PRC foreign exchange regulations, payments of current account items, including
profit distributions, interest payments and expenditures from the transaction, can be made in foreign
currencies without prior approval from the SAFE by complying with certain procedural requirements.
However, approval from appropriate governmental authorities is required where Renminbi is to be
converted into foreign currency and remitted out of the PRC to pay capital expenses such as the
repayment of bank loans denominated in foreign currencies. Further, the PRC government may also
restrict access to foreign currencies for current account transactions. If the foreign exchange control
system prevents us from obtaining sufficient foreign currency to satisfy our currency demands, we

may not be able to pay certain of our expenses as they come due.

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

taxes.

Non-PRC resident individual holders of H Shares whose names appear on the register of
members of H Shares of our Company (“non-PRC resident individual holders”) are subject to PRC
individual income tax on dividends received from us. The tax on dividends must be withheld at source.
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Pursuant to the Circular on Questions Concerning the Collection of Individual Income Tax following
the Repeal of Guo Shui Fa [1993] No. 045 (B A BIFL 55 [19931045 5% SC 4 5% 1F 1% A BR AR BT 15 B 80
14 H1) (Guo Shui Han [2011] No. 348) dated 28 June 2011 issued by the SAT, the tax rate
applicable to dividends paid to non-PRC resident individual holders of H Shares varies from 5% to
20% (usually 10%), depending on whether there is any applicable tax treaty between the PRC and the
jurisdiction in which the non-PRC resident individual holder of H Shares resides. Non-PRC resident
individual holders who reside in jurisdictions that have not entered into tax treaties with the PRC are
subject to a 20% withholding tax on dividends received from us. See “Appendix 11l — Taxation and
Foreign Exchange — 1. Taxation in the PRC.” In addition, under the Individual Income Tax Law of
the PRC (3 N RILFBEE A5 8i15) and its implementation regulations, non-PRC resident
individual holders of H Shares are subject to individual income tax at a rate of 20% on gains realised
upon sale or other disposition of H Shares. However, pursuant to the Circular Declaring That
Individual Income Tax Continues to Be Exempted over Income of Individuals from Transfer of Shares
IR AT N i 38 15 255 T 75 488 A8 T S0 RIS AR N T 45 B 48 ) issued by the MOF and the SAT on 30
March 1998, gains of individuals derived from the transfer of listed shares in enterprises may be
exempt from individual income tax. To our knowledge, as at the Latest Practicable Date, in practice
the PRC tax authorities had not sought to collect individual income tax on such gains. If such tax is
collected in the future, the value of such individual holders’ investments in H Shares may be
materially and adversely affected.

Under the EIT Law and its implementation regulations, a non-PRC resident enterprise is
generally subject to enterprise income tax at a rate of 10% with respect to its PRC-sourced income,
including dividends received from a PRC company and gains derived from the disposition of equity
interests in a PRC company, subject to reductions under any special arrangement or applicable treaty
between the PRC and the jurisdiction in which the non-PRC resident enterprise resides. Pursuant to
a Notice promulgated by the SAT on November 6, 2008, we intend to withhold tax at 10% from
dividends payable to non-PRC resident enterprise holders of H Shares (including HKSCC Nominees).
Non-PRC enterprises that are entitled to be taxed at a reduced rate under an applicable income tax
treaty or arrangement will be required to apply to the PRC tax authorities for a refund of any amount
withheld in excess of the applicable treaty rate, and payment of such refund will be subject to the PRC
tax authorities’ approval. There are uncertainties as to the interpretation and implementation of the
EIT Law and its implementation rules by the PRC tax authorities, including whether and how
enterprise income tax on gains derived upon sale or other disposition of H Shares will be collected
from non-PRC resident enterprise holders of H Shares. If such tax is collected in the future, the value
of such non-PRC enterprise holders’ investments in H Shares may be materially and adversely
affected.

RISKS RELATING TO THE GLOBAL OFFERING
There has been no prior public market for our H Shares.

Prior to the Global Offering, there was no public market for our H Shares. The initial Offer Price
for our H Shares to the public was the result of negotiations between us and the Joint Representatives
on behalf of the Underwriters, and the Offer Price may differ significantly from the market price for
our H Shares following the Global Offering. We have applied for listing of, and permission to deal in,
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our H Shares on the Stock Exchange. A listing on the Stock Exchange, however, does not guarantee
that an active trading market for our H Shares will develop, or if it does develop, will be sustained
following the Global Offering or that the market price of our H Shares will not decline following the
Global Offering.

The trading volume and market price of our H Shares may be volatile, which may result in
substantial losses for investors subscribing for or purchasing our H Shares pursuant to the
Global Offering.

The price and trading volume of our H Shares may be highly volatile as a result of various
factors. Some of these factors are beyond our control, including:

° actual or anticipated fluctuations in our results of operations (including variations arising
from foreign exchange rate fluctuations);

° news regarding recruitment or loss of key personnel by us or our competitors;

° announcements of competitive developments, acquisitions or strategic alliances in our
industry;

° changes in earnings estimates or recommendations by financial analysts;

° potential litigation or regulatory investigations;

° changes in general economic conditions or other developments affecting us or our industry;

° changes in any relevant government policies or regulations;

° price movements on international stock markets, the operating and stock price performance
of other companies, other industries and other events or factors beyond our control; and

° release of lock-up or other transfer restrictions on our outstanding Shares or sales or
perceived sales of additional Shares by the Controlling Shareholder or other Shareholders.

Future sales or perceived sales or conversion of substantial amounts of our Shares in the public
market, including any future offering of H Shares or conversion of our unlisted Shares into H
Shares, could have a material adverse effect on the prevailing market price of our H Shares and
our ability to raise additional capital in the future, or may result in dilution of your shareholding.

The market price of our H Shares could decline as a result of future sales or issuances of a
substantial number of our H Shares or other securities relating to our H Shares in the public market,
or the perception that such sales or issuances may occur. Moreover, such future sales or perceived
sales may also adversely affect the prevailing market price of our H Shares and our ability to raise
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capital in the future at a favourable time and price. The H Shares held by the Controlling Shareholder
are subject to certain lock-up undertakings for a period of up to twelve months after the Listing Date.
See “Underwriting — Underwriting Arrangements and Expenses”. We cannot assure you that they will

not dispose of their Shares they may own now or in the future.

Immediately upon the completion of the Global Offering, we will have three classes of ordinary
shares, H Shares, unlisted foreign Shares and Domestic Shares. All of our unlisted foreign Shares and
Domestic Shares are unlisted Shares which are not listed or traded on any stock exchange. According
to the stipulations by the State Council’s securities regulatory authority and the Articles of
Association, our unlisted Shares may be converted into H Shares, and such converted H Shares may
be listed or traded on an overseas stock exchange provided that prior to the conversion and trading
of such converted H Shares, the requisite internal approval processes (but without the necessity of
Shareholders’ approval by class) have been duly completed and the approval from the relevant PRC
regulatory authorities, including the CSRC, have been obtained. In addition, such conversion, trading
and listing shall in all respects comply with the regulations prescribed by the State Council’s securities
regulatory authorities and the regulations, requirements and procedures prescribed by the relevant

overseas stock exchange.

Furthermore, if additional funds are raised through our issuance of new equity or equity-linked
securities other than on a pro-rata basis to existing Shareholders, the percentage ownership for such
Shareholders may be reduced. Such new securities may also confer rights and privileges that take
priority over those conferred by the H Shares.

You will incur immediate and significant dilution and may face further dilution if we issue
additional Shares in the future.

The Offer Price for our H Shares is higher than the net tangible assets book value per H Share
initially issued to our Shareholders prior to the Global Offering. Consequently, purchasers of our H
Shares in the Global Offering will face an immediate dilution in the pro forma combined net tangible
assets book value of RMB6.36 (HK$7.04) per H Share based on the maximum Offer Price of
HK$57.80, and our Shareholders prior to the Global Offering will experience an increase in the pro
forma combined net tangible assets book value per H Share of their H Shares. Moreover, we may in
the future consider seeking a listing of our Shares in jurisdictions other than Hong Kong, which would
similarly dilute the holdings of our H Share investors.

The market price of our H Shares when trading begins could be lower than the Offer Price.

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

Although it is currently intended that the H Shares will remain listed on the Stock Exchange,
there is no guarantee of the continued listing of the H Shares. Among other factors, the Company may
not continue to satisfy the listing requirements of the Stock Exchange. Holders of H Shares would not
be able to sell their H Shares through trading on the Stock Exchange if the H Shares were no longer
listed on the Stock Exchange.

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

Prior to and immediately following the completion of the Global Offering, our Controlling
Shareholders will remain having substantial control over our Company. Subject to the Articles of
Association, the Companies Ordinance and the PRC Company Law, the Controlling Shareholders will
be able to exercise significant control and exert significant influence over our business or otherwise
on matters of significance to us and other Shareholders by voting at the general meeting of the
Shareholders and at Board meetings. The interest of the Controlling Shareholders may differ from the
interests of other Shareholders and they are free to exercise their votes according to their interests.
To the extent that the interests of the Controlling Shareholders conflict with the interests of other

Shareholders, the interests of other Shareholders can be disadvantaged and harmed.

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

Our management may spend the net proceeds from the Global Offering in ways you may not
agree with or that do not yield a favourable return to our shareholders. We plan to use the net proceeds
from the Global Offering to, among other things, progress the clinical development of our products,
expand our product pipeline and invest in expanding our commercialisation resources and capability.
See “Future Plans and Use of Proceeds” for further details. However, our management will have
discretion as to the actual application of our net proceeds. You are entrusting your funds to our
management, whose judgement you must depend on, for the specific uses we will make of the net
proceeds from this Global Offering.

Certain facts and other statistics with respect to the biologics industry and market in this
prospectus may not be fully reliable.

Certain facts and other statistics in this prospectus relating to the biologics industry and market
have been derived from various sources and publicly available data. However, we cannot guarantee the
quality or reliability of these sources. They have not been prepared or independently verified by us
or any of the Relevant Persons and, therefore, we make no representation as to the accuracy of such
facts and statistics. Due to possibly flawed or ineffective collection methods or discrepancies between
published information and market practice and other problems, the facts and statistics herein may be

inaccurate or may not be comparable to facts and statistics produced for other economies. As a result,
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prospective investors should consider carefully how much weight or importance they should attach to
or place on such facts or statistics. Investors should read the entire prospectus carefully and should
not consider any particular statements in published media reports without carefully considering the

risks and other information contained in this prospectus.

There may be coverage in the media or other publications regarding the Global Offering and our

operations.

We do not accept any responsibility for the accuracy or completeness of the information and
make no representation as to the appropriateness, accuracy, completeness or reliability of any
information disseminated in the media or other publications. To the extent that any of the information
in the media is inconsistent or conflicts with the information contained in this prospectus, we disclaim
it. Accordingly, prospective investors should read the entire prospectus carefully and should not rely
on any of the information in press articles or other media or research analyst coverage. Prospective
investors should only rely on the information contained in this prospectus and the Application Forms

to make investment decisions about us.

We may not declare dividends on our H Shares in the future.

The amount of dividends actually distributed to our Shareholders will depend upon our earnings
and financial position, operating requirements, capital requirements and any other conditions that our
Directors may deem relevant and will be subject to the approval of our Shareholders. There is no

assurance that dividends of any amount will be declared or distributed in any year.
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HISTORY

The Company was established in Shanghai on 24 February 2010 as a limited liability company
under the PRC Company Law with the corporate name of Shanghai Henlius Biotech Co., Ltd. (Lt
18 7 E R Bt A BR 2> 7)) and has been a non-wholly owned subsidiary of Fosun Pharma since its
establishment.

On 29 August 2016, the promoters of the Company entered into a promoters’ agreement, pursuant
to which, the promoters of the Company agreed to convert the Company into a joint stock limited
company with a registered capital of RMB350,000,000. The conversion was completed on 26
September 2016.

Since the Group’s establishment, it has been mainly focused on research and development of
mAbs and the provision of related technical services.

KEY MILESTONES

The following is a summary of the Group’s key corporate and business development milestones.

Year Event

2010 The Company was established in Shanghai.

2011 The Company filed an IND application with the NMPA for HLXO01 for NHL.

2012 The Company filed an IND application with the NMPA for HLX02 for breast cancer.

2013 The Company filed an IND application with the NMPA for HLXO03 for rheumatoid arthritis.

2014 Taiwan Henlius became a non-wholly owned subsidiary of the Company. It is primarily
engaged in mid-to-late stage research, enabling the Company to access the deep biotech talent
pool in Taiwan.

The Company received approval from the NMPA to conduct Phase 1 clinical trials for HLXO01
for NHL.

The Company commenced the construction of the Xuhui Facility in December.

The Company filed an IND application with the NMPA for HLX04 for metastatic colorectal
cancer.

2015 Hengenix, a wholly-owned subsidiary of the Company, was incorporated in California, United
States. It mainly focuses on early stage R&D as well as provides the Group with better access
to the latest developments in the mAb market and cutting-edge technologies.

The Company filed an IND application with the NMPA for HLXO07 for solid tumours.

2016 The Company received approval from the NMPA to conduct Phase 1 clinical trials for (i)
HLXO02 for gastric cancer, and (ii) HLX04 for non-squamous, non small cell lung cancer
(nsNSCLC).
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Year Event

2017 The Company obtained the Drug Manufacturing Certificate for HLX01 from NMPA Shanghai
Bureau.

The Company filed an NDA with the NMPA for HLXO01 for NHL.
The Company submitted an IND application with the NMPA for HLX10 for solid tumours.

2018 The Company acquired the remaining equity interest in Taiwan Henlius and Taiwan Henlius
became a wholly-owned subsidiary of the Company.

2019 The Company received NDA approval for its HLXO0l for NHL, becoming the first
biopharmaceutical company to receive NDA approval from NMPA for a biosimilar product.

Acquisition of the Remaining Interest in Taiwan Henlius

Taiwan Henlius was incorporated in Taiwan in October 2010 and was wholly-owned by Dr. LIU.

In November 2014, the Company, through its wholly-owned subsidiary, subscribed for new
shares issued by Taiwan Henlius, representing approximately 96.43% of the equity interest in Taiwan
Henlius, following completion of which, Taiwan Henlius became a non-wholly owned subsidiary of
the Company. Since becoming a subsidiary of the Company, Taiwan Henlius has issued shares to
employees of the Company (including Dr. JIANG) and Independent Third Party investors in 2015,
certain Independent Third Party investors in 2016 and HenLink in 2017, respectively. Immediately
following these share issuances as described above, the total number of issued shares of Taiwan
Henlius was 78,051,149. The Company, Dr. LIU and Dr. JIANG held 30.75%, 1.14% and 0.27% of the
equity interest in Taiwan Henlius, respectively, with the remaining 67.84% equity interest being
directly or indirectly held by certain employees of the Company and other Independent Third Party

investors.

In November 2017, the Company entered into share purchase agreements with Dr. LIU, Dr.
JIANG, HenLink and other shareholders of Taiwan Henlius for the acquisition of collectively 69.25%
of the equity interest in Taiwan Henlius at a purchase price of US$1.7937 per share and the total
purchase price of US$96,951,547 (the “Taiwan Henlius Acquisition”). The purchase price was
determined with reference to the valuation of Taiwan Henlius as at 31 December 2016 as stated in a
valuation report prepared by an independent valuer and was fully settled in cash by the Company in
June 2018. Following the completion of the Taiwan Henlius Acquisition, Taiwan Henlius became a

wholly-owned subsidiary of the Company.
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As advised by Meridian Attorneys-at-Law and Llinks Law Offices, the Taiwan and China
Mainland legal advisers to the Company, respectively, all applicable approvals required for the
completion of the Taiwan Henlius Acquisition in Taiwan and China Mainland have been obtained by
the Group.

MAJOR SHAREHOLDING CHANGES OF THE COMPANY

As at the date of the establishment of the Company in February 2010, the registered capital of
the Company was US$8,000,000, with Fosun New Medicine, Cayman Henlius, Dr. LIU and Dr. JIANG
holding 74%, 25%, 0.375% and 0.25% of the equity interest in the Company, respectively, and an
Independent Third Party holding the remaining 0.375% equity interest. In March 2012, such
Independent Third Party transferred all his interest in the Company to Dr. LIU and ceased to be a
Shareholder of the Company. Fosun New Medicine, Cayman Henlius, Dr. LIU and Dr. JIANG are
collectively referred to as the “Initial Shareholders”.

Since the establishment of the Company, the Company has undertaken a series of capital
increases to raise funds for the development of its business and to bring in new shareholders to the
Company. The major shareholding changes of the Company are set out below:

(a) pursuant to a capital increase agreement entered into between the Initial Shareholders and
the Company on 6 January 2014, Fosun New Medicine and Dr. LIU subscribed for the
increased registered capital of the Company of US$5,079,284 and US$38,383 for a total
subscription price of US$9,925,000 and US$75,000, respectively. The subscription price
was determined based on arm’s length negotiation between the parties and was fully paid
by March 2014;

(b) pursuant to a capital increase agreement entered into between the Initial Shareholders and
the Company on 29 October 2014, Fosun New Medicine agreed to subscribe for the
increased registered capital of the Company of US$9,862,467 for a subscription price of
US$23,304,000, which was determined based on arm’s length negotiation between the
parties and was fully paid by July 2015;

(c) pursuant to a capital increase agreement entered into among the Initial Shareholders,
Shanghai Guoyou, Shanghai Guohong, Shanghai Guozhi and the Company on 26 April
2016, Cayman Henlius, Dr. LIU, Dr. JIANG, Shanghai Guoyou, Shanghai Guohong and
Shanghai Guozhi subscribed for the increased registered capital of the Company of
US$1,037,965, US$95,221, US$27,115, US$478,139, US$478,139 and US$717,209 for a
total subscription price of US$2,452,651, US$224,997, US$64,069, US$1,129,795,
US$1,129,795 and US$1,694,693, respectively. The subscription price was determined
based on arm’s length negotiation between the parties and was fully paid by June 2016.
Shanghai Guoyou, Shanghai Guohong and Shanghai Guozhi are partnership enterprises
established in the PRC (the “Relevant Limited Partnerships”);

When the Shares were issued to the Relevant Limited Partnerships, certain Company

employees (including advisers), representing an aggregate of 91 individuals (the
“Employee Beneficiaries”), were indirectly beneficially interested in the Shares through
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(d)

(e)

()

their interests in the Relevant Limited Partnerships. The general partner and certain limited
partners of the Relevant Limited Partnerships (the “Trustees”) held such interests on behalf
of the Employee Beneficiaries and such trust arrangements were terminated following the
completion of the Shanghai Guozhi Transfer and the 2018 Second Share Transfer. The
proceeds from the relevant transfers, after deduction and payment of applicable income tax,
were paid to the relevant Employee Beneficiaries. Based on its review of the relevant
taxation laws and regulations and the relevant tax payment certificates for each of the
Shanghai Guozhi Transfer and the 2018 Second Share Transfer, Llinks Law Offices believes
that relevant income tax had been paid and that those payments have been confirmed by the
relevant PRC tax authorities. Accordingly, Llinks Law Offices considers that there is no
violation of any PRC taxation laws and regulations. As at the Latest Practicable Date, the
Relevant Limited Partnerships held an aggregate of 2,337,596 Shares, representing 0.48%
of the total number of issued Shares in the Company. The general partner of the Relevant
Limited Partnerships is Mr. Xinjun Guo, and the limited partners of Shanghai Guohong,
Shanghai Guoyou and Shanghai Guozhi comprise two, one and two individuals,
respectively, all being existing employees of the Company. The Shares held by the Relevant
Limited Partnerships will constitute domestic Shares immediately following the completion
of the Global Offering;

pursuant to a capital increase agreement entered into among seven investors (the “2016
Pre-IPO Investors”), the Initial Shareholders, Shanghai Guoyou, Shanghai Guohong,
Shanghai Guozhi and the Company on 27 May 2016, the 2016 Pre-IPO Investors subscribed
for the increased registered capital of an aggregate of US$4,250,146 at a subscription price
of US$9.41 per registered capital (being an aggregate subscription price of approximately
US$40.00 million), which was determined based on arm’s length negotiation between the
parties (the “2016 Capital Increase”). See “— The Pre-IPO Investments”;

on 23 June 2017, Shanghai Guozhi entered into a share transfer agreement with each of
Wuxi Shanyi Management Consultancy Enterprise (Limited Partnership) (85 i 3% B & #
A ECHE R A %)) (“Wuxi Shanyi”) and Wuxi Tongshan Investment Enterprise (Limited
Partnership)* (M85 ii# SR EREEREH)) (“Wuxi Tongshan”), pursuant to which
Shanghai Guozhi agreed to transfer, and Wuxi Shangyi and Wuxi Tongshan agreed to
acquire, 45,752 Shares and 4,666,667 Shares for a consideration of RMB1,000,000 and
RMB102,000,000, respectively (the “Shanghai Guozhi Transfer”). The consideration was
determined based on arm’s length negotiation between the parties. On the same date,
Shanghai Guozhi also entered into a supplemental agreement with each of Wuxi Shanyi and
Wuxi Tongshan, pursuant to which the parties agreed that the consideration to be paid by
Wuxi Shangyi and Wuxi Tongshang under the Shanghai Guozhi Transfer will be subject to
certain adjustment with reference to the valuation of the Company determined in the next
round pre-IPO investment. See “— The Pre-IPO Investments™;

pursuant to a capital increase agreement entered into between Shanghai Guoyun and the
Company on 14 August 2017, Shanghai Guoyun subscribed for 22,750,000 Shares at a
subscription price of RMB9.21 per Share (being an aggregate subscription price of
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(2)

(h)

)

(k)

approximately RMB209.53 million). Shanghai Guoyun is a partnership enterprise
established in the PRC and beneficially owned by certain employees of the Group who are
PRC citizens. See “— Subscription of Shares by Shanghai Guoyun Pursuant to the 2018
Share Award Scheme”;

Fosun New Medicine, one of the Initial Shareholders, entered into a capital increase
agreement with the Company on 24 September 2017, pursuant to which Fosun New
Medicine subscribed for 16,286,644 Shares for a total subscription price of RMB150
million, which was determined based on arm’s length negotiation between the parties and
was fully paid by November 2017;

pursuant to a capital increase agreement entered into between HenLink and the Company
on 17 November 2017, HenLink subscribed for 4,841,344 Shares for a total subscription
price of US$14 million. HenLink is beneficially owned by certain employees of the Group
who are not PRC citizens. See “— Subscription of Shares by HenLink Pursuant to the 2017
Share Award Scheme”;

pursuant to the capital increase agreements entered into on 20 December 2017 among eight
investors (the “2017 Pre-IPO Investors”), all of the then existing Shareholders of the
Company (being the Initial Shareholders, Shanghai Guoyou, Shanghai Guozhi, Shanghai
Guohong, Shanghai Guoyun, HenLink, the 2016 Pre-IPO Investors, Wuxi Shanyi and Wuxi
Tongshan) and the Company, the 2017 Pre-IPO Investors subscribed for an aggregate of
55,434,678 Shares at a subscription price of RMB22.71 per Share, which was determined
after arm’s length negotiation between the parties, and taking into account the research and
development progress of the product candidates of the Company (the “2017 Capital
Increase”). See “— The Pre-IPO Investments”,

on 12 July 2018, Fosun Pharma Industrial Development, one of the 2017 Pre-IPO Investors
and a Controlling Shareholder, entered into a share transfer agreement with each of Suzhou
Industrial Park New Metabiology Venture Capital Investment Enterprise (Limited
Partnership) (#fJH TR B & T VR EREREAERAE)) (“New Metabiology”),
Ningbo FTZ Yifei Investment Partnership Enterprise (Limited Partnership) (% f£ Bl i %
REEABEEAREY) (“Yifei Investment”) and Shanghai Orient Securities
Innovation Investment Company Limited (LR 77 #81H % & A BR/AF) (“Shanghai
Orient Securities”), all being the 2016 Pre-IPO Investors, pursuant to which Fosun Pharma
Industrial Development agreed to acquire all of the Shares held by New Metabiology, Yifei
Investment and Shanghai Orient Securities for a total purchase price of US$17,493,423,
US$9,214,150 and US$16,692,192, respectively, which was determined based on arm’s
length negotiation between the parties (the “2018 Share Transfer”). See “— The Pre-IPO
Investments”;

pursuant to a capital increase agreement entered into on 17 July 2018 among 9 investors
(the “2018 Pre-IPO Investors”), all of the then existing Shareholders of the Company
(being the Initial Shareholders, Shanghai Guoyou, Shanghai Guozhi, Shanghai Guohong,
Shanghai Guoyun, HenLink, the 2016 Pre-IPO Investors (excluding New Metabiology,
Yifei Investment and Shanghai Orient Securities), Wuxi Shanyi, Wuxi Tongshan, the 2017
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Pre-IPO Investors, Shanghai Qiangang and Shanghai Tanying) and the Company, the 2018
Pre-IPO Investors subscribed for an aggregate of 25,120,387 Shares at a subscription price
of US$6.23 per Share, which was determined based on arm’s length negotiation (the “2018
Capital Increase”). See “— The Pre-IPO Investments”; and

()  on 25 July 2018, Shanghai Guoyou, Shanghai Guohong, Shanghai Qiangang Investment
Management Partnership Enterprise (Limited Partnership) (V5 Ml & &M S B AECH
FE%)) (“Shanghai Qiangang”) and Shanghai Tanying Investment Partnership Enterprise
(Limited Partnership) (LI AR E S B BEEREY)) (“Shanghai Tanying”) entered
into a share transfer agreement pursuant to which Shanghai Guoyou agreed to transfer a
total of 150,000 Shares to Shanghai Qiangang at the price of RMB38.61 per Share, and
Shanghai Guoyou and Shanghai Guohong agreed to transfer 1,950,000 Shares and
2,100,000 Shares, respectively, to Shanghai Tanying, at the price of RMB38.61 per Share
(the “2018 Second Share Transfer”). The transfer price was determined based on arm’s
length negotiation between the parties. See “— The Pre-IPO Investments”.

The 2016 Capital Increase, the Shanghai Guozhi Transfer, the 2017 Capital Increase, the 2018
Share Transfer, the 2018 Capital Increase and the 2018 Second Share Transfer are collectively referred
to as the “Pre-IPO Investments”, and the 2016 Pre-IPO Investors, Wuxi Shangyi, Wuxi Tongshan, the
2017 Pre-IPO Investors, the 2018 Pre-IPO Investors, Shanghai Qiangang and Shanghai Tanying are
collectively referred to as the “Pre-IPO Investors”.

As advised by Llinks Law Offices, the PRC legal advisers to the Company, the Company has
complied with applicable PRC laws and regulations in relation to the changes of shareholdings as set
out above.

SUBSCRIPTION OF SHARES BY HENLINK PURSUANT TO THE 2017 SHARE AWARD
SCHEME

In order to attract, retain and motivate the employees of the Group, and to align the interests of
the Group, the Shareholders and the employees of the Group, the Company adopted a share award
scheme (the “2017 Share Award Scheme”) in November 2017. See “Appendix VI — Statutory and
General Information” for details of the 2017 Share Award Scheme.

As part of the arrangement in relation to the 2017 Share Award Scheme, employees who are not
PRC citizens had subscribed for shares in HenLink, which then used such subscription funds to
subscribe for the shares in Taiwan Henlius. Following the Taiwan Henlius Acquisition by the Company
in 2017 referred to above, pursuant to the 2017 Share Award Scheme, the Company issued a total of
4,841,344 Shares to HenLink in November 2017 for a total consideration of US$14 million. Such
capital contribution was fully settled by HenLink in July 2018, using the funds it received from the
Company for transferring the shares in Taiwan Henlius to the Company.

SUBSCRIPTION OF SHARES BY SHANGHAI GUOYUN PURSUANT TO THE 2018 SHARE
AWARD SCHEME

In preparation for the application for quotation of the Shares on the National Equities Exchange
and Quotations System (“NEEQ”), details of which are set out in “— Contemplated Application for
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Quotation of the Shares on the NEEQ” below (the “Contemplated NEEQ Application™), in order to
attract, retain and motivate the employees of the Group, and to align the interests of the Group, the
Shareholders and the employees of the Group, the Company adopted a share option scheme in 2017
(the “Share Option Scheme”), which was approved by Fosun International and Fosun Pharma at their
respective shareholders’ meetings held on 6 June 2017 and 29 June 2017, respectively. No options
have been granted by the Company to the employees of the Group, but a total of 22,750,000 Shares
were issued to Shanghai Guoyun at the price of RMB9.21 per Share, being the initial exercise price
of the options under the Share Option Scheme, in August 2017 in anticipation of the grant of the

options pursuant to the Share Option Scheme.

As the Company decided not to proceed with the Contemplated NEEQ Application, the Company
terminated the Share Option Scheme and adopted a share award scheme in April 2018 (the “2018
Share Award Scheme™). See “Appendix VI — Statutory and General Information” for details of the
2018 Share Award Scheme. Employees of the Group who had previously been notified by the Company
in relation to the potential grant of options pursuant to the Share Option Scheme agreed to participate
in the 2018 Share Award Scheme by subscribing for shares in Shanghai Guoyun (in respect of
employees who are PRC citizens) and HenLink (in respect of employees who are not PRC citizens),
and thereby becoming indirect Shareholders of the Company. In July 2018, for the purpose of
implementing the 2018 Share Award Scheme, Shanghai Guoyun transferred 11,035,350 Shares to
HenLink. Shanghai Guoyun and HenLink have settled their respective capital contribution to the
Company in September 2018 using funds contributed by the relevant employees of the Group.
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The Shares held by the Pre-IPO Investors are not subject to any lock-up pursuant to the terms
of the Pre-IPO Investments and no special rights were granted to the Pre-IPO Investors pursuant to
the Pre-IPO Investments. For the avoidance of doubt, the Shares held by Fosun Pharma Industrial
Development, one Controlling Shareholder, will be subject to the lock-up pursuant to Rule 10.07 of
the Listing Rules and according to the PRC Company Law, Shares issued by the Company prior to the

Listing Date shall not be transferred for a period of one year after the Listing Date.

In relation to Shares held by the Pre-IPO Investors, unlisted foreign Shares held by Joyful Ascent
Limited (one of the 2017 Pre-IPO Investors) and the 2018 Pre-IPO Investors, after converted into H
Shares immediately upon the completion of the Global Offering, will be counted as part of the public
float for purposes of Rule 8.08 of the Listing Rules. The Domestic Shares held by other Pre-IPO
Investors will not constitute part of the public float for purposes of Rule 8.08 of the Listing Rules.
Please refer to “Share Capital” for more information in relation to the public float of the Company
upon Listing. Taking into consideration the valuation of the Company immediately following the
completion of the 2018 Capital Increase, the Company expects that the Shares to be held by the public
immediately following the completion of the Global Offering will have a market capitalisation of at
least HK$375 million, without taking into account any Offer Shares to be subscribed by the
Cornerstone Investors and/or existing Shareholders.

Of the Pre-IPO Investments, the Company received proceeds from the 2016 Capital Increase, the
2017 Capital Increase and the 2018 Capital Increase. The Company utilised the proceeds from the
Pre-IPO Investments to finance its R&D activities. As at the Latest Practicable Date, approximately
RMBS&1 million of the net proceeds raised by the Company from the Pre-IPO Investments had not been

utilised.

Our Directors were of the view that the Company would benefit from the capital raised through
the Pre-IPO Investments, the Pre-IPO Investors’ knowledge and experience, and the endorsement of

the Company’s performance, strength and prospects reflected by the Pre-IPO Investments.
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Background Information about the Existing Pre-IPO Investors

Name of Pre-IPO Investors

Background

The 2016 Capital Increase

Shanghai Qingke Pien Tze Huang
Investment Management Centre
(Limited Partnership)* (L& Bt R 47
EHREER P LAEREY))

Huagai Medical Investment
Management (Beijing) Co., Ltd.*
CEZRRBEE AL AR A A])

Huagai Medical Health Venture Capital
Investment Chengdu Partnership
Enterprise (Limited Partnership)* (3
PR A SEBUE AR S (R
RE#))

Shanghai Founder KIP Equity
Investment Partnership (Limited

Partnership)* (1 J7 1E w8 5% B 4% &
BB EEAEREE))
The Shanghai Guozhi Transfer

Wuxi Shanyi

Wuxi Tongshan

A limited partnership established in the PRC, the general
partner of which is Shanghai Qingke Hongkai Investment
Management Partnership Enterprise (Limited Partnership)*

(LGEREEREERGBEEAREGE))

A company established in the PRC which is engaged in,
among others, asset management, investment management
and investment consulting businesses. It is owned as to 80%
by Huagai Capital Co., Ltd.* (HEZEAAGREEATR])
(“Huagai Capital”) and 20% by Jiachen Weiye Investment
(Beijing) Co., Ltd.* (FREMEEREACE)AERAR).
Huagai capital is a company established in the PRC, the
largest shareholder of which is Liaoning Chengda Co.,
Ltd.* (BB KKM AR F) (a company listed on the
Shanghai Stock Exchange, stock code: 600739), holding
30% of Huagai Capital’s equity interest

A limited partnership established in the PRC, the general
partner of which is Huagai Medical Investment
Management (Beijing) Co., Ltd.* (HE 25 B RAEE ML)
AR FD

A limited partnership established in the PRC, the general
partner of which is Shanghai Founder KIP Equity
Investment Management Partnership (Limited Partnership)*

(B gy PR B E A ARAEREH))

A limited partnership established in the PRC, the general
partner of which is Yixing Shanying Trading Consultancy
Co., Ltd.* (FLBLF & 5 5 dkwll A IR A R

A limited partnership established in the PRC, the general
partner of which is Tongde Equity Investment Management

(Shanghai) Co., Ltd.* (i fi % HE 5% & % B L) A FRA 7
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Name of Pre-IPO Investors

Background

The 2017 Capital Increase
Fosun Pharma Industrial Development

Chongqing Gaotejia Ruian Equity
Investment Partnership Enterprise
(Limited Partnership)* (B mfFER
LIRHEREREE B REFEREE))
(“Chongqing Gaotejia”)

Shenzhen Gaotejia Ruiyi Investment
Partnership Enterprise (Limited
Partnership)* (RIS FHEEmMLE S
BEEEHREY)) (“Shenzhen
Gaotejia”)

Jiaxing Shenmao No.8 Equity
Investment Partnership Enterprise
(Limited Enterprise)* (5% ¥l FH R 55
BEESBLEEREE))

Joyful Ascent Limited

Green Tomato

One of the Controlling Shareholders of the Company

A limited partnership established in the PRC, the general
partner of which is Chongqing Gaotejia Equity Investment
Fund Management Co., Ltd.* (5 B2 = FR I HE% & 2 4
HA R T

A limited partnership established in the PRC, the general
partner of which is Shenzhen Gaotejia Hongrui Investment
Co., Ltd.* (I @Al I E A B 7). Chongqing
Gaotejia both
partnerships principally engaged in equity investments.

Gaotejia and Shenzhen are limited
Their major investment areas include pharmaceutical and
related fields. Both Chongqing Gaotejia and Shenzhen
Gaotejia are controlled by Shenzhen Gaotejia Investment

Co., Ltd* (BINT e RES G LB AR R

(“Gaotejia”). Gaotejia, a company established in Shenzhen

Group

with assets under management of over RMB20 billion and
24 funds devoted to the healthcare industry as at the Latest
Practicable Date. Gaotejia has invested in more than 140
companies, among which, more than 70 companies are
principally engaged in the healthcare industry. Jiangxi Boya
Bio-pharmaceutical Co., Ltd. (VL4 [H#HEA: 4 5 88 1 0 A B
/yl), currently known as Boya Bio-pharmaceutical Group
Co. Ltd (ALY REELEE K ARAF), a company
controlled by Gaotejia, is listed on the Shenzhen Stock
Exchange (stock code: 300294).

A limited partnership established in the PRC, the general
partner of which is Shanghai FTZ Equity Investment Fund
Management Co., Ltd.* (LB & EBEEREESEHEA
BR 2~ wl)

A company incorporated in Hong Kong and a wholly-owned
subsidiary of Jacobson Pharma Corporation Limited (a
company listed on the Stock Exchange, stock code: 2633)

A company incorporated in British Virgin Islands with Mr.
Cheung Shun Third Party,
controlling 85% of its equity interest

Ching, an Independent
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Name of Pre-IPO Investors

Background

Gonggqgingcheng Yingshuo Henlius
Investment Fund Partnership
Enterprise (Limited Partnership)* (3t
HIMRHERELE B REER
“%))

Shenzhen Yinxun Investment

Consultancy Enterprise (General
Partnership)* (VI T SR & 3 5t 1>
FEEHEEH))

The 2018 Share Transfer
Fosun Pharma Industrial Development
The 2018 Second Share Transfer

Shanghai Qiangang

Shanghai Tanying

The 2018 Capital Increase

New China Innovation Fund SPC
(acting for and on behalf of New
China Innovation Fund 16 Segregated
Portfolio)

New China Innovation Fund SPC
(acting for and on behalf of New
China Innovation Fund 17 Segregated
Portfolio)

IS Investment Fund Segregated
Portfolio Company — CIS New China
Ever Growing Fund Segregated
Portfolio

Loyal Valley Capital Advantage Fund
LP

A limited partnership established in the PRC, the general
partner of which is Shanghai Yingshuo Investment Centre

(Limited Partnership)* (LS E O (CHFRAE))

A general partnership established in the PRC, the general
partner of which are Mr. Yan Jitang, Mr. Yan Jifa and Ms.
Pan Liqi, all are PRC individuals and Independent Third
Parties

A Controlling Shareholder of the Company

A limited partnership established in the PRC, the general
partner of which 1is Shanghai Shengge Investment

Management Co., Ltd.* (M &5 A RA F)

A limited partnership established in the PRC, the general
partner of which 1is Shanghai Shengge Investment

Management Co., Ltd.* (¥ & & A RA A

A segregated investment portfolio of New China Innovation
Fund SPC, which was incorporated in Cayman Islands on 10
June 2015 and is principally engaged in equity investments

A segregated investment portfolio of New China Innovation
Fund SPC, which was incorporated in Cayman Islands on 10
June 2015 and is principally engaged in equity investments

A segregated investment portfolio of IS Investment Fund
Segregated Portfolio Company, which was incorporated in
Cayman Islands on 14 November 2013 and is principally
engaged in equity investments

A US dollar fund established under the Loyal Valley Capital
on 14 November 2017 and is principally engaged in equity
investments

— 115 —



HISTORY AND CORPORATE STRUCTURE

Name of Pre-IPO Investors

Background

Golden Valley Global Limited

FULLGOAL CHINA ACCESS RQFII
FUND SPC (acting on behalf of and
for the account of Fullgoal-BPP New
Healthcare Fund SP)

Gortune Deepmind Inv. Limited

Green Tomato

CICC Alternative Investment Holding
Limited

An investment company incorporated in British Virgin
Islands on 5 January 2016 and a wholly-owned subsidiary
of Shanghai Yuehong Investment Partnership Enterprise
(Limited Partnership)* (G ERBEE (BREA
%)), the general partner of which is Shanghai Shengge
Investment Management Co., Ltd.* (LB HKKEFHA
BR 2wl

A segregated investment portfolio of FULLGOAL CHINA
ACCESS RQFII FUND SPC, which was incorporated in
Cayman Islands on 10 July 2013 and is principally engaged
in equity investments

A company incorporated in British Virgin Islands on 6
January 2017 and is indirectly controlled by Guangdong
Privately-owned Investment Co., Ltd.* (J& & R % & B
AR wD

One of the 2017 Pre-IPO Investors

A company incorporated in Cayman Islands and a
wholly-owned subsidiary of China International Capital
Corporation Limited (a company listed on the Stock
Exchange, stock code: 3908)

Except for Fosun Pharma Industrial Development, a Controlling Shareholder of the Company, all

other Pre-IPO Investors are Independent Third Parties.

Sponsors’ Confirmation

On the basis that (i) the consideration for each of the Pre-IPO Investments was settled at least

28 clear days prior to the date of the first submission of the listing application form to the Stock

Exchange and (ii) no special right was granted to any Pre-IPO Investor pursuant to the terms of the

Pre-IPO Investments, the Joint Sponsors are of the view that the Pre-IPO Investments are in
compliance with Guidance Letters HKEx-GL29-12, HKEx-GL43-12 and HKEx-GL44-12.
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CORPORATE STRUCTURE

Corporate structure as at the Latest Practicable Date

A simplified corporate structure of the Group as at the Latest Practicable Date is as follows:

Fosun International

l 100%

Fosun High Tech

I 37.87%

Fosun Pharma

l 100%

Fosun Pharma Industrial

Dr. LIU Dr. JIANG
Development

62.96% 37.04%
100%

Other existing Pre-IPO

Fosun New Medicine Cayman Henlius Other existing Shareholders®

Investors"
56.06% 5.03% | 0.51% 12.10% 0.14% 19.85% 6.31%
the Company ‘
100% I ‘
Taiwan Henlius 100% 100% 100% 100%
100% Hengenix Biotech, S_hanghal Henl_l us Shanghai Henlius Henlius
¢ . Biopharmaceuticals P -
Inc. Co.. Lid Biologics Co., Ltd. Europe Gmbh

Shanghai Hanying
Biotech Co., Ltd.

Notes:

(1) Other existing Pre-IPO Investors are existing Pre-IPO Investors other than Fosun Pharma Industrial Development. Please

«

refer to “— Background Information about the Existing Pre-IPO Investors” above for further details.

(2)  Other existing Shareholders are companies whose beneficial owners are employees of the Group, comprising Shanghai
Guoyou, Shanghai Guohong, Shanghai Guozhi, Shanghai Guoyun and HenLink, holding approximately 0.23%, 0.23%,
0.02%, 2.47% and 3.35% of the equity interests of the Company as at the Latest Practicable Date, respectively.
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Corporate structure immediately following the completion of the Global Offering

Immediately following the completion of the Global Offering (assuming the Over-allotment
Option is not exercised), a simplified corporate structure of the Group will be as follows:

Fosun International
100%
Fosun High Tech

I 37.87%

Fosun Pharma

I 100%

Fosun Pharma Industrial Dr. LIU Dr. JIANG

Development
37.04%

62.96%

100%
I I —_ Other existing Pre-IPO Other existing N ool ors
osun Rew Medicine ayman Henfius Shareholders'” Shareholders® Global Offering
49.33% I 443% | 0.45% 10,90%40.94‘4“’ 0.13% 17.47% 5.55% 11.71%-11.75%
the Company
100%
100% 100% 100% 100%

Taiwan Henlius . .
. ShanshalHEns Shanghai Henlius Henlius

Hengenix Biotech, Inc. Biopharmaceuticals Biologics Co., Ltd. Europe Gmbh
Co., Ltd. ’ )

100%

Shanghai Hanying
Biotech Co., Ltd.

Notes:

(1)  Other existing Pre-IPO Investors are existing Pre-IPO Investors other than Fosun Pharma Industrial Development. Please

«

refer to “— Background Information about the Existing Pre-IPO Investors” above for further details.

(2)  Other existing Shareholders are companies whose beneficial owners are employees of the Group, comprising Shanghai
Guoyou, Shanghai Guohong, Shanghai Guozhi, Shanghai Guoyun and HenLink.

(3)  Of the H Shares to be issued pursuant to the Global Offering, Cayman Henlius proposed to subscribe for certain amount

of the Offer Shares as a cornerstone investor. Please see “Cornerstone Investments”.

CONTEMPLATED APPLICATION FOR QUOTATION OF THE SHARES ON THE NEEQ

In December 2016, the Company submitted the Contemplated NEEQ Application to The National
Equities Exchange And Quotations Co., Ltd. (“NEEQC”). However, in 2017, the Company decided,
ahead of completing the regulatory review process with NEEQC, to suspend the Contemplated NEEQ
Application due to market conditions and commercial reasons. As part of the Contemplated NEEQ
Application process, the Company submitted the application documents, including a draft quotation
statement (the “Quotation Statement”), to the NEEQC for its review. As part of the NEEQC’s review
process, the Company received the first round comments in January 2017. Material comments from the
NEEQC in the first round comments included clarification queries on compliance with the quotation
conditions, certain parts of the business of the Company, including the timetable for
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commercialisation of the Company’s products and the Company’s ability to generate profit and the
basis for determining the issuance price in relation to the capital increases of the Company. The
Company addressed the NEEQC’s comments by explaining or clarifying to the NEEQC in its written
response and including disclosure to the Quotation Statement as requested by the NEEQC. In March
2017, the Company received the second round comments from the NEEQC containing two questions,
namely, asking the Company to supplement any subsequent events and disclose whether the
controlling shareholders and controllers of the Company and their respective related parties have
misappropriated the Company’s funds as the Company had made an advance payment of RMB300,000
on behalf of Fosun Pharma in relation to a government sponsored drug R&D project. The Company
did not respond to the second round comments as the Company had by then decided to suspend the
Contemplated NEEQ Application. However the Company believed that it would have no difficulty in
addressing these comments as the Company did not have any material subsequent events and Fosun
Pharma has settled such advance payment and there was no misappropriation of funds of the Company
by the controlling shareholders or controllers of the Company or their respective related parties as at
the end of the reporting period in relation to the Contemplated NEEQ Application. On 27 September
2018, the Company and Fosun Pharma resolved to withdraw the Contemplated NEEQ Application and
on 10 October 2018, NEEQC has acknowledged its receipt of the withdrawal application and the
termination of its review of the Contemplated NEEQ Application.

All correspondence with the NEEQC, including the Quotation Statement, the comments from the
NEEQC and the responses to the first round comments from the NEEQC, had been made public on the
website of NEEQC until 10 October 2018 in accordance with relevant laws and rules of the PRC.

There was no disagreement between the Company and the NEEQC or other professional parties
in relation to the Contemplated NEEQ Application. The Directors are of the view that there is no
matter in relation to the Contemplated NEEQ Application relevant to the Listing which would affect
the Company’s suitability for the Listing.

SPIN-OFF OF THE GROUP FROM FOSUN INTERNATIONAL AND FOSUN PHARMA

Each of Fosun International and Fosun Pharma considers that the spin-off and separate listing of
the Group from Fosun International and Fosun Pharma (the “Spin-off”) will be commercially

beneficial to Fosun International, Fosun Pharma and the Company for the following reasons:

(a) the Spin-off will provide Fosun International and Fosun Pharma and their respective
shareholders an opportunity to realise the fair value of their investment in the Company;

(b) the Spin-off will separate the Group’s business from those of the Remaining Fosun
International Group and the Remaining Fosun Pharma Group. Such separation will enable
shareholders and investors to appraise the strategies, success factors, functional exposure,
risks and returns of each group separately and to make or refine their investment decisions
accordingly. Investors will have the choice to invest in either one or all of the business

models;
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(c)

(d)

(e)

()

(2)

(h)

(1)

the Spin-off will allow the management teams of Fosun International, Fosun Pharma and
the Company to focus more effectively on their respective businesses with a clearly
delineated business objective and improve the Company’s ability to recruit, motivate and
retain key management personnel as well as to expediently and effectively capitalise on any

business opportunities in the Group’s business that may arise;

the Spin-off will provide a separate fund-raising platform for the Company, thereby
enabling it to raise the capital required to finance its future growth and expansion without
reliance on Fosun International and/or Fosun Pharma. Such platform would allow the
Company to gain direct access to the capital market for equity and/or debt financing to fund
its existing operations and future expansion, thereby accelerating its development and
improving its operating and financial performance, which in turn will provide better reward
for the shareholders of Fosun International, Fosun Pharma and the Company;

the Spin-off would enable more focused development, strategy planning and better
allocation of resources for the Remaining Fosun International Group, the Remaining Fosun
Pharma Group and the Company with respect to their respective businesses, and the
Remaining Fosun International Group, the Remaining Fosun Pharma Group and the Group
would benefit from the efficient decision-making process under the separate management

structure for seizing emerging business opportunities;

the Spin-off will increase the operational and financial transparency and improve the
corporate governance of the Company and provide shareholders, investors, financial
institutions and rating agencies with greater clarity on the businesses and financial status
of each of the Remaining Fosun International Group, the Remaining Fosun Pharma Group
and the Group on a standalone basis, and such improvements will help to build investor
confidence in forming investment decisions based on their assessment of the performance,
management, strategy, risks and returns of each of the Remaining Fosun International

Group, the Remaining Fosun Pharma Group and the Group;

the Spin-off will enable the Company to enhance its corporate profile, thereby increasing
its ability to attract strategic investors, who can produce synergy for the Company, for
investment in and forming strategic partnerships directly with the Company. The Remaining
Fosun International Group and the Remaining Fosun Pharma Group will benefit from such
investments without further capital commitment;

the financial results of the Group will continue to be consolidated in the financial
statements of Fosun International and Fosun Pharma following the Spin-off, which will
allow Fosun International and Fosun Pharma to benefit from any future growth in the
Group’s financial performance; and

the Spin-off will create a new investor base for the Company as it will be able to attract

new investors who are seeking investments specifically in the biopharmaceuticals sector.
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The Spin-off, if it proceeds, will not constitute a notifiable transaction for Fosun International
or Fosun Pharma under the Listing Rules. As required under applicable PRC laws and regulations, the
approval of the shareholders of Fosun Pharma for the Spin-off was obtained at the extraordinary

general meeting of Fosun Pharma held on 27 November 2018.

The proposal in relation to the Spin-off was submitted by Fosun International and Fosun Pharma
to the Stock Exchange for approval pursuant to Practice Note 15 of the Listing Rules (“Practice Note
15”), and the Stock Exchange has confirmed that Fosun International and Fosun Pharma may proceed
with the proposed Spin-off. Practice Note 15 requires Fosun International and Fosun Pharma to have
due regard to the interests of their respective existing shareholders by providing them with an assured
entitlement to the Shares, either by way of a distribution in specie of existing Shares or by way of a
preferred application in the offering of existing or new Shares (“Assured Entitlement”). Practice
Note 15 provides that the respective minority shareholders of Fosun International and Fosun Pharma

may by resolution in general meeting resolve to waive the Assured Entitlement.

In relation to Fosun Pharma, due to the provisions of certain PRC laws and regulations, Fosun
Pharma is restricted from providing the Assured Entitlement to its A shareholders on an equal basis.
In addition, due to the restrictions on profit distribution under PRC laws and the articles of association
of Fosun Pharma, Fosun Pharma will not be able to, by way of distribution in specie, distribute the
Shares to its A shareholders in order to provide them with the Assured Entitlement. At such, a
shareholders’ meeting of all shareholders of Fosun Pharma and class shareholders’ meetings of each
of the A shareholders and H shareholders of Fosun Pharma were held on 27 November 2018, pursuant
to which the proposed Spin-off and to provide the Assured Entitlement to Fosun Pharma H
Shareholders only has been approved. As a result, Fosun Pharma will provide the Assured Entitlement

to the Qualifying Fosun Pharma H Shareholders by way of the Preferential Offering.

In relation to Fosun International, it will provide the Assured Entitlement to the Qualifying
Fosun International Shareholders by way of the Preferential Offering.

In respect of the Preferential Offering, the Company has been advised by the Company’s PRC
legal adviser that pursuant to Article 23 of the Implementation Rules for Registration, Depository and
Clearing Services under the Mainland-Hong Kong Stock Markets Connect Programme ( A} 5L 7 5
BRI 35 28 o LMk OB SR A A EBSEMAMAL) ), China Securities Depository and
Clearing Co., Ltd. does not provide services relating to the subscription of newly issued shares.
Accordingly, Beneficial Fosun International Shareholders who hold Fosun International Shares or
Beneficial Fosun Pharma H Shareholders who hold Fosun Pharma H Shares through Shanghai-Hong
Kong Stock Connect or Shenzhen-Hong Kong Stock Connect cannot participate in the Preferential
Offering and will not be able to take up their respective Assured Entitlement to the Reserved Shares
under the Preferential Offering through the trading mechanism of Shanghai-Hong Kong Stock Connect
or Shenzhen-Hong Kong Stock Connect. See “Structure of the Global Offering” for further details of
the Preferential Offering.
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This section contains information relating to our markets. Certain facts, statistics and data
presented in this section and elsewhere in this prospectus have been derived, in part, from various
publicly available government and official sources, industry statistics and publications. We also
commissioned an independent industry consultant, Frost & Sullivan, to prepare an industry
research report (“Frost & Sullivan Report”) upon which this Industry Overview section is based.
Unless otherwise indicated, all historical and forecast statistical information, including trends,

¢

sales, market share and growth is from the Frost & Sullivan Report. See “—Sources of

Information” below.

While we have taken all reasonable care to ensure that the relevant official facts and statistics
are accurately reproduced from these sources, such facts and statistics have not been independently
verified by us or any of the Relevant Persons. Although we have no reason to believe that such
information is false or misleading in any material respect, or that any fact has been omitted that
would render such information false or misleading in any material respect, we make no
representation as to the accuracy or completeness of such information, which may not be consistent
with other information available. Accordingly, you should not place undue reliance on such
information or statistics. 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.

SOURCE OF INFORMATION

We engaged Frost & Sullivan, an independent market research and consulting company, to
conduct an analysis of, and to prepare a report on, the global biologics market, with a focus on the
PRC market for use in this prospectus. Founded in 1961, Frost & Sullivan provides market research
on various aspects of the pharmaceutical industry, among other services. The information from Frost
& Sullivan disclosed in this prospectus is extracted from the Frost & Sullivan Report, which was
commissioned by us for a fee of RMB920,000, and is disclosed with the consent of Frost & Sullivan.
The Frost & Sullivan Report was prepared through analysis of data compiled by Frost & Sullivan from
a wide variety of public and proprietary sources. Public sources utilised include news articles,
marketing materials and filings by other industry participants, as well as information from trade
associations. Proprietary sources consist of Frost & Sullivan’s own research database, survey data,
industry analyst reports and exclusive interviews with industry participants, customers and other
industry experts. Frost & Sullivan utilised its proprietary forecasting models to cross-check and
synthesise the data to produce both qualitative and quantitative analyses and projections included in
this prospectus.

OVERVIEW OF THE GLOBAL BIOLOGICS MARKET

Biologics are pharmaceutical products which differ from traditional chemical drugs in several
respects, with the main difference being that biologics are large molecule substances derived from
living organisms, and are not chemically synthesised products. As such, biologics are complex and can
have structural variations, even within and across production lots of the same product. Biologics
include a wide range of products which can be broadly classified into four major classes: (1) mAbs,
(2) recombinant therapeutic proteins, (3) vaccines and (4) others (which includes blood and blood
components, allergenics, somatic cells, gene therapy and tissues).
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Biologic drugs are currently among many of the top-selling pharmaceutical products in the
world. According to the Frost & Sullivan Report, the top-10 selling drugs globally in 2018 had

combined sales revenue of US$86.6 billion. Of these top-10 drugs, nine were biologics, as set out in
the graph below:

Global Top 10 Drugs in Terms of Sales Revenue, 2018
Billion USD
At wholesale price

20.5
9.7
7.6 7.5 7.2 7.1 7.0 6.9 6.7 6.4

Humira Revlimid Opdivo Enbrel Keytruda Herceptin

Chemical Drug

Bl Biologic

Avastin Rituxan Eylea Remicade

The global biologics market grew at a CAGR of 7.7% from US$194.4 billion in terms of sales
revenue in 2014 to US$261.8 billion in 2018. This trend is expected to continue in the coming years

with the global biologics market expected to grow at a CAGR of 9.0% from 2018 to 2023, reaching
US$402.1 billion in terms of sales revenue. The following diagram illustrates the size of the global
biologics market from 2014 to 2018 and the estimated market size from 2019 to 2023:

Breakdown of Global Biologics Market (2014-2023E)

14-18  18-23E
CAGR CAGR

Biosimilars 402.1 Total 7.7% 9.0%
= Original Biologics 370.6

3412 283
Billion USD
At wholesale price

39.7 Biosimilars 44.2% 40.6%

286.7

194.4 2048

Original Biologics  7.2% 7.3%
299.3

2014 2015 2016 2017

2018 2019E 2020E 2021E 2022E 2023E

— 123 —



INDUSTRY OVERVIEW

Global Biologics Market by Product Category

Amongst all biologics, mAbs constitute the largest segment of the global biologics market,
comprising 55.3% of sales revenue in 2018, according to the Frost & Sullivan Report. The following
diagram illustrates the breakdown of the global biologics market in terms of sales revenue by product
category in 2018:

Breakdown of Global Biologics Market by Category, 2018

1.2%

mAbs
m Recombinant Therapeutic Proteins
= Vaccines

55.3%

u Others

Of the above categories, we focus primarily on the development of mAbs, which are widely used
in different therapeutic areas, including oncology, auto-immune diseases, neurology and
ophthalmology. mAbs are made from identical immune cells that are all clones of a unique parent cell.
mAbs generally have specificity and affinity, in that they act by binding to the same part of the antigen
that is recognised by the antibody.

The global sales revenue of mAbs (including fusion proteins) was US$144.8 billion in 2018
according to the Frost & Sullivan Report. Auto-immune diseases and oncology are the two largest
therapeutic areas of mAbs, accounting for approximately 48.7% and 34.5% of the total mAbs market,
respectively.

Entry Barriers to the Biologics Market

According to the Frost & Sullivan Report, entry barriers of biologics development and
manufacturing include the following:

° Knowledge intensive — the development and production process of biologics is very
complex and requires multi-disciplinary knowledge and specialised skill sets.

° Long-term & complex development process — it typically takes approximately 10-15 years
on average to bring a biologics candidate from the discovery and clinical trial stages to
market launch.
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° Difficult to replicate — biologics are more difficult to replicate than traditional
small-molecule pharmaceuticals, due to their large and complex molecular structures which

are influenced by the specifics of the manufacturing process.

° Challenging manufacturing & supply chain management — the living cells used to
manufacture biologics are fragile and sensitive to external environmental factors, making
biologics more difficult to manufacture. Supply chain management is also more complex
for biologics as new technologies such as continuous manufacturing are introduced, and
manufacturers and logistics suppliers may experience difficulties timely producing and

delivering sufficient amounts of biologics to meet rapidly rising demand.

o Heavy capital investment — large-scale biologics-manufacturing facilities require
US$200-US$700 million or more to build, compared with small-molecule facilities of a
similar scale that may cost only US$30-US$100 million.

° Stringent regulation — regulators impose stricter regulations on biologics than chemical
drugs, requiring more comprehensive clinical data, a complex registration process and

on-going market surveillance.

Growth Drivers of the Global Biologics Market

According to the Frost & Sullivan Report, the growth of the global biologics market is primarily
driven by the following factors:

Superior efficacy of biologics — as a result of the ability to engage molecular targets with greater
specificity than chemical drugs, biologics have shown high efficacy in treating a broad spectrum of
diseases that lacked effective therapies in the past, such as cancers and autoimmune diseases, with
faster onset and fewer side effects. Such superior efficacy has resulted in growing acceptance among

patients and doctors, which stimulates demand and drives market growth.

Significant development in biotechnology — the application of biotechnology in pharmaceutical
science has brought a series of breakthroughs in the development of new drugs. Technological
innovation and progress in areas such as genetics and biochemistry have enhanced biotechnology
companies’ capabilities in research and development. Advancement in biotechnology may also help to

increase the production yield of some biologics, leading to substantially lower production costs.

Increasing investment in research and development — biologics R&D is the key to industry
growth. Discovering and developing new biologics is typically expensive and time-consuming due to
the knowledge-intensive nature of the process. However, given the potential size of market
opportunities, there have been increases in global investment in the research and development of

biologics, resulting in a rapid expansion of the biologics pipeline in the industry.
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Growing biosimilar market — the global biologics industry is expected to benefit from the
development of the global biosimilar market. Patents for many branded biologics will expire in the
next few years, paving the way for manufacturers to develop and produce biosimilars for these agents,
which are expected to improve affordability and promote wider access to critical life-saving therapies.
In addition, cost pressures on both the government and private payers create a demand for biosimilars,
which are cost-effective alternatives to higher-priced branded biologics. Major emerging economies
such as China and countries in South America, Eastern Europe and Southeast Asia are expected to
offer significant market opportunities due to the substantial unmet demand for medical products.
These regions feature large and ageing populations, with increased prevalence of chronic diseases and
cancer. The biologics industry standards in these regions are not well established due to generally
underdeveloped centralised drug evaluation systems, resulting in heavy reliance on imported drugs.
However, given that many of the countries in these regions have significant low- to middle-income
populations with low healthcare expenditure, medical accessibility is poor and clinical demand is

largely unsatisfied.
OVERVIEW OF CHINA’S BIOLOGICS MARKET

Driven by a growing but underserved demand of the cancer patient population, increasing
affordability and healthcare awareness, favourable government policies and increased capital
investment in research and development, China’s biologics market has experienced rapid growth in the
past few years, faster than the global average. While chemical drugs are the largest segment in China’s
pharmaceutical market, accounting for 51.4% of total sales revenue in 2018, this segment recorded a
substantially lower growth rate compared to that of biologics. Despite being a smaller segment in
China’s pharmaceutical market in terms of sales revenue, China’s biologics market grew from
RMBI116.7 billion in 2014 to RMB262.2 billion in 2018 in terms of sales revenue, representing a
CAGR of 22.4%. The market is expected to further grow at a CAGR of 19.6% from 2018 to 2023,
reaching RMB641.2 billion in terms of sales revenue. The diagram below illustrates the size of
China’s biologics market from 2014 to 2018 and the estimated market size from 2019 to 2023:

Breakdown of China Biologics Market (2014-2023E)
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mAbs (including fusion proteins) only accounted for 6.1% of China’s biologics market in 2018,
while globally the figure was 55.3% in the same year, representing a sizable market potential.
According to the Frost & Sullivan Report, with the inclusion of more mAbs into the NRDL, sales
revenue of China’s mAbs market is expected to grow to RMB156.5 billion in 2023, representing a
CAGR of 57.9% from 2018 to 2023, which will outpace the growth of China’s overall biologics
market. The diagram below illustrates the size of China’s mAb market from 2014 to 2018 and the
estimated market size from 2019 to 2023:

China mAbs Drug Market Size and Forecast, 2014-2023E
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Growth Drivers of China’s Biologics Market

According to the Frost & Sullivan Report, the growth of China’s biologics market is primarily

driven by the following factors:

Growing disease incidence — China has experienced significant increase in diseases such as
cancer and chronic diseases. For example, China’s cancer patient population has been increasing at a
faster pace compared with the US. The incidence of cancer in China reached 4.3 million cases in 2018
and is projected to reach 4.9 million cases in 2023, representing a CAGR of 2.6%, while cancer
incidence in the US is expected to grow only at a CAGR of 0.7% from 2018 to 2023. However, much
of the growing cancer patient population in China is underserved. According to the National Bureau
of Statistics of China, the per capita disposable income in China in 2018 was RMB28,228, which is
considerably less than the cost of treatment regimens involving biologics such as the originator drugs
for our Core Products. Even for drugs that are available for reimbursement under the NRDL, the total
cost of treatment may still comprise a substantial majority of the average person’s income in the PRC.
This has resulted in low penetration rates for such originator drugs and significant unmet demand. See
“Business—Our Biosimilar Portfolio” for further details on the treatment costs of originator drugs for
our Core Products. Given that biologics have proven to have superior efficacy for cancer treatment and
the increasing prevalence of chronic diseases such as RA and PS, which need long-term medication,

demand for biologics is likely to increase.
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Increasing capital investment — the pharmaceutical industry, particularly the biologics industry,
is capital intensive and requires substantial investment in research and development as well as the
manufacturing process. Capital investment in China’s pharmaceutical industry in 2017 was US$24.9
billion, accounting for 22.2% of global investment in the pharmaceutical industry. This has provided
substantial capital for biologics R&D and the construction of biologics manufacturing facilities.

Regulatory reform and favourable government policies — the Chinese government has
established a set of regulations and policies to support the development of biologics, including by (i)
allowing priority review and approval for innovative drugs such as biologics which have the potential
to address urgent clinical need, (ii) enhancing patent protection and rewarding innovation, (iii)
harmonising regulatory pathways with international standards and (iv) imposing heighted product
quality standards. These developments are expected to lead to more multinational pharmaceutical
companies seeking to market innovative biologics in China as well as stimulate domestic investment
in biologics R&D, both of which are expected to diversify the availability of biologics on the market
and boost patient use. See “Regulatory Overview”.

Increasing affordability and healthcare awareness — driven by China’s steady economic growth,
total heath expenditure has been increasing steadily with improved awareness of healthcare issues. In
2017, China ranked the second globally in terms of total healthcare expenditure at US$778.4 billion,
behind the US at US$3,492.1 billion. As spending power increases, more households can afford more
expensive medical treatments, particularly for life-threatening diseases. As biologics become more
affordable to a larger proportion of the population, they will be used more commonly as a treatment
for oncology and auto-immune diseases, thereby driving the growth of the biologics industry in China.

Establishment of a Biosimilar Pathway — to create a standardised regulation on the development
and evaluation of biosimilars in China, the NMPA issued the Biosimilar Guidelines in 2015, which
clarified the definition of biosimilar drugs and determined the standards for pre-clinical R&D, clinical
trials and manufacturing process. Furthermore, it aims to verify the proven similarity between
biosimilar and its reference drug, which lays the foundation of rapid growth of China’s biosimilar
industry.

Medical Insurance in China

Medical insurance schemes provided by the PRC government, including urban and rural medical
insurance, are the largest payors of pharmaceutical expenditures in China. Chinese healthcare
consumers are also increasingly purchasing commercial medical insurance to supplement the
insurance coverage provided by the PRC government, and this trend is expected to continue as
healthcare awareness grows.

China’s NRDL is managed by regulatory authorities such as the Ministry of Human Resources
and Social Security and the State Administration for Medical Insurance (“SAMI”) which was
established in 2018. The NRDL consists of two drug catalogues, namely Category A and Category B.
Drugs that fall into Category A are fully reimbursable and must be included in the provincial
government reimbursement drug lists. Drugs with a higher price typically fall into Category B which
generally require a 10% to 30% co-payment by patients. Inclusion in the NRDL typically results in
a much higher sales volume and a significant sales growth despite a reduction in the price.
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Historically, in terms of cancer treatment, only chemotherapy drugs were included in the NRDL,
and the biologics oncology drug market was essentially a users’ self-pay market. The PRC government
has made significant efforts in enhancing the affordability of biologics. The NRDL updates in
February 2017 allowed for inclusion of more expensive anti-cancer drugs. In July 2017, 36 innovative,
patented drugs were incorporated in Category B after price negotiations with the PRC government,
including anti-cancer mAbs such as rituximab, trastuzumab and bevacizumab. As a result of price
negotiations with the PRC government, prices of these 36 drugs have decreased by 44% on average,
with the greatest price reduction surpassing 60%. Another 17 oncology-focused drugs were added to
the NRDL in 2018. As more biologics are included in the NRDL, the affordability of biologics is
expected to increase which allows greater market access. Given the PRC government’s increasing
attention to major public health issues, it is expected that more innovative drugs will be included in
the NRDL in the future.

OVERVIEW OF CHINA’S BIOSIMILARS MARKET

Under the Biosimilars Guidelines, a biosimilar product is a biological product that is proven,
based on clinical results, to be highly similar to an approved biological product, known as an
originator or reference product, and has no clinically meaningful differences in terms of safety and
efficacy from the reference product. In addition, the regulatory pathway for biosimilars was
established only recently, and there have been no biosimilars approved in China. Our HLXO01 is the
first mAb biosimilar developed in China to receive regulatory approval under the Biosimilar
Guidelines and to commence commercial sales. With the recent establishment of regulatory pathways
for biosimilars, increasing control of healthcare costs, better manufacturing capabilities and a larger
number of “blockbuster” biologics with near-term and medium-term patent expiration (including the
originator drugs for our Core Products; see “Competitive Landscape” for further details), biosimilars
will become a key driver of future growth for the biologics market. See “Summary—Biosimilars and
Bio-Innovative Drugs” for summary details on the regulatory regime in the PRC for biosimilars, as
well as bio-innovative drugs which may include biosimilars developed for indications not previously
approved in China.

China’s Biosimilar Market

According to the Frost & Sullivan Report, the sales revenue of China’s biosimilars market is
expected to grow at a CAGR of 74.2% from RMB1.6 billion in 2018 to RMB25.9 billion in 2023, and
further grow at a CAGR of 12.5% to reach RMB58.9 billion in 2030, as set out in more detail in the
graph below:

China Biosimilars Market Size and Forecast, 2014-2030E
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Since the publication of the Biosimilar Guidelines in February 2015, no biosimilars in
development have been approved in accordance with them in the PRC. Our HLXOI is the first mAb
biosimilar developed in China to receive regulatory approval under the Biosimilar Guidelines and to
commence commercial sales. However, the Biosimilar Guidelines define what constitutes a biosimilar,
and accordingly three pre-existing generic drugs developed in the PRC (all Enbrel biosimilars) were
included within the scope of such definition. These three drugs contributed to the sales of biosimilars
in China in 2014 through 2018, though are not projected to continue to be major contributors to the
overall PRC biosimilar market once new mAb biosimilars receive approval and are launched in China.
We also do not expect to compete with these biosimilars as we do not currently have an Enbrel

biosimilar under development in our drug pipeline.

According to the Frost & Sullivan Report, of the five largest biosimilars in China by projected
sales revenue from 2023 to 2030, we are developing or have developed four as our Core Products,
namely HLX01 () (a MabThera (rituximab) biosimilar that commenced commercial sales in
May 2019), HLXO02 (a Herceptin (trastuzumab) biosimilar), HLX03 (a Humira (adalimumab)
biosimilar) and HLX04 (an Avastin (bevacizumab) biosimilar). The graph below sets out this projected

growth in more detail:

Breakdown of China Biosimilars Market by International Nonproprietary Name, 2014-2030E
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Market size of MabThera (rituximab) in China

Our HLX01 (I£F|)f) received NDA approval from the NMPA on 22 February 2019 for the
non-Hodgkin lymphoma indication, becoming the first biosimilar drug approved in China in
accordance with the Biosimilar Guidelines. According to the Frost & Sullivan Report, the sales
revenue of China’s MabThera (rituximab) biosimilar market is expected to grow at a CAGR of 54.8%
from 2019 to approximately RMB2.7 billion in 2023, and further grow at a CAGR of 11.6% to reach
RMBS5.8 billion in 2030. Rituximab was added to the NRDL in 2017 and to the NEDL in November
2018.
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Breakdown of China MabThera (Rituximab) Market by Originator and Biosimilars, 2014-2030E
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Billion RMB
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Market size of Herceptin (trastuzumab) in China

We have entered a multi-jurisdictional Phase 3 clinical trial for HLX02 with respect to the
HER2"* metastatic breast cancer indication. Our NDA for HLX02 was accepted by the NMPA in April
2019 and is currently under priority review. The marketing authorisation application (“MAA”) filed
by our commercialisation partner Accord was accepted by the EMA in June 2019. The first Herceptin
(trastuzumab) biosimilar is expected to go to market by 2019. According to the Frost & Sullivan
Report, the sales revenue of China’s Herceptin (trastuzumab) biosimilar market is expected to grow
at a CAGR of 146.6% from 2019 to approximately RMB3.8 billion in 2023, and further grow at a

CAGR of 10.0% to reach RMB7.3 billion in 2030. Trastuzumab was added to the NRDL in 2017 and
to the NEDL in November 2018.

Breakdown of China Herceptin (Trastuzumab) Market by Originator and Biosimilars,

2014-2030E
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Market size of Humira (adalimumab) in China

We have completed the Phase 3 clinical trial for HLX03 with respect to the plaque psoriasis
indication. Our NDA for HLX03 was accepted by the NMPA in January 2019 and is currently under
priority review. The first Humira (adalimumab) biosimilar is expected to go to market by 2019.
According to the Frost & Sullivan Report, the sales revenue of China’s Humira (adalimumab)
biosimilar market is expected to grow at a CAGR of 291.4% from 2019 to 2023, and further grow at
a CAGR of 13.7% from 2023 to 2030 to reach RMB11.5 billion in 2030.

Breakdown of China Adalimumab (Humira) Market by Originator and Biosimilars, 2014-2030E
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Market size of Avastin (bevacizumab) in China

We have entered a Phase 3 clinical trial for HLX04 with respect to the metastatic colorectal
cancer indication. The first Avastin (bevacizumab) biosimilar is expected to go to market by 2019.
According to the Frost & Sullivan Report, the sales revenue of China’s Avastin (bevacizumab)
biosimilar market is expected to grow at a CAGR of 343.5% from 2019 to approximately RMB6.4
billion in 2023, and further grow at a CAGR of 6.5% to reach RMB9.9 billion in 2030. Bevacizumab
was added to the NRDL in 2017.

Breakdown of China Avastin (Bevacizumab) Market by Originator and Biosimilars, 2014-2030E
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OVERVIEW OF OTHER THERAPEUTIC AREAS

In addition to biosimilars, we are developing a number of bio-innovative drugs, including
HLXO07, a cetuximab biobetter targeting EGFR, and HLX10, a novel PD-1 inhibitor. Moreover, we are

also developing combination therapies involving our drug candidates, for example HLX10.

Market Size of Cetuximab in China

We have entered Phase 1b/2 clinical trials for HLX07. China sales revenue for cetuximab
remained stable at approximately RMBO.3 billion in recent years, primarily due to its high price. After
Erbitux (cetuximab) biosimilars (or in our case, a cetuximab biobetter) are launched in China, and
with ongoing additions of new drugs to the NRDL, the cetuximab market is expected to grow
significantly. According to the Frost & Sullivan Report, cetuximab sales revenue in China is expected
to grow at a CAGR of 31.5% from 2018 to approximately RMB2.0 billion in 2023, and further grow
at a CAGR of 8.3% to reach RMB3.4 billion in 2030.

Historical and Forecasted China Cetuximab Market Size, 2014-2030E

Period CAGR 33 34 34 34
32
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Market Size of PD-1/PD-L1 Inhibitors in China

We have entered a Phase 2 clinical trial for HLX10. According to the Frost & Sullivan Report,
as at 31 May 2019, five PD-1 inhibitors had been approved in China, namely Opdivo from Bristol
Myers Squibb, Keytruda from Merck, Tyvyt from Innovent, Ailituo from Hengrui and Tuoyi from
Junshi, and one NDA had been filed in China. The PD-1/PD-L1 market in China is expected to grow
rapidly in the coming years as more of such drugs become commercialised and available. PD-1/PD-L1
sales revenue in China is expected to grow at a CAGR of 136.6% from 2018 to RMB66.4 billion in
2023, and further grow at a CAGR of 3.2% to reach RMB&82.6 billion in 2030.
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Forecast China PD-1 & PD-L1 Inhibitors Market Size 2018-2030E

Period CAGR
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Combination Therapies

Relatively new immuno-oncology therapies, such as inhibitors which block the PD-1/PD-L1
pathway as described in the paragraph above, have been shown to be an effective monotherapy for
some forms of cancer. Improved response and extended survival rates as observed with such
immunotherapies have led investigators to explore the synergistic potential of combination
immunotherapy to inhibit complementary immunosuppressive pathways simultaneously. With its
established anti-tumour activity and favourable toxicity profile, PD-1/PD-L1 inhibition has served as
the foundation for many new combination immunotherapy strategies. In December 2018, the FDA
approved a combination therapy from Roche for Tecentriq (a PD-L1 inhibitor) plus Avastin
(bevacizumab) and the chemotherapy agents paclitaxel and carboplatin for the first-line treatment of
NSCLC with no EGFR or ALK genomic tumour aberrations. The approval was based on the Phase 3
IMpower 150 study which demonstrated a significant improvement of overall survival for the combo
treatment versus Avastin plus chemotherapy alone (median overall survival = 19.2 months vs. 14.7

months, respectively). See “Business—Immuno-oncology Combination Therapies” for further details.

While combo therapies have been shown to significantly improve efficacy, potential drawbacks
are those inherently associated with the use of multiple drugs, including the higher cost and the higher
possibility of adverse side effects. However, according to the Frost & Sullivan Report, combo
therapies thus far have not demonstrated significant increases in adverse side effects, and the cost of
such therapies has generally been lower than the accumulated cost of separate monotherapies
involving the same drugs due to the more potent efficacy of combo therapies, which may reduce the

duration of treatment needed.
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See “Business — Our Biosimilar Portfolio” for details on how we intend for each of our Core
Products to effectively compete against existing and potential competitors. As biosimilar candidates
are approved based on their bioequivalence to the reference drugs, biosimilars to the same reference
drug as developed by different companies are generally not expected to have meaningful differences
in efficacy or safety compared to each other. Instead, differences among biosimilars may arise with
respect to product pricing and product quality and reliability (perceived or otherwise).

In addition to the above expected competitors in the PRC, the table below sets forth a summary
of biosimilars approved in the US and/or the EU, according to the Frost & Sullivan Report.

Jurisdiction(s) of approval

Reference drug Biosimilar Developer (date of approval)
MabThera . . . .. Truxima Celltrion and Teva US (28 November 2018)
Pharmaceutical Industries EU (17 February 2017)
Rixathon Sandoz and Novartis EU (15 June 2017)
Herceptin . . ... Ogivri Mylan GmbH and Biocon US (1 December 2017)
EU (12 December 2018)
Ontruzant Samsung Bioepis EU (15 November 2017)
US (18 January 2019)
Herzuma Celltrion and Teva EU (8 February 2018)
Pharmaceutical Industries US (14 December 2018)
Kanjinti Amgen, Breda and Allergan EU (16 May 2018)
Humira . ...... Amjevita Amgen US (23 September 2016)
EU (21 March 2017)
Cyltezo Boehringer-Ingelheim US (25 August 2017)
EU (10 November 2017)
Hyrimoz Sandoz US (30 October 2018)
Imraldi Samsung Bioepis EU (24 August 2017)
Hulio Mylan and Fresenius Kabi EU (16 September 2018)
Avastin . .. .... Myvasi Amgen US (14 September 2017)
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As the above biosimilars have not been approved nor filed for approval in the PRC, we do not
expect our Core Products to directly compete with them in the near future. In order for such
biosimilars to be sold in the PRC, they must also undergo a regulatory application and approval
process in the PRC. See “Regulatory Overview—A. Regulatory Overview of the China Mainland
Laws—Regulations Related to the Clinical Trials and Registration of Drugs—Applications for
Biosimilars” for further details. However, even if approved in the PRC, overseas biosimilar
manufacturers may face economic entry barriers in profitably accessing the PRC market, according to
the Frost & Sullivan Report. For example, biosimilar manufacturers in the US and EU typically face
higher labour costs for production. When considered together with the costs associated with the import
of biosimilars into the PRC and the fixed price reimbursement regime set out by the NRDL, overseas
biosimilar manufacturers may face the prospect of thin profit margins in the PRC. See “Risk
Factors—Risks Relating to Our Operations—We operate in a competitive industry and may fail to

compete effectively” for further details.
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The following is a brief summary of the laws and regulations in China Mainland and Taiwan
that currently may materially affect the Group and its operations. The principal objective of this
summary is to provide potential investors with an overview of the key laws and regulations
applicable to the Group. This summary does not purport to be a comprehensive description of all
the laws and regulations applicable to the business and operations of the Group and/or which may
be important to potential investors. Investors should note that the following summary is based on

the laws and regulations in force as at the date of this prospectus, which may be subject to change.

A. REGULATORY OVERVIEW OF CHINA MAINLAND LAWS

This section summarises the primary China Mainland laws, regulations and normative documents

that are relevant to our business.

REGULATIONS RELATED TO PHARMACEUTICAL PRODUCT DEVELOPMENT AND
APPROVAL

Regulatory Authorities

The pharmaceutical industry in the PRC is mainly administered by three governmental agencies:
the National Medical Products Administration (“NMPA”), the National Health Commission (“NHC”)
and SAMI.

The NMPA is the primary drug regulator responsible for managing the policies, standards, safety,
registrations, quality, post-marketing risks, and inspection of pharmaceutical products, cosmetics and
medical devices, as well as overseeing international exchanges and cooperation and supervising the
local drug administration agencies. In August 1998, the State Drug Administration (“SDA”) was
established. The SDA was replaced by the State Food and Drug Administration (“SFDA”) in March
2003 and was later reorganised into the China Food and Drug Administration (“CFDA”) in March
2013. After the institutional reform of the State Council in 2018, the duties of the CFDA were
consolidated into the State Administration for Market Regulation (“SAMR”), and the NMPA was
established, which is a department under the SAMR.

The NHC, formerly known as the National Health and Family Planning Commission (“NHFPC”)
is an authority at the ministerial level under the State Council and is primarily responsible for national
public health. The Ministry of Health (“MOH”) was reorganised into the NHFPC following the
institutional reform of the State Council in March 2013. The duties of the NHFPC were consolidated
into the NHC following the institutional reform of the State Council in 2018.

The SAMI, a new authority established in May 2018, is primarily responsible for (1) drafting and
implementing policies, plans and standards on medical insurance, maternity insurance and medical
assistance; (2) administering healthcare fund; (3) formulating a uniform medical insurance catalogue
and payment standards on drugs, medical disposables and healthcare services; and (4) formulating and

administering the bidding and tendering policies for drugs and medical disposables.
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CMC Regulation

According to Good Manufacturing Practice for Drugs (2010 Revision) ({2 i A= 7 B &8 45 PR i
(20104F-1&%]) )) promulgated by the MOH in January 2011, the provisions are basic requirements for
manufacturing and quality management of drugs. Special requirements for sterile products, biologics
and blood products, etc., or the manufacturing and quality management activities, shall be separately
enacted as annexes by the SFDA. Subsequently, in February 2011, the SFDA issued five annexes with
detailed requirements for the manufacturing of sterile drugs, APIs, biologics, blood products and

traditional Chinese medicine. The main provisions of the annexes for biologics are as follows:
(1) Personnel

Related personnel should receive training, be vaccinated and have regular health checks.
Unauthorized personnel and personnel who could potentially affect the quality and safety of the
products should be excluded from production areas. During the manufacturing period, personnel
should not pass from areas where exposure to live organisms or animals to areas where other products
or organisms are handled unless they complied with clearly defined decontamination measures.

Production personnel should not engage in animal care.
(2) Premises and Equipment

Air cleanliness classification for production environment should be adapted to the requirements
of products and operation, and the premises and facilities for production should not result in any
potential contamination risk to raw materials, intermediates and final products. Facilities such as
HVAC should meet specific requirements when high-risk pathogenic factors involved in the
production. During those stages of the manufacturing process in which live organisms are used,
relevant precautions are required to prevent the risk of cross-contamination. The production areas and
equipment used for processing live organisms should be cleaned up and decontaminated easily, and be
validated. Equipment used during handling of live organisms should be able to maintain cultures
uncontaminated by external sources during processing. Isolated and closed systems involved in
exposure of toxic species of bacteria and products should be tested regularly and be demonstrated
freedom from leakage risk. Items and equipment contaminated by pathogen during processing should

be separated from unused sterilized items and equipment, and be marked clearly.
(3) Animal Quarters and Relatives

Quarters for animals used in production, quarters for animals used in quality and production
areas should be separated from each other. For animals used for production and testing, their health
state should be monitored and recorded in detail. Animals chosen for production and testing use should
meet the requirements of Pharmacopoeia of the People’s Republic of China ({H % A R ILFN[E g€ ) ).
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(4) Production Management

Where the necessary tests of raw materials take a long time, it may be permissible to process
materials before the results of the tests are available, and in such cases, release of a finished product
is conditional on satisfactory results of these tests. A perfect system of cell banks for cells used in
production and testing and a perfect system of seed lots for bacterial and viral strains used in
production and testing should be established. The suitability of seed lots and cell banks should be
demonstrated by consistency of the characteristics and quality of the successive batches of products,
and seed lots and cell banks should be established, stored and used in such a way as to avoid the risks
of contamination or alteration. The number of generations between the seed lot or cell bank and the
finished products should be consistent with registered and approved dossiers. Establishment of the
seed lot and cell bank should be performed in a suitably controlled environment and during the
establishment of them, no other living or infectious material should be handled by operator
simultaneously in the same area. Unauthorized person should not access the seed lot and cell bank.
Evidence of resources, production, storage, the stability and recovery of the seed lot and cell bank
should be documented, any deviation from set limits and any corrective action taken should be
recorded, and the inventory record should keep for long time. Different seed lots or cell banks should
be stored in such a way to avoid errors, confusion or cross-contamination. The suitability of culture
media should be tested and culture media used in production should not contain any materials which
are not approved. While adding materials or taking samples, it should be carried out under carefully
controlled conditions, and care should be taken to ensure that vessels are correctly connected.
Containment of centrifugation and blending activities of products should be implemented to prevent
diffuse of live micro-organisms resulting from suspended particles during the process. “Sterilize in
place” used in culture media should be encouraged. Equipment used for chromatography should be
dedicated to the purification of one product and should be sterilized or sanitized between batches.
Strict cleaning and sterilization procedures should be established to prevent from cross-contamination
for apparatus and equipment used in sampling, testing, or routine monitoring, and assessment should
be performed for them based on the risk level of production, when necessary, dedicated apparatus or

equipment should be used exclusively in special area.

(5) Quality Management

Raw materials, original solution, intermediate products and finished products should be tested
strictly. When the tests of intermediate products take a long time, it may be permissible to carry onto
next process before the results of the tests are available, and in such cases, release of a finished
product is conditional of satisfactory results of these tests. It may be necessary to retain samples of
intermediate products in sufficient quantities and under appropriate storage conditions. Continuous
monitoring of certain production processes is necessary and such data should form part of the batch
record. Where a continuous culture is used, special consideration should be given to the quality

control requirements according to the nature of the process method.
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REGULATIONS RELATED TO THE CLINICAL TRIALS AND REGISTRATION OF DRUGS
Examination and Approval of NDA

On 10 July 2007, the SFDA promulgated the Administrative Measures for Drug Registration
(CHE S s A L E9% )), which became effective on 1 October 2007. Under the Administrative
Measures for Drug Registration, applications for drug registration include new drug applications,
generic drug applications, imported drug applications, and supplementary applications and
re-registration applications. The applications for drug registration by domestic applicants shall be
handled in accordance with the procedures and requirements for new drug applications and generic
drug applications, and the applications for registration of imported drugs by overseas applicants shall
be handled in accordance with the procedures and requirements for the applications for imported
drugs. A new drug application refers to an application for registration of a drug that has not yet been
marketed for sale in China. In addition, the registration of drugs that change the dosage form of the
marketed drugs, change the route of administration, and increase the new indications shall be reported
in accordance with the application procedures for new drugs. According to the Administrative

Measures for Drug Registration, the approval of new drugs requires the following steps:

° pre-clinical studies including in vitro laboratory evaluation as well as in vivo animal studies
of the drug candidate, which are conducted to assess the potential safety and efficacy of the
drug candidate. Pre-clinical studies should be conducted in compliance with relevant
administrative regulations, among which the safety evaluation research must comply with
the Quality Management Practices on Non-Clinical Research of Drugs ({Z&%) JF ifi K 0f 5%
BEEMIE));

° upon completion of the pre-clinical studies, the applicant should complete the Application
Form for Drug Registration ({ZEfFEfMHEEX)) and accurately submit relevant
information to the drug regulatory authorities at provincial, autonomous regional or
municipal level where it is located. The drug regulatory authorities at provincial,
autonomous regional or municipal level should conduct formal review over the application
material. If the requirements are satisfied, they will issue an acceptance notice of the drug
registration application; if the requirements are not satisfied, they will issue a
non-acceptance notice of the drug registration application and explain the reason within
five days from the date of acceptance of the application. The drug regulatory authorities at
provincial, autonomous regional or municipal level should organise an on-site verification
of the development situation and original data of drugs, conduct a preliminary review of the
application materials and give review opinions. If the drugs being applied for registration
are biological products, it is necessary to take three production batches of samples for

inspection and send a registration inspection notice to the drug examination institute;

° the drug regulatory authorities at provincial level will then submit the review opinions,
verification reports and application materials to the Centre for Drug Evaluation (“CDE”)
of the NMPA and notify the applicant;
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after receiving the application materials, the CDE of the NMPA shall arrange for
pharmaceutical, medical and other professionals to conduct a technical review on the
application materials within the prescribed time, and require the applicant to supplement
information and explain the reason, if necessary. After completion of the technical review,
it will give the technical review opinion and submit such opinion to the NMPA, along with
the relevant materials;

after receiving the technical opinion from the CDE, the NMPA will assess whether to grant
the approval for conducting clinical trials on the new drug candidate. The NMPA will make
the approval decision based on the technical review opinion, and issue the Approval for
Drug Clinical Trials (CZEY IR st B it 1)) if it meets the requirements. According to The
Decision on Adjusting the Examination and Approval procedures for Some Administrative
Examination and Approval Items on Drug by the SFDA ([H ¢ £ & 8 /i B B 48 248 =) B
A RE R 43 BE AT BUER It FIHAFHERE P U PR AE ) ), being effective on 1 May 2017, the clinical
trial approval can be directly issued by the CDE on behalf of the NMPA. This delegation
of authority can shorten the approval timeline of a clinical trial application. In July 2018,
the NMPA promulgated the Announcement of the NMPA on Adjusting Evaluation and
Approval Procedures for Clinical Trials for Drugs (€[5 5% 85 i ¥ B 4 B )= BE i o 5% 22 4 [
IR a5 B B L2 )P /A4 )), which further adjusted the application process of drug
clinical trials in China. If an applicant does not receive any negative or questioning
opinions from the NMPA within 60 days after the date of accepting the application and the
payment of the fee, drug clinical trials may be conducted in accordance with the plan being
submitted;

after obtaining the approval for conducting clinical trials, the applicant may proceed with
the relevant clinical trial at institutions with appropriate qualifications, and the clinical
trials would be conducted in phases 1, 2, 3 and 4 in accordance with the Administrative
Measures for Drug Registration:

° Phase 1 clinical trial refers to the preliminary evaluation test of clinical pharmacology
and body safety. It observes the human body tolerance for the new medicine and
pharmacokinetics, to provide a basis for formulating the dosage regimen;

° Phase 2 clinical trial refers to the stage of preliminary evaluation of treatment. It aims
to preliminarily evaluate the therapeutic effect and safety of the drug on patients with
targeted indication, as well as to provide a basis for determining the phase 3 clinical
trial research design and the dosage regimen. The study design at this stage can take
a variety of forms, including the randomised blinded controlled clinical trials,
according to the specific research purpose;

° Phase 3 clinical trial refers to the stage of confirmation of therapeutic effect. It aims
to further verify the therapeutic effect and safety of the drug on patients with targeted
indication, to evaluate its benefit and risk relationships, and eventually to provide
sufficient basis for review of the medicine registration application. The trial should
generally be a randomised blinded controlled trial with sufficient sample size; and
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o Phase 4 clinical trial refers to the new drug’s post-marketing applied research stage.
It aims to inspect the therapeutic effect and adverse reactions of the drug once widely
used, to evaluate the benefit and risk relationships when used among the general or

special population and to improve the dosage, etc.

after completion of the clinical trials of drugs, the applicant should complete the
Application Form for Drug Registration, and submit the application materials for
production to the drug regulatory authorities at provincial, autonomous regional, or
municipal level where it is located, and at the same time, submit the raw materials used for
the production of standard product and the related research data of standard materials to the
National Institute for Food and Drug Control (“NIFDC”);

the drug regulatory authorities at provincial level should conduct formal review over the
application materials. If the requirements are satisfied, they will issue an acceptance notice
of the drug registration application, and should organise an on-site verification of the
clinical trial and related original data, conduct a preliminary review of the application
materials and give review opinions, all within five days from the date of acceptance of the
application. For other drugs in addition to the biological products, it is necessary to take
three batches of samples and send a standard review notice to the drug examination
institute;

the drug regulatory authorities at provincial level will then submit the review opinion,
verification reports and the application materials to the CDE of the NMPA and notify the
applicant within the prescribed time;

the drug examination institute should review the declared drug standards and submit the
review opinions to the CDE of the NMPA within the prescribed time, and at the same time,
send copies to the competent provincial drug regulatory authority and the applicant;

after receiving the application materials, the CDE of the NMPA will arrange for
pharmaceutical, medical or other professionals to conduct a technical review on the
application materials and request for supplemental materials and explanations, if necessary.
After completion of the technical review and if all the requirements are satisfied, the CDE
of the NMPA will report to the Drug Certification Administration Centre of the NMPA and
notify the applicant that it may apply for a production site inspection to the Drug
Certification Administration Center of the NMPA;

the applicant should apply to the Drug Certification Administration Centre of the NMPA for
a site inspection within six months after receiving the notice of production site inspection;

the Drug Certification and Management Centre of the NMPA will arrange an on-site
inspection of the facilities for the mass production of the new drug within 30 days after
receiving the application for inspection of the production site, to confirm the feasibility of
the approved production process. The Drug Certification and Management Centre of the

— 145 —



REGULATORY OVERVIEW

NMPA will also take one batch of samples (three batches of samples for the biological
products) and send to the drug examination institute that conducts standard review of the
drug for inspection, and send the report on production site inspection to the CDE of the
NMPA within 10 days after completion of the site inspection;

° the drug examination institute should inspect the collected samples according to approved
drug standards, and submit the drug registration and inspection report to the CDE of the
NMPA within the prescribed time, and at the same time, send a copy to the drug regulatory

authorities at provincial, autonomous regional or municipal level and the applicants; and

° the CDE of the NMPA will form a comprehensive opinion based on the technical review
opinion, the report on sample production site inspection and the result of sample
examination, and submit to the NMPA together with relevant materials. The NMPA will

make an approval decision based on the comprehensive opinion.

If all the regulatory requirements are satisfied, the NMPA will grant a New Drug Certificate, and
if the applicant has held a valid Drug Manufacturing Certificate ({25 & #F [ #5)) and meets the
requisite production conditions, the NMPA will grant a drug approval number. All pharmaceutical
products that are produced in China must bear drug approval numbers issued by the NMPA, with the
exception of certain Chinese herbs and Chinese herbal medicines in soluble form. Drug manufacturing
enterprises must obtain the drug approval numbers before manufacturing any drug. A drug approval
number issued by the NMPA is valid for five years and the applicant shall apply for renewal six months

prior to its expiration date.

The CFDA released the revised Administrative Measures for Drug Registration (Revised Draft)
(€28 i 51 4 B BEE (B ST HR) ) ) on 22 July 2016 and 23 October 2017 respectively, to seek comments
from the public, which as compared to the current Administrative Measures for Drug Registration,
mainly includes the following key highlights:

° encourage clinically oriented drug innovation, under which innovative drugs should have
definite clinical value and modified drugs should present obvious clinical advantages over
the drugs being modified;

° broaden the definition of applicants for marketing authorisation from domestic institutions
to domestic entities to cover both the drug research and development institutions and the

scientific researchers;

° on-site inspections and sample taking are not compulsory prerequisites for NMPA approval,
and the NMPA may determine whether to take such steps based on the results of regulatory

review of drug registration applications;

° clinical trials can be conducted in the sequence of Phase 1, 2 and 3, or in flexible manners

based on the characteristics and indication of drugs and existing information;
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° the NMPA should establish a priority review system and the applicants can apply for the
priority rights for those drugs eligible for the conditions;

° remove the section of “application and approval of generic drugs” and set out all relevant

provisions in the section of “drug marketing authorisation”;

° change the regulatory review process of bioequivalence study from approval to a more
simplified record process; and

° adjust and stipulate the functions of the NMPA and its branches.

Although The Administrative Measures for Drug Registration (Revised Version) (<% j i it &
AL (EFTRE))) have not been officially promulgated yet, it embodies a regulatory trend of
promoting drug innovation, accelerating the drug registration process and setting forth higher quality

and technical requirements.

According to the Circular on Adjusting the Acceptance of Drug Registration (2017 No.134) ({#
i S RS B 32 3 TAERY 2245 ) ) promulgated by the CFDA, the drug registration applications shall
be under the centralised acceptance of the NMPA instead of being handled by the provincial branches
under the NMPA and reviewed and approved by the NMPA, effective from 1 December 2017. Upon
the implementation of centralised acceptance, for drug registration applications newly accepted by the
NMPA, the CDE of the NMPA shall organise the national drug registration inspection resources to
conduct a site inspection in line with the drug technical evaluation, and shall cease to be listed in the
scope of self-examination of data from clinical trials of drugs that is carried out by the NMPA since
July 2015. Where registration testing is required or sample inspection is deemed necessary during the
examination, the examination authorities shall take and submit samples to NIFDC or provincial
medical examination institute for inspection. Examination reports, inspection reports and other
documents shall be submitted to the CDE according to the provisions.

Applications for Biosimilars

Biosimilars refer to therapeutic biological products that are similar to approved and registered
reference drugs in terms of quality, safety and efficacy. According to the CFDA’s Circular on the
Release of the Technical Guidelines for R&D and Evaluation of Biosimilars ({8 % & il 8 i 8 &
LA S B % At < 2E W 510 25 I % BEL A G 1l 5 RIS A9 %845 ) ) on 28 February 2015, biosimilars
shall be filed under the application procedures for new drugs. Based on product nature and preparation
methods, biosimilars shall be filed according to the registration categories (such as Category 2, 10,
15) for therapeutic biological products set out in Appendix 3 to the Administrative Measures for Drug
Registration (CZE& 5 & 2 H¥5 ) ). Application materials for therapeutic biological products shall
be submitted following specific requirements in the Biosimilar Guidelines. According to Guidelines
on the Acceptance and Review for Registration of Therapeutic Biological Products (Trial) ({iA%H
A B R 2 B EE A5 5 B (RR01T)) ). In general, therapeutic biological products under Categories 13
to 15 shall conduct Phase 3 clinical trial only and may submit plans for Phase 3 clinical trial and
relevant clinical application materials.
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In February 2015, the CFDA released the Biosimilar Guidelines, which outline the regulatory
framework for biosimilars in China and provide the basic principles for the evaluation and
management of biosimilars. It sets forth the definition of biosimilars and reference drugs, the
requirements in relation to the selection of reference drugs, the basic principles for the technical
review, the criteria for comparability, and the conditions under which extrapolations of indications
would be permissible. According to the Biosimilar Guidelines, a biosimilar drug should in principle
have the same amino acid sequence as the reference drug, and the R&D and evaluation of biosimilars
should be carried out in accordance with basic principles (i.e. comparison principle, dose-escalation
principle, consistency principle and equivalence principle) and should cover pharmaceutical,
non-clinical and clinical research and evaluation. The Biosimilar Guidelines set out provisions for the
expansion of indications of biosimilars. When similarities are proved in comparative trials, the
indications of biosimilars may be expanded to include other indications of reference drugs. The
expanded indications shall be those with same pathological mechanisms and/or receptors and the same
action mechanisms and targets. In comparative trials, appropriate indications shall be selected and
subsequent evaluation shall be made on the safety and immunogenicity of the expanded indications.
The expansion of indications shall be considered according to product features on case basis.
However, caution shall be taken in expanding indications for groups with combined medication,

patients with different combined diseases and different recommended dosage.

With respect to the application and approval process for imported biosimilars developed
overseas, according to the PRC Drug Administration Law ({9 % A RICHIE 28 5 L)), the
importation of biosimilars which have been approved overseas shall be examined by the drug
regulatory authority of the State Council. Import approval shall be granted only after the examination
confirms that the drugs comply with quality standards and are safe for use. A Registration Certificate
for Imported Drugs shall then be issued. According to the Administrative Measures for Drug
Registration (€ZE i 5 it & #LH#EL ) ), the Decision of the CFDA on the Adjustment of Matters Relating
to Registration and Administration of Imported Drugs ( € [2 % £ fil 25 i ¥ B 8 #0200 ) B 7 o o 11 3
ek A XA B IHA P E)), the approval procedures for the import drug registration are as
follows: (i) the applicant should submit the application to the NMPA, which will then conduct
preliminary review of the application dossiers, and issue an acceptance notice of drug registration
application and notify the National Institute for the Control of Pharmaceutical and Biological Products
to conduct testing for registration samples from three batches if requirements are met; (ii) the National
Institute for the Control of Pharmaceutical and Biological Products will organise the drug examination
institute to conduct the testing for drug registration, organize experts to conduct technical review after
receiving the certificate of analysis for drug registration and the verified import specifications and
submit the verified specifications, certificate of analysis and opinions thereof to the CDE of the NMPA
after completing the testing for import drug registration; (iii) the CDE of the NMPA will organize
technical review, make a general opinion and report to the NMPA; (iv) the NMPA will make an
approval decision and issue a Clinical Trial Approval ({Z&f i R il B84t 44) ) if regulations are met;
(v) after the clinical trial application is approved, the applicant should conduct the trial and apply for
drug registration; (vi) the CDE of the NMPA will organize comprehensive review, then the NMPA will
make an approval decision and issue an Import Drug License ({#E 12 /5 53} # ) ) if regulations are

met.
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Drug Clinical Practice Certification and Compliance with the Administration of Quality of Drug
Clinical Practice

To improve the quality of clinical trials, the SFDA promulgated the Administration of Quality of
Drug Clinical Practice (CZEYfi K 5t B & 25 A #) ) on 6 August 2003. On 19 February 2004, the
SFDA issued the Circular on Measures for Certification of Drug Clinical Practice (Trial) (CEEY) R TR
il B AR A BRI A7), providing that the NMPA is responsible for certification of clinical
trial institutions, and that the MOH is responsible for certification of clinical trial institutions within
its duties. Under the Circular on Measures for Certification of Drug Clinical Practice (Trial) ({ZE%)
fife R ol B A S S % 5B VA (4 T))), the NMPA and the MOH decide whether an institution is
qualified for undertaking pharmaceutical clinical trials upon the evaluation of the institution’s
organisational administration, its research personnel, its equipment and facilities, its management
system and its standard operational rules. If all requirements are met, a certification will be issued by
the NMPA and the result will be published on the NMPA’s website.

The conduct of clinical trials must adhere to the Administration of Quality of Drug Clinical
Practice (ZE4 i IR il 55 B & 45 P HL#0) ) and the protocols approved by the ethics committees of each
study site. Since 2015, the NMPA has strengthened the enforcement against widespread data integrity
issues associated with clinical trials in China. To ensure authenticity and reliability of the clinical
data, the NMPA mandates applicants of the pending drug registration submissions to conduct
self-inspection and verification of their clinical trial data. Based on the submitted self-inspection
results, the NMPA also regularly launches onsite clinical trial audits over selected applications and
rejects those found with data forgery.

On 30 January 2015, the CFDA promulgated the Notice on Issuing the International Multi-Centre
Clinical Trial Guidelines (Trial) (B[22 .0 229 B K 5 B8 48 B3 (i 17)) ), to provide guidance for the
regulation of application, implementation and administration of international multi-centre clinical
trials. The international multi-centre clinical trials shall satisfy the requirements set forth in the
Administrative Measures for Drug Registration (2% & 5% i 4 ¥R #¥1% ) ) for their data to be used for an
NDA. On 6 July 2018, the NMPA issued the Technical Guiding Principles for the Acceptance of the
Overseas Clinical Trial Data of Drugs ({23235 535 AN K 5l 55 SO 9 B AlT #5 28 L HI1) ), which
provides that overseas clinical data can be submitted for registration applications in China, including
the clinical trial authorisation and the NDA.

Special Examination and Approval for Registration of New Drugs

According to the Special Examination and Approval of Registration of New Drugs ({Hr%E 5t fit
FRIRFHLE FALE ) ) (the “Special Examination and Approval Provisions™), which was implemented
since 7 January 2009, the NMPA conducts special examination and approval for new drug registration
applications when: (1) the effective constituent of a drug is extracted from plants, animals, minerals,
etc., as well as the preparations thereof, have never been marketed in China, and the material
medicines and the preparations thereof are newly discovered; (2) the chemical raw materials for
medicines as well as the preparations thereof and the biological products have not been approved for
marketing, either in China or abroad; (3) the new drugs are for treating AIDS, malignant tumours and
rare diseases, etc., and have obvious advantages in clinic treatment; or (4) the new drugs are for
treating diseases with no effective methods of treatment.
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The Special Examination and Approval Provisions provide that, in case of case (1) or (2), the
registered applicants of drug candidates may file for special examination and approval at the clinical
trial application stage. In case of case (3) or (4), the application for special examination and approval

cannot be made until filing for production.
Fast Approval for Clinical Trial and Registration of Drugs

On 11 November 2015, the CFDA released the Circular Concerning Several Policies on Drug
Registration Review and Approval (B ZE M sk M3 a2t TEOR 2 45)), which clarified
optimising the review and approval of clinical trial applications and accelerating the approval of drugs

in urgent clinical need.

On 8 October 2017, the general offices of the Chinese Communist Party Central Committee and
the state council promulgated the Opinions on Deepening the Reform of the Evaluation and Approval
Systems and Encouraging Innovation of Drugs and Medical Devices (€ B i VR fb 2 5T 2 b il 3 oig 8 5%
Jigh 4 (i B AR AR B B U L) ), which seeks to streamline the clinical trial process and shorten the
time line, and provide special fast-track approval for new drugs and devices in urgent clinical need,

and drugs and devices for rare diseases.

On 21 December 2017, the CFDA promulgated the Opinions on Implementing Priority Review
and Approval to Encourage Drug Innovation (B 7% 528 & i BT B AT E8 e FFE a9 & ), which
further clarified that a fast track clinical trial approval or drug registration pathway will be available

to innovative drugs.

On 17 May 2018, the NMPA and NHC jointly promulgated the Circular on Issues Concerning
Optimising Drug Registration Review and Approval (KBAREACZE S EMFTHEMARETHA

#)), which further simplified and accelerated the clinical trial approval process.
Administrative Protection and Monitoring Periods for New Drugs

According to the Administrative Measures for Drug Registration (2 i 5 it 5 ###F%) ) and the
Implementing Regulations of the Drug Administration Law ({25 & FIL B 5 ), the NMPA may,
for the purpose of protecting public health, provide for a monitoring period for new drugs approved
to be manufactured. The monitoring period shall not exceed five years commencing from the date of
approval. During the monitoring period of a new drug, the NMPA will not approve the production,
change dosage forms and import of such new drug by other enterprises. This renders an actual
exclusivity protection for new drugs. The only exception is that the NMPA will continue to handle any
application if, prior to the commencement of the monitoring period, the NMPA has already approved
the applicant’s clinical trial for a similar new drug. If such application conforms to the relevant
provisions, the NMPA may approve such applicant to manufacture or import the similar new drug

during the remainder of the monitoring period.
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Regulations Related to Pilot Plan for the Marketing Authorisation Holder System

Under the authorisation of the Standing Committee of the National People’s Congress
(“NPCSC”), the State Council issued the Circular on the Issuance of Pilot Plan for the Drug Marketing
Authorisation Holder Mechanism (B jiA ED 852 i b i 3 vl 4 A7 A B2 B 7 22 R9 48 K1) ) on 26 May
2016, which provides a detailed pilot plan for the marketing authorisation holder system, or the MAH
System, for drugs in 10 provinces or municipalities in China. Drug research and development
institutions or researchers in the pilot regions may submit applications for drug clinical trials and drug
marketing as the registered applicants of drugs. The applicants may become the drug marketing
authorisation holders upon receiving drug marketing permits and approval numbers. If the holders are
not qualified for manufacturing, they shall entrust qualified drug manufacturers in the pilot regions
to manufacture the drugs approved for marketing. If the holders are qualified for manufacturing, they
may either manufacture the drugs on their own or entrust qualified drug manufacturers to manufacture
the drugs. In accordance with the Decision of the NPCSC on Extending the Authorization of the State
Council to carry out pilot plan for the Drug Marketing Authorisation Holder Mechanism in some
regions ((AE N RACE K & #8552 B & B0 A R 5 B85 B 7 0 70 3t 77 B J 2 B vl & AT R A Al
JER B HIRR I E ) ), which was implemented on 5 November 2018, the three-year limit of
authorisation of the State Council to carry out pilot plan for the Drug Marketing Authorisation Holder

Mechanism in some regions will be extended for one year.

On 15 August 2017, the CFDA issued the Circular on Issues concerning the Promotion of the
Drug Marketing Authorisation Holder Mechanism in the Pilot Areas (Bt #E#ESE S i #Fal £5A A
il FE w8 TAEAT B S5 T A9 % 41) ) according to which, holders of drug marketing authorisations can
entrust more than one pharmaceutical manufacturing enterprises with Drug Manufacturing Certificate
to conduct the manufacturing activities, can sell such drugs by themselves or engage the entrusted
pharmaceutical manufacturing enterprises or pharmaceutical trading enterprises with Pharmaceutical

Trading Permit to sell such drugs.
REGULATIONS RELATED TO PERMITS AND LICENCES FOR MANUFACTURING DRUGS
Drug Manufacturing Certificate

The PRC Drug Administration Law (% A [RILHNEZE 5 4 #H1%) ) as promulgated by the
NPCSC on 20 September 1984 and the Implementing Measures of the PRC Drug Administration Law
( N RS L ] 2 5 A A B REHFI ) ) as promulgated by the MOH on 27 February 1989 have
laid down the legal framework for the administration of pharmaceutical manufacturers enterprises and
pharmaceutical products. The current PRC Drug Administration Law (revised in 2015) ({13 A R 3L
B 2 BRI (201515 %T)) ) applies to entities or individuals engaged in the research, production,
operation, application, supervision and administration of pharmaceutical products in China. It
regulates and prescribes a framework for the administration of pharmaceutical manufacturers,
pharmaceutical trading companies, and medicinal institutions and the development, research,

manufacturing, distribution, packaging, pricing and advertisements of pharmaceutical products.
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The current PRC Implementing Regulations of the Drug Administration Law (revised in
2019) (AP N R LA (B0 25 ) 8 PR B 190 (201918 %T)) ) serve to provide detailed implementation
regulations for the PRC Drug Administration Law.

On 26 August 2019, the NPCSC promulgated The PRC Drug Administration Law (revised in
2019) (<HEE A R SR E 25 5 S B (2019185%T))), aiming at further strengthening supervision,
reforming and improving the drug review and approval system and encouraging drug innovation. The
PRC Drug Administration Law (revised in 2019) will come into effect on 1 December 2019.

According to the current PRC Drug Administration Law (revised in 2015) ({H 3 A R 6 B 42
i B HYE (201518%]))) the establishment of a pharmaceutical manufacturer shall be approved and
granted with the Drug Manufacturing Certificate by the drug supervision and administration
departments in provinces, autonomous regions and municipalities directly under the central
government where the enterprise is located. Any enterprise without the Drug Manufacturing
Certificate is not allowed to produce drugs.

Each Drug Manufacturing Certificate is effective for a period of five years. Such enterprise is
required to apply for renewal of the certificate within six months prior to its expiration date.

Business Licences

In addition to a Drug Manufacturing Certificate, a manufacturing enterprise must also obtain a
business licence.

According to the Administration Measures for the Supervision of Pharmaceutical Manufacturing
(revised in 2017) (CZEf 46 FE BSR4 HUFIL ) ), the name, legal representative, registered address and
type of the enterprise specified in the Drug Manufacturing Certificate shall be identical to that set
forth in the business licence as approved and issued by the industrial and commercial administrative
department.

GMP Certificates

The World Health Organisation encourages the adoption of GMP standards in pharmaceutical
production in order to minimise the pharmaceutical production risks that cannot be eliminated through
testing of the final products.

The Guidelines on Good Manufacturing Practices (revised in 1998) (& i AL & B & 4 H B #i
(19984F1&%T))) (the “GMP Guidelines”) promulgated by the SFDA, took effect on 1 August 1999 and
set the basic standards for the manufacture of pharmaceuticals. The GMP Guidelines cover matters
such as the production facilities, the qualification of the personnel at the management level,
production plant and facilities, documentation, material packaging and labelling, inspection,
production management, sales and return of products and customer complaints. On 17 January 2011,
the MOH issued revised Good Manufacturing Practice for Drugs ({Z&f 2E & B 2 & H AL #i) ) which
became effective on 1 March 2011. A GMP Certificate is valid for a term of five years and application
for renewal must be submitted six months prior to its expiration date.
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REGULATIONS RELATED TO DRUG TECHNOLOGY TRANSFER

On 19 August 2009, the SFDA promulgated the Administrative Regulations for Technology
Transfer Registration of Drugs ((ZESNFMEEE M FAIE)) (the “Technology Transfer
Regulations”), to standardise the registration process of drug technology transfer, which includes
application for, and review, approval and supervision and administration of, drug technology transfer
registration. Drug technology transfer refers to the transfer of drug production technology by the
owner to a drug manufacturer as the transferee and the application for drug registration by the drug
manufacturer as the transferee according to the provisions under Technology Transfer Regulations.
Drug technology transfer includes new drug technology transfer and drug production technology
transfer.

Conditions for the Application for New Drug Technology Transfer Registration

Applications for new drug technology transfer may be submitted prior to the expiration date of
the monitoring period of the new drugs with respect to: (1) drugs with New Drug Certificates; or (2)
drugs with New Drug Certificates and drug approval numbers.

For drugs with new drug certificates only and not yet in the monitoring period, or drug
substances with new drug certificates, applications for new drug technology transfer should be
submitted prior to the respective expiration date of the monitoring periods for each drug registration
category set forth in the attachment of the Administrative Measures for Drug Registration (%4 ffi 5
fit 4 B3 ) ) and after the issue date of the new drug certificates.

Conditions for the Application for Drug Production Technology Transfer Registration

Applications for drug production technology transfer may be submitted if: (1) the transferor
holds New Drug Certificates or both New Drug Certificates and drug approval numbers, and the
monitoring period has expired or there is no monitoring period; or (2) with respect to drugs without
New Drug Certificates, both the transferor and the transferee are legally qualified drug manufacturing
enterprises, one of which holds over 50% of the equity interests in the other, or both of which are
over-50%-owned subsidiaries of the same drug manufacturing enterprise; or (3) with respect to drugs
with Imported Drug Licences, the original applicant for the imported drug registration may transfer
such drug production technology to domestic drug manufacturing enterprises.

Application for, and Approval of Drug Technology Transfer Registration

To apply for drug technology transfer, a Supplementary Application Form for Drugs shall be
completed, and relevant materials and explanations shall be submitted to the drug supervision and
administration departments in provinces, autonomous regions and municipalities directly under the
central government where the transferee is located in accordance with the procedures and
requirements for supplementary applications as well as the annexes to Technology Transfer
Regulations. The CDE shall conduct evaluation on the application for drug technology transfer,
provide opinion on technical review, and form a comprehensive opinion based on the report on
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production site inspection of the sample and the result of sample examination. The SDFA will make
the approval decision based on the comprehensive opinion from the CDE. The Drug Approval
Supplement and drug approval number will be issued to those comply with the relevant regulations.

HEALTHCARE SYSTEM REFORM

On 17 March 2009, the Central Committee of the PRC Communist Party and the State Council
jointly issued the Guidelines on Strengthening the Reform of Healthcare System ([ A AL 5§ 467
A I B ) B L) ). The State Council issued the Notice on the Issuance of the 13th Five-year Plan
on Strengthening the Reform of Healthcare System (BRI P+ = T TR AL 55 dE 1 A5 B8 ) WoE B
HY%E%1)) on 27 December 2016. The General Office of the State Council issued the main tasks of
healthcare system reform. Highlights of these healthcare reform policies and regulations include the
following:

° One of the main objectives of the reform was to establish a basic healthcare system to cover
both urban and rural residents and provide the Chinese people with safe, effective,
convenient and affordable healthcare services. By 2020, a basic healthcare system covering
both urban and rural residents should be established.

° Another main objective of reform was to improve the healthcare system, through the reform
and development of a graded diagnosis and treatment system, modern hospital management,
basic medical insurance, drug supply support and comprehensive supervision.

° The reforms aimed to promote orderly market competition and improve the efficiency and
quality of the healthcare system to meet the various medical needs of the Chinese
population. In the meantime, the reforms also encouraged innovations by pharmaceutical
companies.

REIMBURSEMENT UNDER THE NATIONAL MEDICAL INSURANCE PROGRAMME

The national medical insurance programme was adopted pursuant to the Decision of the State
Council on the Establishment of the Urban Employee Basic Medical Insurance Programme ([ B
B 7 ST S R, T A B AR B il BE B P %E ) ) issued by the State Council on 14 December 1998,
under which all employers in urban cities are required to enrol their employees in the basic medical
insurance programme and the insurance premium is jointly contributed by the employers and
employees.

Participants of the national medical insurance programme and their employers, if any, are
required to contribute to the payment of insurance premia on a monthly basis. Programme participants
are eligible for full or partial reimbursement of the cost of medicines included in the Medical
Insurance Catalogue. The Notice Regarding the Tentative Measures for the Administration of the
Scope of Medical Insurance Coverage for Pharmaceutical Products for Urban Employee ([ A ED#§
IR IR, TR A 8 R B P 2R oD B A I AT A A AN ) ), jointly  issued by several authorities
including the Ministry of Labour and Social Security and the Ministry of Finance, or the MOF, among
others, on 12 May 1999, provides that a pharmaceutical product listed in the Medical Insurance
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Catalogue must be clinically needed, safe, effective, reasonably priced, easy to use, available in
sufficient quantity, and must meet the following requirements: (1) it is set forth in the Pharmacopoeia
of the PRC; (2) it meets the standards promulgated by the NMPA; and (3) if imported, it is approved
by the NMPA for import.

Factors that affect the inclusion of a pharmaceutical product in the Medical Insurance Catalogue
include whether the product is consumed in large volumes and commonly prescribed for clinical use
in the PRC and whether it is considered to be important in meeting the basic healthcare needs of the
general public.

The PRC Ministry of Human Resources and Social Security, together with the SAMI newly
established in 2018 and other government authorities, has the power to determine the medicines
included in the NRDL. On 21 February 2017, the PRC Ministry of Human Resources and Social
Security released the National Insurance Drug List for Basic Medical Insurance, Work-related Injury
Insurance and Maternity Insurance (2017 Version) (the “2017 NRDL”). The 2017 NRDL expands its
scope and covers 2,535 drugs in total, including 339 drugs that are newly added. The 2017 NRDL
reflects an emphasis on innovative drugs and drugs that treat cancer and other serious diseases. On 13
July 2017, the Ministry of Human Resources and Social Security issued the Notice on Incorporating
36 Drugs into Category B of the National Insurance Drug List for Basic Medical Insurance,
Work-related Injury Insurance and Maternity Insurance (<[ %3678 $1 98 BE 1) 4N A B0 58 567 B8 R {1
B~ LR A B PR B 25 H Bk £ B [E ()4 A1) ) which incorporated 36 drugs in Category B of
the 2017 NRDL. On 30 September 2018, the SAMI issued the Notice on Incorporating 17 Oncology
Drugs into Category B of the National Insurance Drug List for Basic Medical Insurance, Work-related
Injury Insurance and Maternity Insurance (B M 17858 4E49 4 A B LA B e Or B ~ TAG IR B
A F OB gE o H Bk QB #IE 1948 %0)) which incorporated 17 drugs into Category B of the 2017
NRDL. On 20 August 2019, the SAMI and the Ministry of Human Resources and Social Security
issued the National Insurance Drug List for Basic Medical Insurance, Work-related Injury Insurance
and Maternity Insurance, which will come into effect on 1 January, 2020.

Medicines included in the NRDL are divided into two parts, Category A and Category B.
Provincial governments are required to include all Category A medicines listed on the NRDL in their
provincial Medical Insurance Catalogue, but have the discretion to adjust upwards or downwards by
no more than 15% from the number of Category B medicines listed in the NRDL. As a result, the
contents of Category B of the provincial Medical Insurance Catalogues may differ from region to
region in the PRC.

Patients purchasing medicines included in Category A of the NRDL are entitled to reimbursement
of the entire amount of the purchase price. Patients purchasing medicines included in Category B of
NRDL are required to pay a certain percentage of the purchase price and obtain reimbursement for the
remainder of the purchase price. The percentage of reimbursement for Category B medicines differs
from region to region.

The total amount of reimbursement for the cost of medicines and other medical expenses for an
individual participant under the national medical insurance programme in a calendar year is capped
at the amounts in such participant’s individual account under such programme. The amount in a
participant’s account varies, depending on the amount of contributions from the participant and his or
her employer.
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NATIONAL ESSENTIAL DRUG LIST

On 18 August 2009, the MOH and eight other ministries and commissions in the PRC issued the
Provisional Measures on the Administration of the National Essential Drug List ([ % 54858 H Bk
BHHEE(E1T))) and the Guidelines on the Implementation of the National Essential Drug List
System (€ BH A E 37 0 58 H A SE ) i) B (1) B & 5L ) ), which aim to promote essential drugs sold to
consumers at fair prices in the PRC and ensure that the general public in the PRC has equal access

to the drugs included in the National Essential Drug List.

The MOH promulgated the National Essential Drug List (Catalogue for the Basic Healthcare
Institutions) (B RIEAZEY) B bk (LG 50 A W E A0 ))) on 18 August 2009, and
promulgated the revised National Essential Drug List on 13 March 2013 and 30 September 2018.
According to these regulations, basic healthcare institutions funded by government, which primarily
include county-level hospitals, county-level Chinese medicine hospitals, rural clinics and community
clinics, shall store up and use drugs included in National Essential Drug List. The drugs included in
National Essential Drug List shall be purchased by centralised tender process and shall be subject to
the price control by the National Development and Reform Commission. Remedial drugs in the
National Essential Drug List are all listed in the Medical Insurance Catalogue and the entire amount
of the purchase price of such drugs is entitled to reimbursement. The National Essential Drug List
(2018 Edition) published on 30 September 2018 incorporated 6 targeted cancer drugs, including
Rituximab and Trastuzumab.

COMMERCIAL INSURANCE

On 25 October 2016, the State Council and the Communist Party of China jointly issued the Plan
for Healthy China 2030 ([ f@#/ 2030 Hi#I4H2)). According to the Plan, the country will
establish a multi-level medical security system built around basic medical insurance, with other forms
of insurance as supplements, including serious illness insurance for urban and rural residents,
commercial health insurance and medical assistance. Furthermore, the Plan encourages enterprises and
individuals to participate in commercial health insurance and various forms of supplementary

insurance.
PRICE CONTROLS

Instead of direct price controls which were historically used but abolished in June 2015, the
government regulates prices mainly by establishing a centralised procurement mechanism, revising
medical insurance reimbursement standards and strengthening regulation of and tenders medical and
pricing practices.

Centralised Procurement and Tenders

According to the Notice on Issuing Certain Regulations on the Trial Implementation of
Centralised Tender Procurement of Drugs by Medical Institutions (€[ El %5 5 5% i 2 ) 45 J A
P SR TAE# T A2 94 H1) ) promulgated on 7 July 2000 and the Notice on Further Improvement
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on the Implementation of Centralised Tender Procurement of Drugs by Medical Institutions (B A #E
— 5 T T R A B T A P R AR PR S CAE R4 AN ) promulgated on 23 July 2001, medical institutions
established by county or higher level government or state-owned enterprises (including
state-controlled enterprises) are required to implement centralised tender procurement of drugs.

The MOH promulgated the Working Regulations of Medical Institutions for Procurement of
Drugs by Centralised Tender and Price Negotiations (for Trial Implementation) (€' 1§ 25 5, 45
TR BF: 3 0 4 o i M PR I AR R (#17))), or the Centralised Procurement Regulations, on 13
March 2002, providing rules for the tender process and negotiations of the prices of drugs, operational
procedures, a code of conduct and standards or measures of evaluating bids and negotiating prices. On
17 January 2009, the MOH, the SFDA and other four national departments jointly promulgated the
Notice on the Issuance of the Opinions on Further Regulating Centralised Procurement of Drugs by
Medical Institutions (BRI BN 8% < 3 — 25 53 300 B A M 4 0 4R P R 0 TR 0 3 RS R 3m 20 ) ).
According to the Notice, public medical institutions owned by the government at the county level or
higher or owned by state-owned enterprises (including state-controlled enterprises) shall purchase
pharmaceutical products by online centralised procurement. Each provincial government shall
formulate its catalogue of drugs subject to centralised procurement. Except for drugs in the National
Essential Drug List, certain pharmaceutical products which are under the national government’s
special control, such as toxic, radioactive and narcotic drugs and traditional Chinese medicines, in
principle, all drugs used by public medical institutions shall be covered by the catalogue of drugs
subject to centralised procurement. On 7 July 2010, the MOH and six other ministries and
commissions jointly promulgated the Notice on Printing and Distributing the Working Regulations of
Medical Institutions for Centralised Procurement of Drugs (€[ E[1 %% 5 572 6 1 25 5 45 b BRI TAE B
A1) to further regulate the centralised procurement of drugs and clarify the code of conduct
of the parties in centralised drug procurement. On 9 February 2015, the General Office of the State
Council promulgated the Guidance Opinion of the General Office of the State Council on the
Improvement of the Drug Centralized Procurement Work of Public Hospitals (€ [E %5 Bt HF /A & BH i 58
TN B P R TAER S E R L)), which provides regulations for classified purchase of
drugs. On 24 January 2017, the General Office of the State Council promulgated the Opinions of the
General Office of the State Council on Further Reform and Improvement of the Policy on Drug
Production, Circulation and Use (<<?%ﬁ%?ﬁﬁ%%ﬁﬁ@ﬁ*bFﬁE%%g%lﬁlﬁi%?ﬁﬁfiﬁﬁ BUK & T
E 5L)) which provides regulations for implementation of “Dual invoicing system” for drug purchase
and sales and the improvement of drug purchase mechanism.

The centralised tender process takes the form of public tender operated and organised by
provincial or municipal government agencies. The centralised tender process is in principle conducted
once every year in the relevant province or city in China. The bids are assessed by a committee
composed of pharmaceutical and medical experts who will be randomly selected from a database of
experts approved by the relevant government authorities. The committee members assess the bids
based on a number of factors, including but not limited to, bid price, product quality, clinical
effectiveness, product safety, qualifications and reputation of the manufacturer, after-sale services and
innovation. Only pharmaceuticals that have won in the centralised tender process may be purchased
by public medical institutions funded by the government or state-owned enterprises (including
state-controlled enterprises) in the relevant region.

On 1 January 2019, the General Office of the State Council promulgated the Pilot Program of
Centralized Drug Purchase and Use Organized by the State ({[HZZ4H %%k 2E ) 4 b £k W A0 48 sl 285 o
%)) to carry out pilot programs of centralized drug purchase and use organized by the state and
further improve the pricing mechanism of drugs.
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REGULATIONS IN RELATION TO COMMERCIAL BRIBERIES WITH RESPECT TO
PHARMACEUTICAL INDUSTRY

According to the Regulations on the Establishment of Adverse-effect Records with Respect to
Commercial Bribery During Medicine Purchase and Sale (B /A & 37 55 2 i 5 $8 3 7 2E 0 1% A R Rl ik
HIFLE Y) which was issued by NHFPC on 25 December 2013 and became effective on 1 March 2014,
all the following activities regarding the manufacturers of the drugs, medical devices and medical
consumes, and an operating enterprise or an agent or an individual shall be contained in the
adverse-effect records by provincial regulations with respect to commercial bribery if such
manufacturer, enterprise, agent or individual gives any working staff of a medical institution any
forms of valuable items or other benefits. If a drug manufacturer and its agency are listed in such
adverse-effect record with respect to commercial bribery for one time, no public medical institutions
or any other medical institutions which receive public subsidy at the provincial administrative area
where such manufacturer is located may purchase any products from such manufacturer within two
years after the adverse-effect record has been published, while other public medical institutions or any
other medical institutions which receive public subsidy in any other provincial administrative area
will reduce scores with respect to such manufacturer when an evaluation is made in respect of any
tender for or purchase of any drugs. If a drug manufacturer and its agency are listed in such
adverse-effect record with respect to commercial bribery for more than twice (including two times) in
a period of five years, no public medical institutions or any other medical institutions which receive
public subsidy throughout the PRC may purchase products from such manufacturer within two years

after adverse-effect record has been published.
OTHER DRUG ADMINISTRATION REGULATION
Advertising of Pharmaceutical Products

Pursuant to the Provisions for Drug Advertisement Examination (i J& %5 8 & #F%)), which
were promulgated on 13 March 2007 and came into effect on 1 May 2007 and were further amended
on 21 December 2018, an enterprise seeking to advertise its drugs must apply for an advertising
approval code. The validity term of an advertisement approval number for pharmaceutical drugs is one
year. The content of an approved advertisement may not be altered without prior approval. Where any
alteration to the content of the advertisement is needed, a new advertisement approval number shall
be obtained by submitting a reapplication. On 26 October 2018, the NPCSC promulgated the PRC
Advertising Law ({1 # AN RILFIEE57%)) (as amended in 2018), according to which certain
contents shall not be included in advertisement of drugs, such as an assertion or guarantee on the
efficacy or the safety, stating a cure rate or effective rate.

Insert Sheet and Labels of Pharmaceutical Products

According to the Measures for the Administration of the Insert Sheets and Labels of Drugs (25
m o B 3 R B85 B A2 ) ) effective on 1 June 2006, the insert sheets and labels of drugs should be
reviewed and approved by the China Food and Drug Administration. A drug insert sheet should include
the scientific data, conclusions and information concerning drug safety and efficacy in order to direct
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the safe and rational use of drugs. The inner label of a drug should bear such information as the drug’s
name, indication or function, strength, dose and usage, production date, batch number, expiry date and
drug manufacturer, and the outer label of a drug should indicate such information as the drug’s name,

ingredients, description, indication or function, strength, dose and usage and adverse reaction.
Packaging of Pharmaceutical Products

According to the Measures for The Administration of Pharmaceutical Packaging (% jh 3364
PRI ) ) effective on 1 September 1988, pharmaceutical packaging must comply with the national
and professional standards. If no national or professional standards are available, the enterprise can
formulate its own standards and put into implementation after obtaining the approval of the food and
drug administration or bureau of standards at provincial level. The enterprise shall reapply with the
relevant authorities if it needs to change its own packaging standard. Drugs that have not developed
and received approval for packing standards must not be sold or traded in PRC (except for drugs for
the military).

REGULATIONS IN RELATION TO PATENTS

Pursuant to the Patent Law of the PRC promulgated by the Standing Committee of the National
People’s Congress on 12 March 1984, (% A [ LA B #F]7E ) ) as latest amended on 27 December
2008 and the Implementation Rules of the Patent Law of the PRC ({73 A B 3t A0 [ 2 F1] 2 B it 41
H)), promulgated by the State Council on 15 June 2001 and latest amended on 9 January 2010, there
are three types of patents in the PRC: invention patent, utility model patent and design patent. In
addition, a patent must have novelty, creativity and practical applicability and a patent application
shall be submitted to the National Intellectual Property Administration, PRC (“CNIPA”). The
protection period is 20 years for invention patent and 10 years for utility model patent and design
patent, commencing from their respective application dates. Implementation of a patent without
licensing of the patentee shall represent an infringement of patent rights, in which case the
compensation amount for infringement of patent rights shall be determined according to the actual
losses suffered by the patentee due to the infringement; where it is difficult to determine the actual
losses, the compensation amount shall be determined according to the gains derived by the infringer
from the infringement. Where it is difficult to determine the losses of the patentee or the gains derived
by the infringer, the compensation amount shall be determined reasonably according to a multiple of
the royalties of such patent. The compensation amount shall also include the reasonable expenses
incurred by the holder of patent rights in the course of stopping the infringement. Where it is difficult
to determine the losses of the patentee, the gains derived by the infringer and the royalties of the
patent, a people’s court may determine a compensation amount ranging from RMB10,000 to RMB1
million according to the type of patent rights, the nature of infringement and the circumstances, etc.
For the purpose of public health, the CNIPA may grant mandatory licensing for patented drugs
manufactured and exported to countries or regions which comply with the provisions of the relevant
international treaty participated by the PRC.
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B. REGULATORY OVERVIEW OF TAIWAN LAWS

This section summarises the primary Taiwanese laws, regulations, and normative documents

related to our business.
REGULATORY AUTHORITIES

Taiwan Food and Drug Administration (TFDA) manages the food, drugs, emerging biotechnology
products, cosmetics and risk assessment of related products. TFDA’s main objectives are to implement
the source management, complete the management system of the imported food, develop core testing

technology and improve its standards of management, testing and research.
CLINICAL TRIAL

The clinical trial system can be divided into investigational new drug (IND) and bridging studies
evaluation (BSE). To apply for a drug clinical trial in Taiwan, the relevant documents should be
prepared in accordance with the Application Instructions for Drug Clinical Trials (3 &b B R 5 B B
i ZH ) ) promulgated by the Ministry of Health and Welfare of Taiwan. According to Regulations for
Registration of Medicinal Products ((HEf5 & B & re A ME/) ), as from January 2019, new chemical
entities (NCE), genetic engineer drugs, vaccine, plasma derivatives of new molecular entities, and
allergen extracts of new molecular entities should be applied for the bridging study evaluation prior
to or together with the applications of drug registration. The remaining drugs that are not with new
ingredients or that have not been announced and required by the central health authority to conduct

the bridging study evaluation are not required to apply for the bridging study evaluation.

All drug clinical trials for examination and registration should meet the Guidance for Industry:
Good Clinical Practice (25 & REFIREBHIHL) ), and the same applies to drug clinical trials for
academic research and other relevant clinical research for the safety and welfare of mankind.

DRUG REGISTRATION
New Drug Application (NDA)

According to Center for Drug Evaluation in Taiwan, the new drugs are categorized into the drugs
with new ingredients, biological drugs, drugs of new therapies, drugs with new compounds, drugs with
new delivery methods, drugs with new dosage forms, drugs with new doses/new unit content, and
prodrugs. In order to conform to the development of biotechnology industry, enhance the transparency
of the review, and conform to the future development of regulations and science, TFDA set its focus
for the examination process mainly based on international and local regulations. The NDA must be
submitted in accordance with the Regulations for Registration of Medicinal Products and the

requirements promulgated by TFDA.
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Examination and Registration of Biosimilars

Referring to EU regulations, Taiwan promulgated the Guideline for the Examination and
Registration of Biosimilars (CAEY)ARIEZE 5 & B 8 5C 2 ME) ), or the Guideline ((F¥E)), in 2015.
The Guideline incorporated various risk factors which may affect the drug safety. According to the
definition in Article 1 of the Guideline, biosimilars refer to the biological drugs derived from the
biotechnology which are similar, in terms of quality, safety and efficacy, to the reference drug that has
already been marketed in Taiwan. The biosimilars currently applied to the examination and
registration are the drugs derived from the biotechnology of taking the recombinant peptide and

recombinant protein as active ingredients.

Streamlined, Fast-track and Expedited Review Mechanism

The streamlined review mechanism is applicable to drugs which have been approved for
marketing by FDA and EMA but still fall into the category of new drugs with new ingredients in
Taiwan. Under this mechanism, the timeline of review process will be shortened to half of the original
maximum period. The key points of the review are limited to whether the new drug is ethnically

different (as assessed by the bridging studies evaluation) and the risk management for launch.

The fast-track review mechanism is applicable to innovative drugs with new therapies, new
compounds, new delivery methods, new dosage forms, new unit content or new doses that are
manufactured in Taiwan or commissioned to the manufacturing factories in Taiwan. Rapid review
mechanism is not applicable to biological drugs, botanical new drugs, and new drugs with new
ingredients. Manufacturing factories must comply with the PIC/S GMP requirements under this
mechanism and the timeline of review process will be shortened to half of the original maximum

period.

The expedited review mechanism is applicable to drugs targeting severe and life-threatening
diseases that lack adequate treatment method. Under this mechanism, marketing of drugs can be
expedited with the support of scientific evidence and by selecting alternative variables to measure the

efficacy of the drugs.

Administrative Protection and Monitoring Period for New Drugs

The Article 40-2 of the Pharmaceutical Affairs Act ({23 7%)) in Taiwan stipulates as follows.
Upon the issuance of a new drug licence, the central competent health authority shall publish the
patent numbers or file numbers that have already been disclosed as submitted by the applicant. Within
3 years after the issuance of a licence for new drug of a new ingredients, no other pharmaceutical firm
may apply for registration by citing the application data submitted by said licence holder without such
holder’s consent. The central competent health authority may only issue another drug licence after 5
years from the issuance to the original new drugs with new ingredients and this is the 5-year exclusive

period.
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PHARMACEUTICAL MANUFACTURING
Good Manufacturing Practices

In 2007, in order to ensure that the standard of pharmaceutical manufacturing in Taiwan is in line
with international standard, TFDA promulgated to implement the international GMP standards (PIC/S
GMP). Since 1 January 2015, all western medicine preparations manufacturing factories have been
upgraded to meet the international PIC/S GMP pharmaceutical standards.

Drug GMP Certificate

The Ministry of Health and Welfare promulgated the Regulations of Issuing the Certificate of
Pharmaceutical Manufacturing and Good Manufacturing Practices (HEY) 855 5] J 48 R 53 35 1
CAFRZEEHFE D) in August 2003. Currently the GMP certificates are divided into three categories
including the GMP Certificate, GMP Certificate in English and GMP Written Confirmation for APIs
Exported to the EU.

Imported Drug Manufacturing Management

In terms of the imported drug manufacturing management, the current GMP management system

bl

adopts “document review” and “onsite inspection”.

(1) Document Review

TFDA revised and promulgated the Notes on the Preparation of Documents for Foreign
Pharmaceutical Manufacturing Factories (B4 R L& BHEMEZH 1) )in 2003, which reasonably
adjusted the Pharmaceutical Manufacturing Factories (PMF) review intensity on the pharmaceutical
manufacturing factories in PIC/S member countries and stipulated the review criteria and regulations
and the documents to be reviewed and the precautions. The relevant application requirements are
detailed illustrated in the PMF application.

(2) Onsite Inspection

At present, there are two types of onsite inspections: new cases inspection and follow-up regular
inspection. The new cases inspection is mainly for the application for new PMF and new dosage forms.
The follow-up regular inspection is for the foreign manufacturers of the imported drugs who are
informed and required to receive regular inspections.

Pharmaceutical Manufacturing Licence

According to Article 3 of the Standards for Medicament Factory Establishments ({Z&%) 5%k T
JW S REH#E ) )| if the manufacturer meets the requirements of the Pharmaceutical Good Manufacturing
Practice Regulations (CZEWI1E R ®#EHER])), the central health authorities will issue the Good
Manufacturing Practices for Drugs or the Good Manufacturing Practices for Medical Devices for the
items passed the inspection.
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Those who hold a Pharmaceutical Manufacturing Licence in Taiwan may entrust other factories
to manufacture the drugs, but it should meet the requirements of the Article 64 of the Regulations for

Registration of Medicinal Products and the provisions of the Regulations for Medicament Contract

Manufacture and Analysis ((HEY)ZE 50 8% AR BB VESEHER) ).
Transfer of Drug Technology

For technologies relevant to research and development, manufacturing and processing under
Taiwan pharmaceutical manufacturing industry, there is no such regulatory requirement of the
application or report for the pharmaceutical manufacturing technology transfer. The transfer of
biotechnology and drug manufacturing technology is a routine transfer of rights which is usually

completed by contracts between the transferor and the transferee.
Encourage the Development of Biotech Pharmaceutical Industry

The Patent Act ((EF]i%)) has been amended continuously to allow the biopharmaceutical
industry to get more protection of intellectual properties in Taiwan. In addition, a number of laws such
as the Statute for Industrial Innovation ({7EZERIFEH])), the Incentives for the Development of
Pharmaceutical Research and Technology ({ZEN5hIF5E R 5 RAEEI HEL)) and the Act for the
Development of Biotech and New Pharmaceuticals Industry ({44708 88 5 45 R 6 6) )have been
introduced to provide incentives and to provide a favourable development environment for the biotech

pharmaceutical industry.
National Health Insurance System

The National Health Insurance is a compulsory insurance and a welfare policy. The main legal
basis is the National Health Insurance Act ({2 REFERFRTL)). The Health Administration of the
Executive Yuan established the Central Health Insurance Bureau on | January 1995, and the National
Health Insurance has been fully implemented on 1 March in the same year. The Second Generation of

National Health Insurance was formally implemented on 1 January 2013.
Drug Payment under National Health Insurance

The health insurance payment in Taiwan is divided into the payment to the general public and
the payment to the medical institutions. The direct payees are the medical institutions contracted with
the health insurance. Relevant payment items and payment regulations in health insurance are all
included in the National Health Insurance Pharmaceutical Benefits and Reimbursement Schedule ({4
E IR OR B 26 45 AT T H K AT #E) ) and the Regulations on the National Health Insurance Drug
Price Adjustment (4 [ fat 08 B 25 5 A% 0 28 /E 269175 ) ) prescribed under the Article 51 of the

National Health Insurance Act.
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(1) Payment for New Drugs

According to Article 17 to Article 21 of the National Health Insurance Pharmaceutical Benefits
and Reimbursement Schedule, the National Health Insurance Administration shall refer to the
international drug price, the payment of drugs in the same category, and the calculation of treatment
period and treatment costs by proportion and decide the prices for various new drugs. According to
the definition of new drug in health insurance related laws and regulations, there are four categories
of new drugs, including new ingredient(s), new dosage forms, new delivery methods, and new
therapies with the same active ingredients in the Schedule. In the health insurance market, there are
also successive orders in the same kind of new dosage forms manufactured by different manufacturers.
Typically, the reference drugs with new ingredient(s) or new dosage forms will be included in the
health insurance payment as priority.

(2) Payment for Patent Expired or Generic Drugs

When the patents of reference drugs expired or their patent approval is not granted in Taiwan,
as long as the drugs are marketable in Taiwan, it is the National Insurance Administration’s discretion
as to whether to include these generic drugs in the health insurance payment list.

Price Control

The Regulations on the National Health Insurance Drug Price Adjustment has been promulgated
pursuant to the Item 2 in Article 46 of the National Health Insurance Act. After the new drugs or
generic drugs have been included in the health insurance payment, the pharmaceutical companies shall
report every transaction with the contracted medical institutions quarterly. The Health Insurance
Administration will decide whether to adjust the drug price.

Drug Procurement

Procurement process of the medical institutions affiliated to the Ministry of Health and Welfare:
According to the Operation Procedures of the Application for the Newly Procured Drug by the Medical
Institutions affiliated to the Ministry of Health and Welfare (T2 45 | & i J 58 0 6 A o 40 4 R 55
fEZ£7AE)) in Taiwan, when the doctors apply for newly procured drugs, the application form and
related materials should be attached with, and it should be reviewed and approved by the Pharmacy
Committee, and the meeting minutes should be reviewed and approved by the medical superintendent
of the hospital.

OTHER REGULATIONS RELATING TO HEALTH CARE
Drug Advertisement

In Taiwan, the drug advertising shall accord with the stipulations relating to the drug advertising
management in Article 4, 24, 65, 66, 66-1, 67, 68, 69 and 70 of the Pharmaceutical Affairs Act.
Entities other than pharmaceutical firms are not allowed to make advertisements for medicaments.
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Before publishing or broadcasting medicament advertisement, pharmaceutical firms shall, before
publishing or broadcasting, submit all texts, drawings or pictures constituting an advertisement to the
central or municipal competent health authority for approval. If the medicaments are required to have
the prescriptions of physicians or to have been specifically designated by public notice(s) made by the
central competent health authority, the advertisements thereof shall be published only in academic

medical journals.
Package Inserts and Product Labels

According to the Article 20 of the Regulations for Registration of Medicinal Products, the
package inserts generally refer to the catalogue, instruction for use, operation manual etc. which are
provided by the manufacturer for declaring the product uses, precautions, model and specifications,

drawings and the like.

Drug labels and packaging can contain only the information approved by the central health

competent authority and the print should be easy to read.
PATENTS
Protection for Patented Drugs

The main regulations relating to the drug patents in Taiwan are the Patent Act ((ZEF|7%)) and
the Enforcement Rules of the Patent Act ((ELF|ETATAIAIY). The Patent Act gives the inventors
exclusive rights for a certain period of time and encourages the pharmaceutical research and
development. The term of protection for the invention patents is 20 years from the date of filing, and
according to Articles 53 to Article 57 of the Patent Act, the patent term may be extended. In
accordance with the second paragraph of Article 40-2 of the Pharmaceutical Affairs Act, within five
years of the issuance of a patent drug certificate, the application materials cannot be cited and apply

for the examination and registration of the generic drug.
Patent Exemption

Giving consideration to both encouraging the research and development of new drugs and
promoting the early market entrance of generic drugs, Article 60 of the Patent Act adopts a test
exemption system, so that the essential research, teaching or testing activity conducted by generic
drugs companies during the research and development phase will not constitute a patent infringement.

OTHERS

For jurisdictions other than set out above, the requirements governing the conduct of R&D, drug
licensing, pricing and reimbursement vary from country to country. In all cases, the clinical trials must

be conducted in accordance with applicable regulatory principles.
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OVERVIEW

We are a leading biopharmaceutical company in China with the vision to offer high-quality,
affordable and innovative drugs for patients worldwide. We are the first biopharmaceutical company
to receive NDA approval from the NMPA for a monoclonal antibody biosimilar in accordance with the
Biosimilar Guidelines, the prevailing PRC regulation on biosimilar evaluation and marketing

approval, and the first to commercially launch a biosimilar product in China.

Since our inception in 2010, we have established, and continue to expand, a comprehensive
product pipeline of both biosimilars and bio-innovative drugs. As at the Latest Practicable Date, in
addition to the biosimilar product we had commercially launched, namely HLX01 (##|5), we had
developed in-house over 20 biologic drug candidates and several immuno-oncology combination
therapies in our pipeline, including (i) two mAb candidates with NDA accepted by the NMPA,
including one mAb candidate with MAA accepted by the EMA, (ii) two mAb candidates undergoing
Phase 3 clinical trials and six mAb candidates undergoing Phase 1/2 clinical trials, and two
immuno-oncology combination therapies undergoing Phase 3 clinical trials and (iii) 31 IND approvals

received across different jurisdictions.

Our co-founders, Dr. Scott Shi-Kau Liu and Dr. Wei-Dong Jiang, each possesses approximately
25 years of hands-on experience in developing therapeutic drugs and held leadership positions in
R&D, manufacturing and quality management at top international biopharmaceutical companies.
Inspired by our co-founders, we have assembled a high-calibre team of experts working closely with

each other towards our vision.

As a fully-integrated biopharmaceutical company headquartered in Shanghai, we distinguish
ourselves from Chinese biotech companies with our efficient and innovative in-house capabilities
throughout the entire biologics value chain, including:

° An integrated and productive global research and development platform spanning our
three R&D facilities located in Shanghai, Taipei and California with 239 R&D employees
as at 31 March 2019, led by industry veterans.

° Global regulatory registration and clinical development capability with 11 concurrent

clinical trials in six different jurisdictions and over 100 clinical medical affairs staff.

° Robust quality management systems laying the foundation for regulatory approval and

commercialisation of our products worldwide.

° Large-scale and cost-efficient manufacturing facilities located in Shanghai with 14,000L

capacity, using highly efficient single-use production technology.

° Strong global commercialisation capabilities demonstrated by our rapidly-growing

marketing team and close partnerships with reputable global pharmaceutical companies.
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Through our efficient and innovative in-house capabilities, we have commercialised one product
and developed a diversified, advanced and high-quality drug pipeline with a focus on oncology and

autoimmune diseases, including:

(I) mAb biosimilar product and advanced mAb biosimilar candidates with near-term

commercial visibility

° HLX01 (#7F]/#). Rituximab Injection, a MabThera biosimilar. HLX01 (ZEF|E) received
NDA approval from the NMPA on 22 February 2019 for the non-Hodgkin lymphoma

(“NHL”) indication, becoming the first biosimilar drug approved and commercially

launched in China in accordance with the Biosimilar Guidelines. The first prescription for
HLXO01 (ZEF|FE) was issued on 16 May 2019 and we commenced commercial sales of
HLXO01 (#EF|FE) in May 2019. The Chinese Pharmacopoeia Commission has granted
HLXO01 (F#F|E) the use of the generic name “Rituximab Injection” in China, which is
included in the NRDL and the NEDL. We are also conducting a Phase 3 clinical trial for
the rheumatoid arthritis (“RA”) indication for HLXO01 in China;

o HLX02. A Herceptin (trastuzumab) biosimilar, which is the first biosimilar developed in
China to enter a global Phase 3 clinical trial in China, Poland, Ukraine and the Philippines.
We completed subject enrolment for the Phase 3 clinical trial in June 2018. Our NDA was
accepted by the NMPA in April 2019 for HER2" early-stage breast cancer (“eBC”),
metastatic breast cancer (“mBC”) and metastatic gastric cancer (“mGC”) indications, and
it is currently under priority review. Our commercialisation partner Accord filed an MAA
with the EMA, which was accepted in June 2019. HLXO02 has the potential to become the
first PRC-developed mAb biosimilar to launch in the EU, according to the Frost & Sullivan
Report. Trastuzumab is included in the NRDL and the NEDL;

° HLX03. A Humira (adalimumab) biosimilar, which has completed a Phase 3 clinical trial in
China. Our NDA for the plaque psoriasis (“PS”), RA and ankylosing spondylitis (“AS”)
indications was accepted by the NMPA in January 2019, and it is currently under priority

review; and

° HLX04. An Avastin (bevacizumab) biosimilar, which entered a Phase 3 clinical trial in
China in Q2 2018. We plan to file NDA for the metastatic colorectal cancer (“mCRC”) and
non-squamous non-small cell lung cancer (“nsNSCLC”) indications in 2020. Bevacizumab
is included in the NRDL. We also plan to further expand its indications in combination with

immuno-oncology therapy.

Our three near-commercial stage biosimilar candidates, together with HLXO01 (ﬁﬂ%), address
an estimated aggregate market opportunity in China of RMB16.7 billion in 2020, according to the
Frost & Sullivan Report. In addition, the inclusion of some of our drug candidates to the NRDL and
NEDL will further increase market penetration and demand in basic health institutions funded by the

PRC government.
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(2) Comprehensive bio-innovative pipeline driving long-term growth

As at the Latest Practicable Date, our bio-innovative drug candidates which have entered Phase
1 and/or Phase 1b/2 clinical trials include HLX06 (a novel VEGFR2 inhibitor), HLX07 (an EGFR
inhibitor), HLX10 (a novel PD-1 inhibitor), HLX20 (a novel PD-L1 inhibitor) and HLX22 (a novel
HER2 inhibitor).

In addition, our other bio-innovative pipeline drug candidates include HLXS55 (a ¢cMET
inhibitor), HLX09 (a CTLA-4 inhibitor), HLX23 (a CD73 inhibitor), HLX53 (a TIGIT inhibitor) and
HLX24 (a CD47 inhibitor).

(3) Versatile in-house combination therapy portfolio to capture future immuno-oncology
opportunities

We have formulated a combination therapy strategy, under which, we leveraged our
comprehensive oncology-focused product pipeline to provide a strong foundation for the development
of immuno-oncology combination therapies, including:

° HLX04 (an Avastin biosimilar) + HLX10 (a novel PD-1 inhibitor). An immuno-oncology
combination therapy for nsNSCLC and HCC, for which we’re preparing for Phase 3 and

Phase 2 clinical trials respectively.

° HLX07 (an EGFR inhibitor) + HLXI0. An immuno-oncology combination therapy for
SCCHN, for which we have completed pre-clinical studies. Our IND application has been
accepted by the NMPA.

° HLXI10 + Chemo. An immuno-oncology combination therapy for mESCC, sqNSCLC and
SCLC, which has commenced Phase 3 clinical trials for the mESCC and sqNSCLC
indications and is expected to commence a Phase 3 clinical trial for the SCLC indication

in near future.

We created the robust product pipeline described above in a highly cost-efficient manner. In
2017, 2018 and the three months ended 31 March 2019, we had overall R&D expenditure (representing
both capitalised and expensed R&D costs and expenses) of RMB637.1 million, RMB972.5 million and
RMB225.4 million, respectively, which we believe reflects our emphasis on achieving a high degree
of efficiency and productivity.

OUR STRENGTHS
Compelling business model with near-term visibility and long-term growth

Throughout the last two decades, the development of mAb has fundamentally transformed the
biologics industry and created a US$261.8 billion market globally in terms of sales revenue in 2018,
according to the Frost & Sullivan Report. As at 30 June 2019, 97 mAb products had been launched

in the US and 35 mAb products had been launched in China, while we were in the process of
developing over 20 mAb drug candidates in-house as at the Latest Practicable Date.
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Our commercialised product, HLXO01 (#F|€), was the first mAb biosimilar approved in China
in accordance with the Biosimilar Guidelines. Our pipeline includes multiple advanced-stage
biosimilar candidates. Supported by our strong manufacturing and commercialisation capabilities,
their market launch will provide us with near-term commercial visibility, which will be reinforced by
the continuous progress in other earlier stage biosimilar candidates and our in-house capability to

expeditiously expand our biosimilar pipeline.

Our fully integrated R&D platform and high-calibre team have also developed in-house a
diversified, innovative mAb and immuno-oncology combination therapy pipeline, which will drive our

long-term growth.

Our achievements and market leadership are supported by our comprehensive platform across the
Shanghai, Taipei and California R&D centres, the 14,000L production capacity of the Xuhui Facility
and strong commercialisation capabilities leveraging both internal resources and global partners.
These resources will continue to afford us the strategic flexibility and competitiveness to remain at

the forefront of China’s biologics market and to capitalise on the secular growth.
Integrated and efficient global R&D platform generating a robust product pipeline

We are an R&D driven and oriented biopharmaceutical company, and have built an integrated and
efficient global R&D platform with key facilities in Shanghai, Taipei and California. Our global R&D
platform, with extensive in-house R&D resources and end-to-end capabilities, enables us to closely
control the entire product development process, ranging from discovery and process development to

manufacturing and post-marketing clinical follow-up.

Our three R&D centres closely collaborate with each other to ensure a highly productive and
cost-efficient R&D process. Our Taipei and California R&D centres are mainly responsible for
early-stage R&D, providing us with quick access to the latest developments in the mAb field and
cutting-edge technologies and enabling us to tap into the rich biotech talent pool. Our Shanghai
facility is mainly in charge of R&D in later stages, such as process and formulation development, and
enables us to leverage (i) the abundance of high-calibre talent in Shanghai and clinical trial resources
across China, as well as (ii) its proximity to the Xuhui Facility, where we intend to manufacture our

approved products on a commercial scale.

We believe that our R&D success stems from the talent and capabilities of our team and their
dedication to our vision of offering high-quality, affordable and innovative drugs for patients
worldwide. As at 31 March 2019, we had assembled a team of 239 well-trained R&D employees, a
large number of whom possess a Ph.D or equivalent degree in immunology, biochemistry and
pharmaceutical engineering or other relevant areas. Many of our R&D personnel have extensive
working experience in global large pharmaceutical companies and specialise in developing biological

drugs in accordance with international standards.
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Supported by our strong talent base and our fully integrated R&D platform, we have developed,
and continued to expand a comprehensive product pipeline of multiple late-stage biologics candidates
and bio-innovative drugs, with significant potential for a variety of PD-1/PD-L1 based
immuno-oncology combination therapies. As at the Latest Practicable Date, in addition to the
biosimilar product we had commercially launched, namely HLXO01 ({£F|jf), we had developed
in-house over 20 biologic drug candidates and several immuno-oncology combination therapies in our
pipeline, including (i) two mAb candidates with NDA accepted by the NMPA, including one mAb
candidate with MAA accepted by the EMA, (ii) two mAb candidates undergoing Phase 3 clinical trials
and six mAb candidates undergoing Phase 1/2 clinical trials, and two immuno-oncology combination
therapies undergoing Phase 3 clinical trials and (iii) 31 IND approvals received across different
jurisdictions for our product pipeline.

Large-scale manufacturing capabilities with enhanced cost efficiencies and robust quality
management systems

We have one manufacturing facility in operation, the Xuhui Facility, which is located in
Shanghai. The Xuhui Facility has received a Pharmaceutical Manufacturing Permit (& i 4 7 7 r]
#)) from the NMPA Shanghai Bureau, with a total area of approximately 11,000 square metres. The
Xuhui Facility accommodates two independent production lines, comprising six 2,000L and four S00L
single-use bioreactors for a total of 14,000L, along with ancillary purification equipment. We are
currently constructing our second manufacturing facility in Shanghai, the Songjiang Facility.

We are a pioneer in adopting single-use technologies in China, particularly single-use
bioreactors. According to the Frost & Sullivan Report, single-use bioreactors generally reduce capital
expenditure by up to 50% and production costs by up to 25% to 30%, and saves the need for clean-up
and disinfection after each production cycle, which reduces per-batch production time and decreases
the risk of contamination.

We have established a robust quality management system that meets the quality standards set by
the relevant regulatory authorities of the US, EU and China, which lays the foundation to
commercialise our products in multiple jurisdictions and regions. In March 2019, we obtained a GMP
Certificate for our HLX01 (##|J€), certifying its compliance with GMP standards. Our quality
management system covers the entire product lifecycle, from research and development to material
management, product manufacturing, quality control, product supply management and particularly,
product post marketing surveillance. Managed by a team of overseas-trained experts with significant
experience in pharmaceutical quality management, our Xuhui Facility and accompanying quality
management systems have passed multiple on-site inspections and/or audits conducted by EU QP and
our international commercial partners such as Accord and Cipla, in each case in accordance with
exacting standards. As at 31 March 2019, our Global Quality Operations department, which operates
our quality assurance and quality control functions, consisted of 125 employees. This headcount is
equivalent to approximately 80% of the whole of our manufacturing department, which reflects our
strong commitment to, and investment in, our quality control infrastructure and functions. We believe
that this demonstrated commitment to quality management distinguishes us in the PRC market, and we
intend to continue to pursue this commitment to establish a market reputation for quality and
reliability.
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Strong global commercialisation capabilities

As part of our domestic commercialisation efforts, we entered into commercial cooperation
agreements with the Fosun Pharma Group. Under such cooperation agreements, we expect to benefit
from Fosun Pharma’s (i) decades of market experience and know-how in navigating through the
rapidly-evolving China healthcare landscape, (ii) superior market access ability to provide umbrella
coverage for a portfolio of products and (iii) extensive sales network covering both higher and lower
tier markets to enable broad market penetration across China. We believe these collaborations will

establish a solid foundation for our future commercialisation.

We have established a dedicated marketing team with extensive industry experience, which we
plan to further expand in the near future. Through over five years of clinical trial experience
accumulated at over 100 clinical study sites, mostly located at top medical institutions, we have gained
access to a comprehensive KOL and physician network to prepare for the commercialisation of our
products. We have also established a clinical development advisory committee comprising leading
experts and KOLs in China as well as a scientific advisory board comprising leading experts in the
US. These two advisory committees provide us with insights for clinical trial designs and product and
target selections, as well as insights from leading healthcare providers and cutting-edge scientific
researchers. Mr. Wenjie Zhang, an industry veteran and market expert, has joined us as our Senior Vice
President, Chief Commercial Operation Officer and Chief Strategy Officer to oversee our sales and
marketing and establish an in-house sales team to execute our commercial plans.

For our global commercialisation efforts, we have a proven track record of initiating strategic
commercialisation collaborations with global leading pharmaceutical companies in advance of product
approvals, which we believe will enable us to expeditiously capture market share through the
established capabilities and resources of our partners. For example, to market and distribute HLX02
overseas, we have partnered with Accord for over 70 jurisdictions and regions in Europe, MENA and
CIS, with Cipla for Australia, New Zealand, Colombia and Malaysia, and with Jacobson Medical for
Hong Kong and Macau.

Visionary co-founders and leadership team

Our co-founders, Dr. LIU and Dr. JIANG, are seasoned scientists in the biopharmaceutical
industry. Since their founding of the Company in 2010, they have worked diligently and passionately
to achieve their shared vision to provide high-quality, affordable and innovative drugs for patients
globally, and have the utmost faith and confidence in doing things that are right, challenging and take

time to accumulate.

Dr. LIU has approximately 25 years of experience in biopharmaceutical R&D, manufacturing and
quality management, as well as business development and corporate management. Prior to founding
the Company, he held senior positions in a number of leading multinational pharmaceutical
companies, including director of the quality analytical labs at Amgen, associate director of biologics

quality control at Bristol-Myers Squibb and vice president of R&D in Asia at United Biomedical.
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Dr. JIANG has approximately 25 years of experience in biopharmaceutical development and
production with specialised expertise in antibody and protein engineering. Prior to co-founding the
Company, he held senior researcher and director positions in several well-known, global
pharmaceutical companies, including VasGene Therapeutics and Applied Molecular Evolution, an
affiliate of Eli Lilly.

Under the leadership of Dr. LIU and Dr. JIANG, and inspired by their vision and ambition and
attracted by our science-oriented, practical and meritocratic corporate culture that focuses on efficient
execution, we have assembled a team of highly-skilled talents with shared goals. As at 31 March 2019,
our core team comprised 79 industry experts, nearly 67% of which have more than 10 years of relevant
experience in the industry, and more than 62% have worked overseas, with extensive experience across
drug development, CMC, plant design, pharmaceutical production management, quality and
compliance, clinical development, regulatory affairs, commercialisation and finance at leading

multinational pharmaceutical companies.

OUR STRATEGIES

Our vision is to become one of the world’s most trusted and admired biopharmaceutical
companies, offering innovative and affordable medicines to patients worldwide. To achieve this

vision, we plan to implement the following strategies:

Further strengthen our leading position and capitalise on first-entrant advantages in the

continuous development of biosimilars

Our HLXO01 (¥#£F|5E) is the first mAb biosimilar developed in China to receive regulatory
approval under the Biosimilar Guidelines and to commence commercial sales, which offers substantial
first-entrant advantages not only in terms of establishing our market position, but also with respect to
our experience gained from navigating through the regulatory pathway and commercialisation process.
We intend to apply this experience to rapidly and efficiently progress the development of our other

biosimilar candidates, including our near-commercial stage Core Products.

We have submitted NDAs for HLX02 and HLXO03 in China, both of which are currently under
priority review by the NMPA, and we plan to submit NDA in China for HLX04 in the near future. In
addition, our commercialisation partner Accord has filed an MAA for HLXO02 in the European Union.
We intend to utilise our large-scale manufacturing capabilities to rapidly commercialise these product
candidates in order to fully capitalise on our leading position in the PRC biosimilars market, establish
potential first-entrant advantages and generate steady revenues that will support our future operations,

including the research and development of additional product candidates.

— 172 —



BUSINESS

Considering the relatively lower risk in biosimilar development as compared to innovative drugs
and the visible market potential, as well as taking into account our track record of in-depth experience
with biosimilars in the PRC, we will continue to leverage our strong technical capabilities and
know-how to develop new biosimilars in anticipation of upcoming major patent expiries for
blockbuster drugs. This will further build up and diversify our product portfolio and provide long-term
growth opportunities. We believe that we will be able to replicate HLXO01 (ZEFI5E)’s
commercialisation success toward the development of new biosimilar candidates. We also plan to
market our drug candidates to other emerging economies such as South America, Eastern Europe and

Southeast Asia, where we believe there is substantial unmet demand for medical products.

Develop an innovative product portfolio focusing on immuno-oncology combination therapy
through leveraging our robust and comprehensive biologics pipeline and established mAb

development platform

By capitalising on the commercial benefits from our biosimilars and leveraging our
comprehensive technology platforms and in-house R&D capabilities, we intend to continue
progressing the development of our bio-innovative drug candidates and actively expand our pipeline
by launching and advancing clinical studies for new programmes, including novel biologics and

immuno-oncology combination therapies.

We plan to rapidly develop immuno-oncology combination therapies to deliver improved
treatment solutions for patients. As illustrated in the chart below, we have developed an extensive
portfolio across all three categories of targets for combination therapy, including tumour-specific
targeted, angiogenesis-targeted and immunotherapeutic-targeted therapeutics. We can strategically
and efficiently develop various immuno-oncology combination therapies covering a wide variety of
indications. We also plan to explore other such potential therapies using our drug candidates
(including PD-1/PD-L1 mAbs) as the backbone in combination with other mAbs, chemotherapy,

radiotherapy or cancer vaccines.

Tumour-specific targets Angiogenesis targets

CD20, HER2, EGFR, cMET, CD27, VEGF, VEGFR2, etc. PD-1, PD-L1, CTLA-4, TIM-3,
Claudin 18.2 etc. LAG3, GPC3, TIGIT, OX40, etc.
No. of drug candidates in No. of drug candidates in No. of drug candidates in

our pipeline >10 our pipeline >3 our pipeline > 8
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Expand manufacturing capabilities and enhance cost effectiveness while maintaining high
quality standards

With the commercialisation of HLXO01 (#F|), and in anticipation of more upcoming product
launches, including our near commercial Core Products, we intend to increase investments in our
manufacturing facilities to optimise production processes, expand our manufacturing capacity and

increase cost effectiveness.

In particular, as we continue to expand our portfolio of commercialised drugs over time, we are
currently constructing a second manufacturing facility, the Songjiang Facility, to significantly
increase our overall production capacity. Upon completion of the Songjiang Facility, we expect our
manufacturing capacity to be able to accommodate simultaneous production of all our drug candidates.

In addition, we strive to achieve further cost efficiency through our focus on developing
continuous process technologies in-house, which we expect will enable us to significantly reduce
per-unit manufacturing costs and reduce liquid and solid wastes pollution, while at the same time

significantly increasing productivity.

With the development and scaling-up of our continuous process technologies, we believe that we
are one of the few biopharmaceutical companies in China with the capability and flexibility to develop

and commercialise effective and affordable immuno-oncology combination therapies.

At the same time, we will continue to strictly adhere to the high quality standards of our
manufacturing facilities, seeking accreditation by international regulatory agencies including the FDA
and EMA.

Strengthen commercialisation capabilities through in-house sales and marketing team and

partnerships

To further expand our market presence, we have established a marketing team with extensive
industry experience and market insight. Going forward, we plan to grow the team with a focus on
medical science liaisons and market entry capabilities. We are establishing a sales team to execute our
commercialisation plans independently in China. We believe that having this in-house capability will

complement our strong partnerships with Fosun Pharma and other global partners.

We plan to enter into additional strategic cooperation agreements with international partners,
similar to those we already have with Accord, Cipla, Biosidus and Jacobson Medical, to extend our
business presence into more international markets, particularly those which we believe have
significant unmet medical needs for affordable biologics, such as Southeast Asian countries where
clinical trial data from China are eligible to be submitted as part of the application process for

regulatory approval.
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Selectively pursue strategic collaborations to expand our global presence

We intend to continue to explore, evaluate and selectively pursue strategic collaborations with
respect to other biopharmaceutical companies, products and product licences in order to enrich our
products portfolio and to expand our global footprint. For example, we licensed in HLX22 from
AbClon and exercised an option to expand the licence globally. While we intend to continue to rely
primarily on our internal capabilities, we will also continue to look for additional technologies and

assets to augment our platform and pipeline for continued success.
OUR PRODUCTS

As at the Latest Practicable Date, in addition to the biosimilar product we had launched
commercially, namely HLX01 (##]€), we had developed in-house over 20 biologic drug candidates
and several immuno-oncology combination therapies in our pipeline, including (i) two mAb
candidates with NDA accepted by the NMPA, including one mAb candidate with MAA accepted by the
EMA, (ii) two mAb candidates undergoing Phase 3 clinical trials and six mAb candidates undergoing
Phase 1/2 clinical trials, and two immuno-oncology combination therapies undergoing Phase 3 clinical
trials and (iii) 31 IND approvals received across different jurisdictions. Our drug candidates in
development include biosimilars, bio-innovative drugs and immuno-oncology combination therapies.
These immuno-oncology combination therapies consist of drug candidates which we believe have the
potential to be combined with our immunotherapeutic antibodies (including antibodies against PD-1,
PD-L1 and other immuno-oncology targeting drugs in our portfolio) to address unmet medical needs

in China and beyond.
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The following table summarises our product and drug candidate pipeline as at the Latest

Practicable Date:

Frodut oy oet Indication  COmmercial

Partner (Territory)

Pre-clinical IND

Phase 2%

Phase 3

NDA filed  NDA approved”

(Reference Drug) " *7 T Rights U T o o T T~ oo T

HLXO1
(MabThera)

HLX02
(Herceptin)
HLX03
(Humira)

HLX04 " )
(Avastin) VEGF mCRCASNSCLC® Worldwide

CD20 NHL® Worldwide

HER2  BC/mGC®  Worldwide

TNF-o  PS/RA/AS®  Worldwide

Worldwi
ey EGFR mCROSCCHN origvide
HLX12 yEGER) Solid tumours™ Worldwide
(Cyramza)
HLX11
(Perjeta)
HLX14
(Xgeva)
HLX13
(Yervoy
HLX15
(Darzalex) CD-38

HER2 BC Worldwide

RANK Solid tumours ~ Worldwide
ligand
Solid tumours ~ Worldwide

Multiple
Myeloma

) CTLA-4

Worldwide

HLX01  CD20

HLX04 VEGF wAMD/DR™ Worldwide

HLX07" EGFR  Solid tumours  Worldwide

HLX06 VEGFR2 Solid tumours ~ Worldwide

HLX10"™  PD-1  Solid tumours ~ Worldwide

HLX20 PD-LI  Solid tumours Worldwide

FOSUNPHARMA (Ching)

® BTUESTDHU s (South America”)

a #1 (Europe, MENA and CIS®)
Cipla

[ =]

FOSUNPHARMA (Ching)

(Hong Kong and Macau)

IND approved in the US, Taiwan, China Mainland

IND approved in the US, Taiwan, China Mainland

IND approved in the US, Taiwan, China Mainland

Australia and China Mainland

ey

HLX22 HER2 BC/GC Worldwide In-Licensed

HLX55  c¢MET  Solid tumours  Agjq® In-Licensed

HLX56 DR Solid tumours Greater China In-Licensed

Bio-
Innovative|
Portfolio

HLX09 CTLA-4  Solid tumours ~ Worldwide

HLX23 CD73  Solid tumours ~ Worldwide

HLX24  CD47  Solid tumours  Worldwide

HLX26 LAG3  Solid tumours Worldwide

HLX59  CD27  Solid tumours Worldwide

HLX51  0X40  Solid tumours ~ Worldwide

HLX52 TIM-3  Solid tumours Worldwide

HLX53  TIGIT  Solid tumours ~ Worldwide

HLX58 Claudin 182 Solid tumours ~ Worldwide

HLX63 GPC3  Solid tumours  Worldwide
HLX04"9 VEGF )
+HLXI0 +PD-1 nsNSCLC ~ Worldwide
HLX04" VEGF )
+HLX10 +PD-1 HCC Worldwide
HLX07 EGFR .
W
SHLXI0 +PD-1 SCCHN orldwide
mESCC Worldwide
HLX10™ )
+ Chemo PD-1 qNSCLC ~ Worldwide
SCLC Worldwide

T _: Core Products

Notes:

(1)  HLXOI (EF|H) is one of our Core Products. We received the NDA approval for HLX01 (7] #) in February 2019 and

commenced commercial sales in May 2019.
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«

2) Phase 2 clinical trials are not required for biosimilars. See
(3)  Our Phase 3 clinical trial for HLXO01 focused on the treatment of DLBCL, which is the most common subtype of NHL.
As HLXO01’s reference drug, MabThera, is approved in China for three NHL subtypes (namely DLBCL, relapsed or
refractory follicular central lymphoma and previously-untreated CD20-positive stage III-IV follicular lymphoma),

—OQur Biosimilar Portfolio” for further details.

HLXO1 is also approved for all three indications.

(4)  Argentina, Paraguay, Uruguay and Bolivia.

(5) Our Phase 3 clinical trial for HLX02 focuses on the treatment of HER2" mBC. As HLX02’s reference drug, Herceptin,
is approved in China for HER2* eBC, HER2* mBC and HER2" mGC, our NDA for HLX02 seeks approval for all three
indications for HLX02. Our commercialisation partner Accord filed an MAA with the EMA for these three indications
and GEJ. Subject enrolment of the Phase 3 clinical trial for HLX02 has been completed. While HLXO02 is still undergoing
Phase 3 clinical trial, our NDA for HLX02 was accepted by the NMPA in April 2019 and is currently under its priority
review.

(6)  Over 70 jurisdictions and regions in Europe, MENA and CIS.

7 Australia, New Zealand, Colombia and Malaysia.

(8)  Our Phase 3 clinical trial for HLXO03 focuses on the treatment of PS. As HLX03’s reference drug, Humira, is approved
in China for PS, RA and AS, we have filed for NDA approval for all three indications for HLX03. We have completed
the Phase 3 clinical trial for HLX03. Our NDA for HLX03 was accepted by the NMPA in January 2019 and is currently
under its priority review.

9) Our Phase 3 clinical trial for HLX04 focuses on the treatment of mCRC. As HLX04’s reference drug, Avastin, is approved
in China for mCRC and unresectable, locally advanced, recurrent or metastatic nsNSCLC, we plan to seek NDA approval
for both indications for HLX04.

(10) Licensed out to Shanghai Jingze. See “—Licence Arrangements—Licence Agreement with Shanghai Jingze” for further
details.

(11) Includes advanced gastric cancer or gastroesophageal junction adenocarcinoma, metastatic NSCLC and mCRC.

(12) Considered a bio-innovative product because the originator product has not been approved for the relevant indication yet

<«

in China. See “—OQur Bio-Innovative Drugs—Overview” for further details.

(13) Greater China and certain countries in Southeast, Central and South Asia.

(14) We do not consider HLX07, HLX10, HLX04 + HLX10 combination therapy and HLX10 + Chemo combination therapy
to be our Core Products as (i) data on Phase 1 clinical trials for HLX07, HLX10 and HLX04 + HLX10 combination
therapy have not become available, and (ii) data on Phase 3 clinical trials for HLX10 + Chemo, which do not require

Phase 1 clinical trials, have not become available. We are also developing HLX10 to treat Hepatitis B virus.

OUR BIOSIMILAR PORTFOLIO

Overview

A biosimilar is a biologic pharmaceutical product which is a near-identical copy of a reference
drug developed and manufactured by a different company. Biosimilar sponsors must develop the drug
independently of the originator product, as they do not have access to the originator’s molecular
cloning (or a set of experimental methods in molecular biology that are used to assemble recombinant
DNA molecules for the production of the biologic molecule), original cell bank, details of the
production process nor the active drug substance(s). Generally, the development process requires that
a biosimilar drug candidate undergoes clinical research and development to demonstrate that it is
highly similar (in terms of both efficacy, safety and immunogenicity) to the reference originator
already approved by certain regulatory authorities, including the NMPA, FDA and EMA,
notwithstanding minor differences in clinically inactive components. The drug candidate must undergo
this regulatory review process, which for the NMPA, FDA and EMA is specially adapted for
biosimilars, in order to receive approval for commercialisation. See “Regulatory
Overview—Regulations Related to the Clinical Trials and Registration of Drugs” for further details
on the NMPA approval process.
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Once approved and after expiry of the reference drug’s major patents, the biosimilar can proceed
to be commercialised. In order to be competitive against reference drugs, biosimilars are generally
priced as affordable alternatives, enabling them to be potentially more widely-available, especially in
markets where access to the reference drugs may be limited due to prohibitive pricing or other
economic barriers. In the EU, which has had a biosimilar regulatory pathway since 2005, biosimilars
(including biosimilar mAbs) have demonstrated strong potential to take market share from originator

products and expand patient access.

In the PRC, which we expect to be a key market for all of our biosimilar candidates, the
government has published a number of guidelines encouraging biosimilar research and development,
including the Biosimilar Guidelines, which set out the regulatory framework for registering and
evaluating new biosimilar candidates. In general, the NMPA requires that biosimilars match the
relevant reference drugs in terms of indications, usage guidelines and safety information. In addition,
the biosimilar approval pathway is established based on the scientific objective of proving that there
are no clinically meaningful differences in the safety and efficacy of biosimilars when compared to
the reference drug, whereas the scientific objective for the novel and innovative drug approval
pathway is a full exploration of whether a medical strategy or treatment is safe and effective in
humans. Based on this principle, there is generally no need to conduct a Phase 2 clinical trial for
biosimilars since the proper dose assuring safety and efficacy has already been determined for the
reference product. The Biosimilar Guidelines permit biosimilar sponsors to concurrently conduct
clinical trials of different phases and drug developers are not required under PRC regulations to
complete prior phases of clinical trials before commencing subsequent phases. Once the developer
receives IND approval for a particular indication, the developer may, at its own discretion, choose to
commence later trials, such as Phase 3 or Phase 1b, without completing the Phase 1 clinical trial. In
our R&D activities, we commenced the Phase 3 clinical trial for HLX03 before completing the Phase
1 clinical trial. We believe that this approach expedites the R&D process for us and will facilitate more
rapid approval and commercialisation of our products. See “Risk Factors—Risks Relating to the
Development, Clinical trials and Regulatory Approval of Our Drug Candidates—Clinical development

involves a lengthy and expensive process with no assured outcome” for further details.

Furthermore, in accordance with the Biosimilar Guidelines, if clinical similarity for a drug
candidate has been demonstrated in comparative studies, regulators in the PRC may consider allowing
extrapolation to other indications approved for the reference drug. In order to be eligible, the
treatment for each indication should involve the same mechanism of action and target, as well as the
same clinically relevant pathogenic mechanism and receptors. This similarity should be demonstrated
by comparative clinical studies, and safety and immunogenicity for the extrapolated indications
should be sufficiently assessed. Moreover, whether extrapolation of clinical indications is appropriate
is assessed by reference to product characteristics and on a case by case basis. There are also
circumstances where the appropriateness of extrapolation must be cautiously considered, such as in
different combined disease populations or in populations with different recommended dosages. We are

currently seeking indication expansion for our biosimilar Core Products.

Our commercialised or advanced biosimilars, each as described in more detail below, include
HLXO01 (ZEF|E), HLX02, HLX03 and HLXO04.
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HLX01 (for NHL)
Overview

We developed HLXO01 ({£F|E) as a MabThera biosimilar under the name Recombinant
Human/Murine Chimeric Anti-CD20 Monoclonal Antibody Injection, which is our first
commercialised monoclonal antibody drug product. HLX01 () has been granted the use of the
generic name Rituximab Injection in China by the Chinese Pharmacopoeia Commission. Rituximab is
included in the most recent NRDL published on 20 August 2019. Rituximab is a monoclonal antibody
drug approved for the treatment of NHL, most commonly the DLBCL subtype, and for moderate to
severe RA. We completed a Phase 3 clinical trial in May 2018. Based on data collected and analysed
from the Phase 3 clinical trial, we concluded that the trial achieved bioequivalence in both primary
and secondary endpoints. We received regulatory approval for HLX01 (¥F %) from the NMPA on 22
February 2019. The first presciption for HLX01 (EF|fE) was issued on 16 May 2019, and we
commenced commercial sales of HLXO01 (ZEF|fE) in May 2019.

We are concurrently conducting a Phase 3 clinical trial for HLXO01 for the RA indication. See “—
Our Bio-Innovative Drugs — HLXO0I (for RA)” for further details on the development of HLXO01 for
the RA indication and the current therapies and potential market opportunities for that indication. As
we have entered Phase 3 clinical trials and the reference drug has not yet been approved for RA

indication, we consider HLXO01 for the RA indication to be a bio-innovative Core Product.

We launched HLXO01 (¥#F]J€) initially in China, where there is a significant and growing
demand for affordable treatment of NHL, before exploring overseas opportunities. According to the
Frost & Sullivan Report, in 2018, only approximately 25% of eligible NHL patients in China were able
to afford the existing first-line therapy which includes MabThera, the reference drug for HLXO01
(EEF|FE), while the number of new NHL cases in China is projected to grow from approximately
88,100 in 2018 to approximately 99,400 in 2023.

We have entered into an agreement with Fosun Pharma Industrial Development with respect to
HLX01 (FEF|FE) in September 2015 (as amended) (the “HLXO01 Agreement”), to establish a
well-defined commercialisation strategy for HLXO01 (ZF|FE) in China, such as utilising Fosun
Pharma’s market access and nationwide sales and marketing network to rapidly commercialise HLXO01
(R ) on a large scale. We believe that HLXO01 (ZF|5E), being the first biosimilar drug in China
to receive regulatory approval in accordance with the Biosimilar Guidelines, is of great significance
to both Chinese patients and the country as a whole. We have also entered into a licence agreement
with Biosidus for the commercialisation of HLXO01 (##|Fg) in Argentina, Paraguay, Uruguay and

Bolivia.
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Background of Reference Drug

Rituximab, a human murine chimeric anti-CD20 monoclonal antibody, was originally developed
by IDEC Pharmaceuticals and Genentech. It initially received FDA approval in 1997 under the brand
name Rituxan, followed by the EMA approval in 1998 under the brand name MabThera for the
treatment of NHL. MabThera was launched in China in 2001. Rituximab was added to the NRDL in
2017 and to the NEDL in 2018.

Depending on the jurisdiction of approval, rituximab may be included as a part of the first- or
second-line therapy for numerous indications, including NHL, chronic lymphocytic leukaemia, RA,
granulomatosis with polyangiitis, microscopic polyangiitis and moderate-to-severe pemphigus
vulgaris. In China, MabThera has been approved for only three types of NHL: CD20-positive DLBCL,
relapsed or refractory follicular central lymphoma (subtype B, C, and D of B cell NHL, as classified
by the International Working Formulation) and previously-untreated CD20-positive stage III-IV
follicular lymphoma.

While major patents for rituximab have expired in most regions, including Europe in 2013 and
the US in 2016, the drug continues to generate high sales and remains widely distributed across the
world by different pharmaceutical companies. In China, MabThera is distributed by Roche. In 2018,
according to Roche’s annual report, global sales of MabThera/Rituxan amounted to CHF6.8 billion
(approximately US$6.7 billion), while sales in China, according to the Frost & Sullivan Report,
amounted to RMB2.5 billion. Rituximab, in conjunction with the chemotherapy regimen CHOP
(consisting of the chemotherapy agents cyclophosphamide, doxorubicin, vincristine and prednisone),
is widely regarded as the standard of care for the first-line treatment of DLBCL. To the best of our
knowledge of current drug candidate pipelines, rituximab will likely continue to remain as the core
drug for the standard of care for the first-line treatment of the named NHL indications for the

foreseeable future.

Mechanism of Action

Rituximab is a human murine chimeric anti-CD20 monoclonal antibody, consisting of the IgGl1
kappa immunoglobulin with murine light- and heavy-chain variable regions and human kappa and
gamma-1 constant regions. Rituximab binds to CD20, which is a protein widely expressed on the
surface of immune system B cells (both in precursor and mature form). Cancers such as NHL may arise

from the malignant transformation of B cells and their precursors.

While research publications on rituximab have reported several mechanisms of action, in general
rituximab acts by binding to the surface of B cells where CD20 is located and initiating an immune
response via apoptosis, direct growth arrest, complement dependent cytotoxicity (“CDC”) and
antibody-dependent cellular cytotoxicity (“ADCC?”), ultimately lowering B cells activities through B

cell depletion. In particular, the binding of rituximab to B cell CD20 proteins induces polarisation of
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B cells proteins (including CD20 itself) which augments the therapeutic function in natural killer cell-
(“NK cells”) mediated ADCC. With the conjugated structure formed by the binding of rituximab to
CD20 proteins on B cell surface, NK cells have a significantly higher kill rate against such malignant
B cells when compared to the kill rate without Rituximab treatment.
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Current Therapies for NHL

A common first-line therapy to treat previously-untreated CD20-positive DLBCL, which is a
major subtype of NHL, is rituximab combined with CHOP (“R-CHOP”). The R-CHOP regimen is
typically administered on day 1 of each cycle of chemotherapy for up to eight cycles. Typical side
effects include chemotherapy-induced nausea, haemorrhagic cystitis, alopecia and neutropenia.

Potential Market Opportunities and Competition for NHL Treatment

Over 95% of cancer cells in B cell NHL express CD20, and B cell lymphomas make up
approximately 85% of NHLs. According to the Frost & Sullivan Report, DLBCL is the most common
subtype of NHL in China, accounting for approximately 46% of the overall NHL population and
approximately 54% of the B cell NHL population. Abnormal B cell activity may also lead to
autoimmune diseases such as RA.

According to the Frost & Sullivan Report, the number of new NHL cases in China is projected
to grow from approximately 88,100 in 2018 to approximately 115,900 in 2030. While R-CHOP is
generally well-regarded in terms of efficacy and safety in the treatment of DLBCL, its availability is
limited by its cost. According to the NRDL, MabThera costs RMB2,294 per 10 mL/100 mg/vial and
RMB7,866 per 50 mL/500 mg/vial in China in 2018, which is economically burdensome for most
Chinese patients. As MabThera currently has no competitors or substitutes in China, and given the
huge number of underserved Chinese NHL patients, we believe that there is a significant market
opportunity for HLX01 (#£F]) as an affordable MabThera biosimilar.
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Moreover, the addition of rituximab for NHL treatment to the NRDL since 2017 and to the
National Essential Drug List in 2018 will increase market awareness for its application in the NHL
indication and boost its penetration in China, which in turn will benefit us in our marketing of HLXO01
(EEF| ). However, while rituximab may become increasingly accessible, there will continue to be a
significant gap between supply and demand. For example, even after its addition to the NRDL, the
reimbursement available to patients varies from province to province and between cities, with
wealthier provinces and cities reimbursing significantly higher percentages of patients’ out-of-pocket
cost for rituximab. As a result, despite its general admittance to the NRDL, patients in less prosperous
regions will likely continue to face economic hurdles in obtaining rituximab therapy. As more medical
practitioners and patients become familiar with rituximab, we believe they will also become
increasingly familiar with HLXO01 (E#F|H) as a more affordable rituximab to bridge the
supply-demand gap.

We expect competitors for HLX01 (7% 5%) to primarily consist of the reference drug MabThera,
as well as other MabThera biosimilars which have been launched elsewhere in the world or which are
currently under development. According to the Frost & Sullivan Report, our expected major
competitors for HLXO01 (¥ F]J#) include SinoCelltech, Innovent Biologics, Zhejiang Hisun/Mabworks
Biotech, Genor Biopharma, Hualan Bio and Chiatai Tianqing in the PRC. We are the first to achieve
commercial sales of our MabThera biosimilar product and to benefit from significant first-entrant

advantages as a result. See “Industry Overview — Competitive Landscape” for further details.

HLXO01 (R 5E)’s competitiveness is primarily based on our first-to-market advantages as the
first biosimilar to receive NDA approval and to commercially launch in China, regional availability
and product quality deriving from our reputation for effective quality control. Additionally, the
inclusion of rituximab to the National Essential Drug List in November 2018 will further increase its
market penetration and demand in basic healthcare institutions funded by the PRC government. We
also expect to be competitive on manufacturing cost and reliability of supply, given our projected
capability to manufacture HLX01 (Z£F|F) on a large scale and in accordance with GMP quality
standards, while maintaining sound cost control measures (including through adopting and developing
cost-effective technologies such as single-use technologies, proprietary cell culture media, and
high-titre production cell line technologies, which we have already implemented for our production
of HLX01 (ZF|H). According to the Frost & Sullivan Report, such cost-effective technologies,
particularly single-use bioreactors, are not commonly used in the PRC biologics industry, other than
by CMOs and emergent biotech companies. The industrialisation of biologics production in China lags
behind many developed countries. Accordingly, traditional stainless steel bioreactors remain more
commonly used for mass production of biologics in China, while single-use bioreactors are primarily
used for smaller scale production of biologics for clinical trials. However, as single-use bioreactors
have demonstrated cost efficiency for mass production of biologics in developed countries such as the
US, the overall penetration rate of single-use bioreactors in China is expected to increase going
forward.

— 182 —



BUSINESS

Moreover, unlike many of our competitors, we conduct substantially all of the processes for both
drug R&D and drug manufacturing in-house, with end-to-end control of each process, which enables
us to minimise outsourcing costs. We also expect to be able to achieve economies of scale with our
substantial manufacturing capacity and extensive pipeline of drugs to produce in due course, assuming
that we obtain regulatory approval for them. We believe that we will be able to leverage these
advantages to achieve lower production costs compared to competitors who rely on third party
manufacturers for their production needs.

Summary of Clinical Development History and Results

As at the Latest Practicable Date, we had completed our Phase 3 clinical trial for HLXO01 with
respect to the NHL indication. Based on the data collected and analysed, we concluded that the HLXO01
Phase 3 clinical trial achieved bioequivalence in both primary and secondary endpoints between

H-CHOP and R-CHOP.

Clinical Development of HLX01 for NHL

The chart below summarises the development timeline of HLXO01 for NHL:

2014Q1 2014Q2  2014Q4 2015Q4 2017Q4 2018Q2 2019Q1
—— o o ® o - —
IND Phasela Phase 1b Phase 3 1st NDA Rolling Phase 3 NDA
Approval Submission  Clinical approval
Trial received
Results
Released

Phase 3 Clinical Trial

Study Design. The Phase 3 clinical trial was a multi-centre, randomised, double-blind, parallel
study comparing the efficacy and safety of HLX01 combined with CHOP (*“H-CHOP”) to R-CHOP
for previously untreated CD20-positive DLBCL patients. The Phase 3 clinical trial, which was
completed in May 2018, enroled approximately 400 subjects (divided into two study groups of
approximately 200 subjects each) across 36 hospitals in China. Each study group received a 375
mg/m? dosage of either H-CHOP or R-CHOP every three weeks for a total of six treatment cycles.
Subject eligibility was based on diagnosis of CD20-positive DLBCL, which is the most common
subtype of NHL, with clearance to receive first-line therapy.

HLXO01 375mg/m?> +CHOP

Randomised 1:1 ‘ Six cycles in total, every three weeks for a cycle

MabThera 375mg/m?+CHOP
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The primary endpoint was the objective response rate (“ORR?”).

Secondary endpoints included: (i) complete response (“CR”) rate; (ii) one year duration of
response (“DoR”); (iii) one-year event-free survival rate (“EFS”); (iv) one-year progression-free
survival rate (“PFS”); (v) one-year overall survival rate (“OS”); (vi) one-year disease-free survival

rate (“DFS”) and (vii) pharmacodynamics (“PD”) parametres.

Efficacy. With respect to primary endpoint findings, based on the per protocol set (“PPS”),
H-CHOP and R-CHOP exhibited similar best ORR of 94.1% and 92.8%, respectively, with a 1.4%
equivalence margin difference, 95% confidence interval (“CI”) of -3.6% to 6.3% and p-value = 0.608.
The chart below sets out the ORR findings in more detail:

Overall Response Best ORR (95% CI)

Rate (%) Equivalence Margin
Difference 95% CI
14% (-3.59, 6.32%) Within £12%®
10 . . Bantipti e
80 1
(88.19%, 96.00%)
60
40 4
20
0 4
n=188 n=194
PPS
(1) Walker E, ctal, JGen Intern Med. 2011;26(2):192-6 m H-CHOP R-CHOP
Secondary endpoint findings were as follows:
Parametre H-CHOP R-CHOP p-value
CR . 46.8% 52.1% 0.231
EFS . 55.4% 64.5% 0.125
PES . 75.0% 80.1% 0.534
OS . 91.8% 92.4% 0.661
DS . 77.4% 83.0% 0.462

The DoR for H-CHOP and R-CHOP also showed no statistically significant difference.

Safety. There was no statistically significant difference in the incidence of adverse events
(“AEs”), adverse drug reactions (“ADRs”), serious adverse events (“SAEs”), serious ADRs, AEs
leading to death and AEs or ADRs leading to treatment discontinuation between the H-CHOP group
and R-CHOP group. The overall incidence rate of adverse reactions in the H-CHOP group and the
R-CHOP group was 99.5% and 99.0%, respectively, while the incidence rate of serious adverse
reactions was 29.5% and 28.6%, respectively. AEs primarily included Grade I and Grade II AEs,
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including infusion-related reactions (such as itching, rash and nausea). During the course of the trial,
no deaths or other serious adverse events occurred post-treatment. The charts below set forth the
safety findings in more detail:

P=1.0000 P=1.0000 P=0.724
99.5 99.0 99.5 99.0 99.5 99.0
100 4
9 A
80 A
g 70
E
s 60 4
&
T 50 A
g P=0.752
E 40 340 s N 511:0.849286
2 30 4 i :
20 A
10 A
0 - T T T 1
AE TEAE ADR SAE Serious ADR
TEAE: Treatment Emergent Adverse Events ® H-CHOP (n=200)  R-CHOP (n=206)
ADR: Adverse Drug Reactions
IRR: Infusion-related Reactions
SAE: Serious Adverse Events
AE: Adverse Event
100 - CTCAE Adverse Event Grades
90 4
80 -
S
Z 70
B
2 40 |
S
8 49.0
g 504
=] 413
]
S 40 36.4
30 27.0
20 4 17.5 17.0
10 4
4.0 2.9 2.0 1.5
o . i i i i ,
Grade 1 Grade 2 Grade 3 Grade 4 Grade 5

B H-CHOP (n=200) = R-CHOP (n=206)

Immunogenicity. Immunogenicity findings, in terms of formation of anti-drug antibodies

(“ADA”), which can impact pharmacokinetics (“PK”) and clinical efficacy showed no statistical
significant difference (p>0.05).
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Phase 1b Clinical Trial

Study Design. The Phase 1b clinical trial was a multi-centre, randomised, double-blind,
parallel-arm study evaluating the PK, PD and safety of HLXOl compared to MabThera in
CD20-positive B cell lymphoma patients who have achieved CR or complete response uncertain
(“CRu”). The Phase 1b clinical trial, which was completed in March 2017, enroled approximately 80
subjects (40 subjects in each study group) who received a single 375 mg/m? dose of either HLXO01 or
MabThera.

HLXO01 375mg/m? Single administration

Randomised 1:1

MabThera 375mg/m? Single administration

The primary endpoint was the area under the serum concentration-time curve (“AUC”) from day
0 to day 91 (“AUC.91p")-

The secondary endpoints consisted of AUC at week 1, 2, 4, 8, 13 and infinity (“AUCy_q1yi >
“AUC)owi”s “AUC) 4wk’s “AUC)gwk’» “AUC( 13wk’ and “AUCg;,s’, respectively), maximum
observed plasma concentration (“C,,,,”), PD parametres (degree of depletion of CD19-positive B cells

in the peripheral blood of subjects at respective time points) and ADA presence.

PD/PK. Both study groups exhibited a reduction in CD19-positive/CD20-positive B cell counts
and remained at over 95% depletion for up to 91 days after a single infusion of either HLXO01 or
MabThera. The chart below sets out the AUC findings in more detail:

Serum Concentration (ng/mL)

3.00E+05 1

250E+05
\
200E+05 9
1.50E+05 m\
1.OOE+05 v\
S.00E+04 1 '\
< \

0.00E+00 T T T T T T T T = 1

(10) 240 490 740 990 1,240 1,490 1,740 1,990 2,240 2,490

Time Post Infusion (hour) — HLX01 MabThera
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Both study groups also established equivalent PK profiles in AUC ¢,p, where PK equivalence
was achieved if 90% confidence intervals (“CI”) for the test-to-reference ratios of AUC o, fall
within the pre-defined 80-125% equivalence margin. The table below sets out these findings in more
detail:

Geometric Mean Geometric Ratio 90 % CI
Parametres HLXO01 MabThera (HLX01/MabThera) (HLX01/MabThera)
AUC,.o,p (x10° h*ng/mL). ...  637.93 711.90 89.61% 80.56%-99.67%

Safety. There was no statistically significant difference in the incidence and severity of adverse
effects between HLXO01 and MabThera. The overall incidence rate of adverse reactions in this study
was 44.2%, 37.2% in the HLXO0I1 group and 51.2% in the MabThera group. The incidence rates for
treatment emergent AEs (“TEAE”) after treatment in the HLXO01 and the MabThera group were 55.8%
and 67.4%, respectively. Infusion related reactions were the most common adverse reactions in both
groups. The incidence rates for infusion-related reactions were 20.9% and 23.3%, respectively. The
incidence rates for adverse drug reactions (“ADR”) for HLX01 and MabThera were 32.6% and 48.8%,
respectively. In the MabThera group, one subject discontinued the drug because of infusion-related
reactions (“IRR”) (Class I scalp itching and rash), and two subjects had adverse reactions that led to
suspension of medication (one with Class II nasal congestion, cough, and rash; and one with Class II
rash). No subjects in the HLX01 group suspended medication or discontinued the drug because of
infusion-related reactions. ADRs experienced by subjects in both groups were primarily Class I and
Class II. Two subjects in the HLXO01 group experienced Class III adverse reactions, all of which were
reduced neutrophil count. Two subjects in the MabThera group experienced Class III adverse
reactions, including reduced white blood cell count and febrile neutropenia. In addition, no death,
drug-related infections and SAEs occurred after treatment during the study. The chart below sets forth

the safety findings in more detail:

Incident of Events (%)
100~
90 4
80 A
70 4
60 4
50 A

67.4

40 1 32.6
30 A 209 233
20 A
101 . 00 23 00 00 00 00
0 - T T T T T
TEAE ADR IRR AE (Grade 3) AE (Grade 4 or higher) SAE
TEAE: Treatment Emergent Adverse Events W HLXO01 (n=43) MabThera (n=43)

ADR: Adverse Drug Reactions
IRR: Infusion-related Reactions
SAE: Serious Adverse Events
AE: Adverse Event

Immunogenicity. Immunogenicity findings also showed no statistically significant difference
(p>0.05).
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Phase 1a Clinical Trial

Based on the Phase 1a clinical data, HLX01 was well-tolerated overall and adverse events were

controllable in both single dose and multiple doses.

Study Design. The Phase la clinical trial was a multi-centre, open-label, dose-escalation study
evaluating the safety, tolerability and PK/PD of HLXOl in previously treated patients with
CD20-positive B cells lymphoma. The Phase la clinical trial, which was completed in November
2016, enroled 12 subjects, each of whom received one of three possible dosage levels of HLX01 by

intravenous infusion:
(i) cohort A (three subjects): each subject received 250 mg/m?* per dose;
(ii) cohort B (six subjects): each subject received 375 mg/m? per dose; and
(iii) cohort C (three subjects): each subject received 500 mg/m? per dose.

Cohort B represented the target dose, while cohorts A and C were prepared for dose escalation

study purposes.

500mg/m? HLXO01

4 administrations
n=3

375mg/m> HLXO01 J Dose escalation

4 administrations
n=6

250mg/m*> HLXO01 J Dose escalation

4 administrations
n=3

The primary endpoint was the safety tolerance of single dose escalation (including occurrence of
DLTs and AEs).

Secondary endpoints were (i) safety and tolerability indicators of multiple doses (including
physical examinations, AEs, adverse reactions, SAE and laboratory examination) (ii) PK parametres
including AUC_i,s, Chiaxs> ti2 and CL; (iii) PD analysis (serum immunoglobulin levels of IgG and IgM,
and counts for CD19 and CD20-positive B cells, and CD4 and CD8-positive T-cells in peripheral
blood); (iv) ADA presence; and (v) primary efficacy based on a CT scan of the target tumour lesion
on day 60 by reference to Response Evaluation Criteria in Solid Tumours (“RECIST”) 1.1 criteria.
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Efficacy. Preliminary efficacy was observed with HLX01 among seven subjects with target
lesions (two exhibited a partial response and five exhibited stable disease) as determined in
accordance with RECIST 1.1.

PK/PD. After single and multiple doses with HLXO01 at 250 mg/m?, 375 mg/m?, and 500 mg/m?,
AUC, and C,, generally showed linear increases with each dose. In addition, PD results showed a
decrease in both CD20-positive and CD19-positive B cells which were consistent to those originally
reported for MabThera. Following multiple administrations in the various dose groups, the peak
concentration of HLXO01 and systemic concentration were clearly greater than those after a single
administration, indicating drug accumulation to a certain extent. The chart below sets forth the
findings in more detail:

Serum 1 Serum 3
Concentration(ng/mL) Single Dose Concentration(ng/mL) 4 Continuous Doses
4.00E+05 6.00E+05
5.00E+05
3.00E+05
4.00E+05

2.00E+405 = 3.00E+05

2.00E+05 =

1.00E+05
1.00E+05

0.00E+00 T

N 0.00E+00 T N
190 0 100

e HLX01 250mg/m? e====HLXO01 375mg/m* HLXO01 500mg/m* e HLX01 250mg/m? s====HLXO01 375mg/m* HLXO01 500mg/m*

Days after First Dose Days after First Dose

Safety. During the single dose study, one subject in the 250mg/m? group experienced a Common
Terminology Criteria for Adverse Events (“CTCAE”) Grade II AE, which did not lead to the
discontinuation of the medication or death. During the multiple dose study, nine out of the 12 subjects
experienced AEs, of whom two experienced significant AEs (CTCAE Grade III events). One subject
also experienced an SAE that was unrelated to the study drug. The study showed that the tolerability
and safety of HLX01 in CD20-positive B-cell lymphoma patients are controllable. The chart below
sets forth the safety findings in more detail:

Number of Events
5 A

m Adverse Events Serious Adverse Events Adverse Drug Reactions
4
4 4
3 3
3
2
2
1 1
1
0 0
0 4 T T
250mg/m?* 375mg/m* 500mg/m?*

HLXO01 Dosage

Immunogenicity. No samples tested ADA positive within 90 days after the infusion with HLXO01.
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Pre-Clinical Research

We achieved favourable pre-clinical testing results in respect of the above, with generally no
significant differences compared to MabThera. We initially commenced the research and development
of HLXO01 in April 2010. Pre-clinical testing and studies included in vitro testing of the biological
functions of HLXO01 on Raji cells, and in vivo testing of the PK and toxicology effects of HLXO01 in
cynomolgus monkeys. Extensive head-to-head comparisons on the quality attributes of HLXO01 as
compared to those of the reference product MabThera were also conducted before filing of an IND

application, and satisfactory results supporting bioequivalence were obtained.

Material Communications

We received NDA approval from the NMPA to commence marketing and commercialisation of
HLXO01 on 22 February 2019. Ahead of receiving such approval, we:

(i) obtained a manufacturing permit for HLX01 from the Shanghai NMPA in September 2017,
which allows us to commence commercial production of HLXO01 at our Xuhui Facility upon

receiving regulatory approval from the NMPA and GMP certificate;

(ii) filed the NDA with the NMPA in October 2017 for the same NHL subtype indications as
those approved for MabThera in China, namely DLBCL, relapsed or refractory follicular
central lymphoma and previously untreated CD20-positive stage III-IV follicular
lymphoma,;

(iii) obtained the generic name “Rituximab Injection” from the Chinese Pharmacopoeia

Commission in December 2017; and

(iv) obtained NDA priority technical review status for HLXO01 from the Centre for Drug
Evaluation (“CDE”) of the NMPA in January 2018.

Following the completion of the Phase 3 clinical trial in May 2018, we collected, analysed and

submitted the relevant findings from the trial to further support the applications above.

In preparation for the filing of our NDA for HLXO1, we have had multiple rounds of
communications with the CDE through electronic mail and in a scheduled meeting held on 15 June
2017. In these communications, we reported the Phase 3 clinical trial results of HLX01-NHL. The
CDE confirmed that the data we submitted for NDA for HLX01-NHL complied with the relevant

requirements.
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Other than the above, we have not had any material regulatory communications with the NMPA
or CDE for HLXO01, and we are not aware of any material concern from the NMPA or the CDE in
connection with HLXO01. As at the Latest Practicable Date, no material adverse change has occurred
with respect to our NDA approval for HLXO01.

113

See “—Intellectual Property” for details of intellectual properties which we have registered,

maintain, applied for or intend to apply for with respect to HLXOI.
Collaboration Arrangements and Commercialisation Plans

To commercialise HLX01 (i#F|H) in the PRC, we have collaborated with Fosun Pharma
Industrial Development, our Controlling Shareholder and a wholly-owned subsidiary of Fosun
Pharma, under the HLX01 Agreement. We believe that, given our currently limited sales and marketing
capability and relatively low cost-benefit to devote our resources into sales and marketing efforts as
a clinical-stage biopharmaceutical company, Fosun Pharma Group’s resources, market access,
nationwide sales and marketing network, including in respect of its demonstrated track record of
successful drug reimbursement negotiations at the provincial and local government levels, are
important to the commercial success of HLX01 (#F|J#). Our marketing efforts have an initial focus
on Grade A Class III hospitals (=H & Ft), followed by efforts to increase our product and brand
awareness among doctors and other medical practitioners in small to medium sized hospitals in second
and third tier cities. Under the terms of the HLX01 Agreement:

(i) we are responsible for all R&D activities, regulatory submission and completion of clinical
trials in PRC as well as to manufacture and supply of HLXO01 (7% F| i) products in the PRC;

(i) Fosun Pharma Industrial Development has the exclusive right to promote and
commercialise HLX01 () in the PRC;

(iii) Fosun Pharma Industrial Development will fully reimburse our clinical trial expenditure
incurred for HLXO01 following the execution of the HLX01 Agreement, as described below;
and

(iv) we and Fosun Pharma Industrial Development will equally (50-50) share the net profit from
all sales of HLX01 () in the PRC. See “Connected Transactions—C. Non-exempt
Continuing Connected Transactions—I. Collaboration Arrangements under the HLXO0I
Agreement and the HLX03 Agreement”,

With respect to (iii) above, based on the timing of execution of the HLX01 Agreement, Fosun
Pharma Industrial Development reimburses all of our HLXO01 Phase 3 clinical trials for the NHL
indication and all of our HLXO1 clinical trials for the RA indication. This arrangement is not available
under our cooperation agreements with independent partners because the territorial scope of the
HLXO01 Agreement is the PRC and we are responsible for carrying out the R&D and for obtaining
regulatory approvals for the commercialisation of the HLXO01 in the PRC. Conversely, the territorial
scope of our cooperation agreements with independent business partners is for overseas markets,
where we are not responsible for the R&D and regulatory approvals in those jurisdictions, with the
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exception of approval from the EMA for HLX02. Accordingly, those independent business partners are
not responsible for the clinical trial expenditure incurred by us in the PRC. The Company confirms
that the clinical trial expenditure reimbursement arrangement with Fosun Pharma Industrial

Development follows the industry practice.

We have been and are still responsible for all pre-Phase 3 clinical trial expenditure for NHL
clinical trials and for all non-clinical trial R&D expenditure incurred in the course of developing
HLXO01, which includes expenses relating to: (i) discovery and characterisation of antibody
candidates, (ii) development of appropriate biological, physiochemical and analytical
methodologies/assays to evaluate antibody candidates, (iii) construction and identification of cell
lines, (iv) pre-clinical studies, (v) formulation development, (vi) development and optimisation of
scale-up manufacturing processes, (vii) manufacturing of drug substances and drug materials for
clinical trials, (viii) the expenses of licensing relevant third party intellectual property (“IP”) rights,
filing and prosecution of our proprietary IP and (ix) the expenses of obtaining regulatory approvals.
We would not be able to recover such expenditure in full or at all if we fail to generate enough revenue
from the sales of HLXO01 (| 5%). In addition, we have an extensive pipeline of other biosimilars and
bio-innovative drugs, the R&D (including the clinical trials) of which requires significant capital
investment. Our overall R&D expenditure (representing both capitalised and expensed R&D costs and
expenses) in 2017, 2018 and the three months ended 31 March 2019 amounted to RMB637.1 million,
RMB972.5 million and RMB225.4 million, respectively. As we continue to expand our drug candidate
pipeline and further invest resources in progressing our existing drug candidates through the
development and approval phases, our R&D expenditure and the risk of not being able to recover such
expenditure if we fail to successfully commercialise those drug candidates may continue to increase.
See “Risk Factors—Risks Relating to Our Operations—We invest substantial resources in research and
development in order to develop, enhance or adapt to new technologies and methodologies, which we
may not be able to do successfully” for further details.

Following the receipt of regulatory approval of HLX01 (ZEF|f) in February 2019, we began
commercial manufacturing of HLXO01 (#F]) and commenced distribution initially in the PRC. In
May 2019, we started to deliver finished HLXO01 (#F| ) products to our commercialisation partners
for sale. Given that our Xuhui Facility has an aggregate capacity of 14,000L across eight bioreactors,
and taking into account our analysis and forecast of expected market demand for HLX01 (FEFI5), we
believe that our current manufacturing capacity for HLXO01 (ZF|FE) is sufficient for our initial

113

commercialisation plans in the PRC. See “—Manufacturing” for further details on the technologies

utilised in the Xuhui Facility and the Songjiang Facility.

With HLXO01 (# | 5) having officially become the first biosimilar mAb approved in accordance
with the Biosimilar Guidelines, we are now fully positioned to capture first-entrant advantages and
penetrate target markets. In China, we and Fosun Pharma have implemented and begun executing a
thorough commercialisation strategy with the joint development and maintenance of a marketing
strategy and financial planning for HLXO01 (##|FE), while leveraging the deep expertise of both
parties. In particular, we are in charge of regulatory affairs, manufacturing and supply chain
management, pharmacovigilance, medical affairs, and new indication development and extrapolation.
Meanwhile, Fosun Pharma, through its deep and extensive network embedded in the pharmaceutical
industry, has the resources to bring HLX01 (Z£#|5f) to a mass patient population by leveraging a
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specialised and professional sales team of 200 seasoned sales personnel, efficient marketing operation
capability, distribution management, execution ability for Phase 4 clinical trials for post-marketing

3

surveillance, if desirable, and extensive market access. See “—Commercialisation, Sales and

Marketing” for further details.

While we have commenced the commercial sales of HLX01 () in the PRC, we intend to
expand market access into other emerging markets where we believe there is substantial demand for
affordable MabThera biosimilars. In particular, we intend to explore and evaluate market opportunities
in Southeast Asia, South America and other emerging markets where we identify market need. We
intend to apply for regulatory approval to commercialise HLXO01 in those territories, identify reputable
local partners, and enter into licence and commercialisation agreements with them.

To this end, in May 2018, we entered into a licence and commercialisation agreement with
Biosidus under which Biosidus has exclusive licensing and commercialisation rights to HLXO01 in
Argentina, Paraguay, Uruguay and Bolivia, while we are entitled to receive milestone payments upon
achieving regulatory approval for HLXO01 in those territories and when reaching a certain amount of
annual gross sales. Biosidus is responsible for obtaining regulatory approvals for commercialisation
of HLXO01 in these countries. Under a separate manufacturing and supply agreement with Biosidus, we
are also responsible for manufacturing and supplying HLXO01 products to Biosidus. The supply price
on which we will provide HLXO01 to Biosidus under the agreement will be the higher of (a) 50% of
the net sales price or (b) the applicable pre-defined floor price.

We will continuously monitor market prices as more MabThera biosimilars enter the market as
well as other developments as they occur, and in turn may adjust our pricing for HLX01 (¥ 5) as
appropriate. For example, while the NRDL has set the national price for rituximab at RMB2,294 per
10mL/100 mg/vial in 2018 and HLXO01 (#F|#) will benefit from reimbursement opportunities for
rituximab under the NRDL, we lowered the price per vial of HLXO01 (ﬁﬂ%) to RMB1,398 in certain
provinces, and we expect to expand such price cut to other provinces by the end of 2019, after taking
into account various factors such as expected demand for HLXO01 (#F|), potential competitor
pricing, regulatory requirements and the affordability and accessibility of MabThera. The lower price
will allow us to expand the availability of HLXO01 (F]) for patients facing economic hardship.

WE MAY NOT ULTIMATELY BE SUCCESSFUL IN THE COMMERCIAL SALES OF HLXO01.

HLX02

Overview

We are developing HLX02 as a Herceptin biosimilar under the name Recombinant Humanised
Anti-Human Epidermal Growth Factor Receptor-2 (“HER2”) Monoclonal Antibody Injection.
Herceptin (generic name trastuzumab) is primarily used to treat HER2-positive (“HER2"”) eBC and
mBC, as well as mGC. We began developing HLX02 in May 2011 and, as at the Latest Practicable
Date, both NDA and MAA for HLX02 had been filed. According to the Frost & Sullivan Report,
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HLXO02 is the first biosimilar developed in China to conduct a Phase 3 global clinical trial
concurrently across multiple continents (namely Asia with sites in China and the Philippines and
Europe with sites in Poland and the Ukraine). In order to qualify HLX02 for EMA review and
approval, our clinical studies were required to include an EU-sourced reference drug. We satisfied this
requirement by using Herceptin sold in the EU (“EU Herceptin”) as a reference drug in our HLX02
clinical trials. We also included clinical sites in Poland enroling EU citizens in order to facilitate the
EMA’s evaluation of any potential differences in study results based on the racial makeup of the
subject pool. We conduct the Phase 3 clinical trial as a single multinational study with the same
clinical protocol as agreed with the relevant authorities in each jurisdiction. Those authorities will
subsequently review the entire set of data from all jurisdictions upon completion of the study in the
course of evaluating HLXO02 for approval. Our NDA for HLX02 was accepted by the NMPA in April
2019 for the treatment of HER2* eBC, HER2* mBC and HER2* mGC, which are the same indications
as those approved for Herceptin in China. Our NDA for HLXO02 is currently under priority review by
the NMPA. The MAA filed by our commercialisation partner Accord was accepted by the EMA in June
2019 for HER2" eBc, HER2*mBc, HER2*mGC and gastroesophageal junction cancer (“GEJ”). Based
on its current development timetable, we believe HLXO02 has the potential to become the first
PRC-developed mAb biosimilar to launch in the EU, according to the Frost & Sullivan Report.

We plan to commercialise HLX02 as an affordable alternative to Herceptin, which is an
expensive drug globally. We have entered into agreements for the licensing and commercialisation of
HLXO02 in various jurisdictions, including with (i) Accord with respect to over 70 jurisdictions and
regions located across Europe, MENA and CIS, (ii) Jacobson Medical with respect to Hong Kong and
Macau, as well as certain strategic markets in Southeast Asia with the right of first negotiation and
(iii) Cipla with respect to Australia, New Zealand, Colombia and Malaysia.

Background of Reference Drug

Herceptin (generic name trastuzumab) was developed by Genentech. It initially received FDA
approval in 1998. Herceptin was launched in China in 2002. Trastuzumab is typically administered
through intravenous infusion, either by itself or together with other chemotherapy agents, or
subcutaneous injection by itself for maintenance therapies. Most major patents for Herceptin have
expired globally, including in Europe in 2014. Major patents in the US are expiring in 2019. Herceptin
remains widely distributed by Roche, and is listed on the WHO List of Essential Medicines.
Trastuzumab was added to the NRDL in 2017 and the NEDL in 2018. In 2018, global sales of
Herceptin amounted to CHF6.9 billion (approximately US$6.9 billion) according to Roche’s 2018
annual report, while sales in China amounted to RMB3.2 billion according to the Frost & Sullivan
Report. According to Roche’s 2019 half year report, sales of Herceptin in China grew by 144% in the
first half of 2019, compared to the corresponding period in 2018. Trastuzumab is widely regarded as
the standard of care for first-line treatment of HER2" BC. To the best of our knowledge, trastuzumab
will likely continue to be the core drug for the standard of care for the first-line treatment in its
clinical applications for the foreseeable future.

Depending on the jurisdiction, approved indications of Herceptin may include
HER2-overexpressing BC (whether early stage or metastatic) and HER2-overexpressing metastatic
gastric or gastroesophageal junction adenocarcinoma. In China, Herceptin has been approved for
adjuvant treatment of HER2" eBC, HER2" mBC and HER2" mGC.
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Mechanism of Action

The HER?2 signalling pathway promotes the acceleration of cell growth beyond its normal limits
and can also deactivate growth checkpoints that normally keep cell division under control when it is
overexpressed. Trastuzumab acts by targeting the overexpressed HER2 protein and binding to the
HER?2 receptor, resulting in reduced cell growth. Trastuzumab also helps activate certain enzyme
inhibitors, which acts as a tumour suppressor by stopping or slowing down cell growth. Trastuzumab’s

cell binding activity may also have ADCC functions.
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Current Therapies

HER?2 testing is commonly performed in patients with BC or GC to assess prognosis and
determine suitability for the trastuzumab therapy, as trastuzumab is generally effective only in cancers
where the HER2 protein is amplified or overexpressed (i.e., HER2"), which account for approximately
20-30% of breast cancers and approximately 12% of gastric cancers, according to the Frost & Sullivan

Report.

mBC: HER2* mBC patients often receive trastuzumab therapy in combination with
chemotherapy. Trastuzumab-containing regimens have been shown to improve both overall survival
and disease-free survival rates, and as such are widely recommended as a first-line therapy for HER2"

breast cancer.

eBC: Treatment for eBC usually involves some combination of surgery, radiation therapy,
chemotherapy, hormone therapy and/or targeted therapy. Whether before or after surgery, the typical

standard of care to treat HER2" eBC is trastuzumab combined with chemotherapy.

— 195 —



BUSINESS

mGC: Relative to mBC, the use of trastuzumab to treat mGC is more recent, having been
approved by the FDA in 2010, and is generally more limited for patients with inoperable locally
advanced or metastatic HER2* GC. The use of trastuzumab has been demonstrated to achieve higher

ORR and longer median PFS compared to no treatment.

Common side effects of trastuzumab treatment include flu-like symptoms, nausea and diarrhoea.
A rare but serious complication of trastuzumab usage is cardiac toxicity, including congestive heart
failure (“CHF”) and left ventricular ejection fraction (“LVEF”) decline. As a result, HER2
overexpressed patients typically need to have no significant pre-existing heart disease in order to be
eligible for trastuzumab treatment, and patients undergo regular cardiac screening during the treatment
process. In addition, trastuzumab resistance is commonly observed in patients. Despite these
limitations, trastuzumab is widely administered as a key treatment regimen for HER2* eBC, HER2"
mBC and HER2* mGC.

Potential Market Opportunities and Competition

Whether used to treat eBC, mBC or mGC, Herceptin is an expensive drug globally. In 2018, a
440 mg (20 mL) vial of Herceptin cost approximately RMB7,270 in China, according to the NRDL,
and ranged in cost from approximately US$4,500 to US$5,100 for the same dosage in the US, whereas
in the European Union, Herceptin is presented in single dose formulation containing 150 mg, and the
cost ranged from US$500 to US$700, according to the Frost & Sullivan Report.

As a result of the high cost, access to Herceptin remains limited. According to the Frost &
Sullivan Report, in 2018, only approximately 25% of eligible patients in China were able to afford
access to Herceptin. Meanwhile, new BC cases in China are projected to grow from approximately
320,700 in 2018 to approximately 373,200 in 2030, and new cases of BC globally are projected to
grow from approximately 2,088,800 to 2,634,500 over the same years, respectively. For GC, new cases
in China are projected to grow from 442,300 in 2018 to 613,800 in 2030, and new cases globally are
projected to grow from 1,033,700 to 1,412,200 over the same years, respectively. Given the amount
of underserved patients needing treatments, we believe that there is a significant market opportunity

for HLXO02 as an affordable Herceptin biosimilar.

Recognising the above market opportunities and given that most major Herceptin patents have
expired, a number of companies outside the PRC have developed or are in the process of developing
Herceptin biosimilars. Approved Herceptin biosimilars include Ogivri, which was developed by Mylan
GmbH and Biocon and approved in the US in December 2017, and Ontruzant, which was developed
by Samsung Bioepis and approved in the European Union in November 2017. In China, our currently
expected competitors include Sunshine Guojian which has filed NDA for its respective drug candidate,
as well as Genor Biopharma, Anke Biotechnology, Zhejiang Hisun and Chiatai Tianqing, all of which
have entered Phase 3 clinical trials with their respective drug candidates, according to the Frost &

Sullivan Report.
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Furthermore, following the admission of trastuzumab to the NRDL in 2017 and the National
Essential Drug List in November 2018 for HER2" mBC treatment, adjuvant treatment of HER2* eBC
and mGC treatment, trastuzumab will become more widely available in China, resulting in greater
market awareness and penetration, which we believe will benefit us. In particular, while trastuzumab
may become increasingly accessible, there will continue to be a significant gap between supply and
demand. As more medical practitioners and patients become familiar with trastuzumab, we believe
they will also become increasingly familiar with HLX02 as a more affordable trastuzumab to bridge

the supply-demand gap.

We plan to compete with other Herceptin biosimilars, primarily based on our first-to-market
advantages, regional availability and product quality deriving from our reputation for effective quality
control. We also expect to be competitive on pricing and reliability of supply, given our projected
capability to manufacture HLX02 on a large scale and in accordance with international GMP quality
standards, while maintaining sound cost control measures (including through adopting and developing
cost-effective technologies such as single-use technologies, proprietary cell culture media, and
high-titre production cell line technologies, which we have already implemented for our
commercial-scale manufacturing of HLX01 (#F]) and intend to implement for future commercial
production of HLX02 as well upon receiving regulatory approval). While one competitor had filed an
NDA with the NMPA for its recombinant humanised anti-HER2 monoclonal antibody candidate prior
to us, we believe that we are still well-positioned to capture first-mover advantages across China as
a whole due to the fact that we have conducted head to head clinical trials for HLX02 in accordance
with the Biosimilar Guidelines and our ability to rapidly enter into large-scale production of HLX02
in accordance with quality standards as described above, combined with our ability to penetrate
various key markets across China by leveraging the market access resources of Fosun Pharma. We
believe that these factors will enable us to establish HLX02 as the first-to-market Herceptin biosimilar
in various regions in China which in turn we intend to leverage to capture a significant share of the
Herceptin biosimilar market. Furthermore, we believe that HLX02 will benefit from greater quality
assurance and reputation compared to other Herceptin biosimilars developed in emerging markets due
to the fact that we are conducting Phase 3 clinical trials globally, including in China, the Philippines,
Poland and the Ukraine, under international good clinical practice (“GCP”) and good manufacturing
practice (“GMP”) standards.

Summary of Clinical Development History and Results

We completed subject recruitment for the Phase 3 HLXO02 clinical trial for the mBC indication
in June 2018.

Clinical Development of HLXO02 for Breast Cancer

HLXO02 is currently undergoing international, multi-centre Phase 3 clinical trials and had already
completed a Phase | clinical trial. Based on the Phase 1 Part 1 clinical trial data collected and
analysed, we concluded that (i) the PK features of HLX02 were positively correlated with dosage and
(i1) HLXO02 of different dosages showed favourable tolerability.
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Based on the Phase 1 Part 2 clinical trial data collected and analysed, we concluded that (i)
HLXO02 achieved bioequivalence with respect to PK features with Herceptin, (ii) HLX02 showed
comparable safety results with Herceptin and (iii) ADA in all treatment groups was negative.

The chart below summarises the development timeline of HLX02 for mBC/mGC:

2015Q3 2015Q3 2016Q1 2016Q4 2016Q4 2019Q2
L L ( X ) >0 >
IND Phase 1 IND Approval Phase 1 Phase 3 Filed
Approval (mGC) Clinical (mBC) NDA
(mBC) Trial Results with the
Released NMPA and
the EMA

Phase 3 Clinical Trial

Study Design. The Phase 3 HLXO02-BC clinical trial is a multi-national, multi-centre,
randomised, double-blind study comparing the efficacy, safety and immunogenicity between HLX02
and EU Herceptin combined with docetaxel in recurrent or previously-untreated HER2* mBC patients
with at least one measurable target lesion. We enroled approximately 608 subjects (approximately 304
subjects in each study group) across 89 clinical sites in China (57), Ukraine (23), the Philippines (7)
and Poland (2).

Each study group receives either HLX02 or Herceptin at a loading dose of 8 mg/kg followed by
a maintenance dose of 6 mg/kg every three weeks thereafter, up to a maximum of 12 months or until
the occurrence of certain participation termination events, such as, disease progression, excessive
toxicity and death. The chemotherapy agent, docetaxel, is co-administered at 75 mg/m? for each dose.

HLX02+Docetaxel

Stratified and [

Every three weeks for up to 12 months

EU Herceptin+Docetaxel

The primary endpoint is the ORR24, calculated as the proportion of patients with a best response

Randomised 1:1

S

of CR or PR from first assessment up to Week 24.

Secondary endpoints include: (i) ORR at Week 6, 12, 18, and 24 by CIR; (ii) DoR; (iii) DCR;
(iv) CBR; (v) PFS up to 12 months; and (vi) OS at 12, 24 and 36 months.

Safety and Efficacy: As at the Latest Practicable Date, the Phase 3 global clinical trial for mBC
indication was ongoing, and thus efficacy and safety findings were not yet available.




BUSINESS

Phase 1 Clinical Trial

Based on the Phase 1 Part 1 clinical trial data collected and analysed, we concluded that (i) the
PK features of HLX02 were positively correlated with dosage and (ii) HLXO02 of different dosages
showed favourable tolerability.

Based on the Phase 1 Part 2 clinical trial data collected and analysed, we concluded that (i)
HLXO02 achieved bioequivalence with respect to PK features with Herceptin, (ii) HLX02 showed
comparable safety results with Herceptin and (iii) ADA in all treatment groups was negative.

Study Design: The Phase 1 HLXO02 clinical trial consisted of two parts:

Part 1: This was an open-label, dose-escalation study evaluating the safety, tolerability, PK and
immunogenicity of HLX02 at four different doses. We enroled 12 healthy Chinese males to receive a
single infusion of HLXO02 at 2, 4, 6 or 8 mg/kg (three subjects at each dose level). Each dose cohort
was monitored for seven days for safety profiles. After satisfactory completion of the safety
observation of all patients of the highest dose cohort, the Phase 1 study proceeded to part 2.

Part 2: This was a multi-centre, randomised, double-blind study comparing the PK profiles,
safety, tolerability and immunogenicity of HLX02, Herceptin sold in China (“China Herceptin™), and
EU Herceptin at 6 mg/kg in healthy Chinese males. We enroled a total of 111 subjects across three
cohorts, with 37, 37 and 37 subjects assigned to receive a single 6 mg/kg dose of HLX02, EU
Herceptin or China Herceptin, respectively.

Part 1 8mg/kg HLX02

Single administration
6mg/kg HLX02

n=3
Single administration
=) Dose escalation

LX02
administration

6mg/kg HLX02 Single administration

Randomised 1:1:1 6mg/kg China Herceptin Single administration

6mg/kg EU Herceptin Single administration

The primary endpoint for Phase 1 study was AUC ;.

Secondary PK endpoints included observing (i) the AUC from time zero to the last
concentration-quantifiable time point (“AUC,_,¢); (ii) the AUC from time zero to the time of the last
measurement regardless of whether it is quantifiable (“AUC,,,”); (iii) C,,,,; (iv) time to reach C,
(“tymax )s (v) volume of distribution during the terminal phase (“Vz”) and (vi) individual estimate of
the terminal rate constant (“\z”); (vii) terminal half-life (“t,,”); (viii) total body clearance (“CL”) and
(ix) AUC extrapolated from time to infinity as a percentage of total AUC (“%AUC oyqrnp”)-
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Safety endpoints consisted of (i) adverse events and serious adverse events and (ii) observations

based on vital signs, physical examination, and clinical tests.

Immunogenicity was also evaluated based on the incidence of ADA-positive results and
neutralising antibody (“NAb”)-positive results.

PK: The results of the Phase 1 clinical trial demonstrated PK bioequivalence between HLX02,
EU Herceptin and China Herceptin. In part 1 of the study, AUC, ;. showed linear increases with each
dose after a single dose with HLX02 at 2, 4, 6 and 8 mg/kg. The mean * standard deviation (“SD”)
of AUC ;¢ Wwas 4,940 =819.6, 13,760 £254.4, 23,760 =2,834, and 41,070 =9,494 pgeh/mL for the
2 mg/kg, 4 mg/kg, 6 mg/kg and 8 mg/kg, respectively. The graphs below set forth the observations
over time of mean serum concentration by different dose level.
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In part 2 of the study, 37, 37 and 37 subjects received HLX02, EU Herceptin and China
Herceptin, respectively. Primary findings of geometric mean ratio of AUC ;. (90% ClIs) for HLX02
to EU Herceptin, HLX02 to China Herceptin and China Herceptin to EU Herceptin were 0.914, 0.950
and 0.962, respectively, and the 90% CIs of the means were all within the pre-defined margin of
equivalence of 80%-125%, as set out in more detail in the graphs below:

AUC s » AUC,,,, , AUC,, Least Square Geometric Mean Ratio

_______________________________________________________________________ 125%
120 A

" 1 1 1

U R R o 80%

PK Equivalence
Margin

95.0 914 95.0 91.4 95.0 914 96.2

40 1 [89.1,101.3]  [[85:8,97.3) [IFRTX] [89.2,101.2] | [859,97.3] NIRRT} [89.2,101.2] [ \[85:9,97.3] " HIERTVX)

20 A4

AUC_jy¢ (ng-h /mL) AUC,,y (ngh /mL) AUC,; (ngh /mL)

W HLXO02 vs. China Herceptin W HLX02 vs. EU Herceptin China Herceptin vs. EU Herceptin

Safety: In part 1 of the study, a total of eight AEs were reported, all of which were
treatment-emergent adverse events (“TEAEs”) and seven of which were ADRs. The most commonly
reported AEs were elevated alanine aminotransferase, lethargy and dizziness, each of which had two
incidences. There were no incidences of SAEs, treatment withdrawals or deaths.

In part 2 of the study, the safety profiles were comparable among the three treatment groups and
the differences were not found to be statistically significant. In the HLX02, China Herceptin and EU
Herceptin cohorts reported 28, 29 and 26 incidences, respectively, of mild to moderate AEs (of lower
than CTCAE Grade III AEs). The China Herceptin cohort had three incidences of CTCAE Grade III
AEs while no AEs of this grade were reported for the HLX02 and EU Herceptin cohorts. No higher
grade CTCAE AEs, deaths or SAEs were reported in any cohort, and no treatment subjects were
discontinued due to TEAEs. The chart below sets out the safety findings in more detail.
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Immunogenicity. ADA results were negative in all three treatment groups in part 2 of the study.
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Indication Expansion of HLX02 for eBC and mGC

In addition to mBC, we also plan to apply for regulatory approval for the HER2-overexpressed
eBC and mGC indications. We filed an IND application with the NMPA in May 2014 and received
approval to commence clinical trials in January 2016. However, according to the Biosimilar
Guidelines, if clinical similarity has been demonstrated in the comparative studies, extrapolation to
other indications of the reference product could be considered. Assuming that we achieve favourable
biosimilarity and safety results for HLX02 clinical trials with respect to the mBC indication, we
expect to be able to expand HLXO02 indications to eBC and mGC without the need of full-length
clinical trials. As HLX02’s reference drug, Herceptin, is approved in China for HER2* eBC, HER2*
mBC and HER2" mGC, conducting Phase 3 clinical trials for the mBC indication has enabled us to
seek NDA approval for all three indications for HLX02.

Pre-clinical Research

We achieved favourable pre-clinical testing results, with generally no significant differences
compared to Herceptin.

We commenced the research and development of HLX02 in May 2011. Pre-clinical testing and
studies included in vitro studies comparing HLX02 and Herceptin of the inhibitory effect on human
breast cancer and gastric cancer cells and in vivo animal studies of the anti-tumour efficacy of HLX02
on human tumour xeno-grafted mice, and PK and toxicology studies in cynomolgus monkeys.

Material Communications and Next Steps

We continue to conduct our Phase 3 clinical trial for the mBC indication, and will evaluate and
submit the study results from this trial to the relevant regulators when available in order to obtain
regulatory approvals. Our NDA was accepted by the NMPA in April 2019 and is currently under
priority review. Our NDA for HLX02 seeks approval for the same indications as those approved for
Herceptin in China, namely HER2" eBC, HER2" mBC and HER2" mGC. The MAA filed by our
commercialisation partner Accord was accepted by the EMA in June 2019 for these three indications
and GEJ.

In connection with our application to obtain regulatory approval to commercialise HLX02 in the
EU, on 17 May 2016 we submitted a request for advice to the EMA with respect to our proposed
pre-clinical and clinical study design for HLX02. The EMA considered our queries and supporting
materials and responded to us on 21 July 2016. In its response, the EMA largely endorsed our
proposals and provided recommendations to enhance certain aspects of our study design in line with
applicable EU guidelines and risk management protocols. We accepted the EMA’s recommendations
and had no material difficulty in incorporating them into our HLXO02 study design to the extent
applicable.

In addition, in preparation for the Phase 3 clinical trial for HLX02, we scheduled a meeting with
the CDE on 29 June 2016. In the meeting, we presented our trial design to the CDE and sought their
feedback. The CDE did not raise any material comments.
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Other than the above, we have not had any material regulatory communications with the NMPA
or CDE for HLXO02, and we are not aware of any material concern from the NMPA or the CDE in
connection with our ongoing development of HLXO02.

113

See “—Intellectual Property” for details of intellectual properties which we have registered,

maintain, applied for or intend to apply for with respect to HLXO02.
Collaboration Arrangements and Commercialisation Plans

Assuming that we successfully obtain regulatory approvals for HLX02, we initially intend to
begin commercial manufacturing of HLXO02 for sale in the PRC. We have also engaged international
partners to potentially seek relevant local regulatory approvals and commercialise HLX02 in various
overseas territories. We expect manufacturing of HLXO02 to take place at our own facilities. We believe
that our facilities have sufficient capacity to produce commercial quantities of HLX02 when also
taking into consideration the production needs for HLX01 (¥ |f). Depending on market demand, we
may, if necessary, designate a backup third party manufacturer to assure continuous commercial

113

supply to all partners. See “—Manufacturing” for further details on the technologies utilised in the
Xuhui Facility and expansion plans with respect to the Songjiang Facility, which is currently under

construction.

Mr. Wenjie Zhang, who has more than 25 years of commercial operation experience in the
pharmaceutical industry, is in charge of the commercialisation plans of HLX02, including assembling
a professional in-house marketing and sales team. We will collaborate with Fosun Pharma’s market
access team for future reimbursement negotiation for the marketing and sales of HLX02, given that
trastuzumab has been included in the NRDL and NEDL.

For overseas jurisdictions, we intend to target markets where access to and affordability of
trastuzumab may be challenging for most patients. To this end, we have entered into licence and
commercialisation agreements with multiple partners, including Accord, Cipla, and Jacobson Medical.
We believe that, given our current marketing and sales capability as a biopharmaceutical company, we
will benefit significantly from our partners’ strong marketing and sales expertise and network in their
respective territories in successfully commercialising HLX02 outside the PRC, including Hong Kong,
Macau, Malaysia, Australia, New Zealand, Colombia and more than 70 jurisdictions and regions in
Europe, MENA and CIS.

With respect to our partnership with Accord, the key terms of the relevant agreements we entered
into in June 2018 include:

(i) we are responsible for all R&D activities, preparing for regulatory submissions in China
and Europe, completing ongoing Phase 3 clinical trial and the manufacture and supply of
HLXO02 product to the relevant territories;

(i1) Accord shall have exclusive commercial rights for HLXO02 (including import, sales,
distribution and other commercialisation activities) in over 70 jurisdictions and regions in
Europe, MENA and CIS, subject to local regulatory approvals;
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(iii)

(iv)

Accord shall make a US$8 million upfront payment and milestone payments upon the
occurrence of certain events, such as successfully obtaining regulatory approval and
marketing permits for HLX02 from the EMA, which requires us to successfully complete

phase 3 clinical trials; and

after the commercialisation of HLXO02 in relevant jurisdictions and regions, we will be
entitled to commercial sales milestone payments and share profit based on a double digit
percentage of net sales of the products supplied.

With respect to our partnership with Jacobson Medical, for which we entered into the relevant

agreements in December 2017, the key terms include:

(i)

(ii)

(iii)

@iv)

v)

we are responsible for carrying out all R&D activities, conducting pre-clinical and clinical
studies, filing regulatory submissions and, following receipt of regulatory approval from
regulatory authorities in China and European Union, supplying HLXO02 to Jacobson
Medical;

Jacobson Medical has the exclusive right to promote, distribute and sell HLX02 in Hong
Kong and Macau;

Jacobson Medical has the right of first negotiation to enter into a definitive agreement with
us to commercialise HLX02 in certain strategic markets in Southeast Asia;

Jacobson Medical will make non-refundable good faith payments to us in three instalments,
namely (a) within 30 days of the execution of the HLX02 Agreement; (b) within 30 days
of the execution of a definitive agreement between us and Jacobson Medical following the
grant of approval by the NMPA or any other competent authority for us to commence
commercial manufacturing of HLX02; and (c¢) within 30 days of obtaining approval from
the Department of Health in Hong Kong for HLX02; and

If a definitive agreement is entered into between us and Jacobson Medical in respect of
HLXO02 for certain strategic markets in Southeast Asia, Jacobson Medical also agrees to pay
us licence fees determined by reference to prevailing market rates net of a commercially

reasonable margin, with details to be set out in such a definitive agreement.

Furthermore, in June 2018, we entered into a licence and commercialisation agreement with

Cipla which will have exclusive licensing and commercialisation rights to HLX02 in Australia, New

Zealand, Colombia and Malaysia, including regulatory approval for HLX02 in those jurisdictions.

Cipla is responsible for obtaining regulatory approvals for commercialisation of HLX02 in these

countries and shall bear the cost of any further R&D activities required by such local regulators, such

as conducting additional clinical trials. Under a separate manufacturing and supply agreement with

Cipla, we are also responsible for manufacturing HLX02 products, which Cipla will then purchase

from us for market distribution.
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WE MAY NOT ULTIMATELY BE SUCCESSFUL IN DEVELOPING AND
COMMERCIALISING HLXO02.

HLX03

Overview

We are developing HLX03 as a Humira biosimilar under the name Recombinant Humanised
Anti-Tumour Necrosis Factor-alpha (“TNF-a”) Monoclonal Antibody Injection. Humira (generic
name adalimumab) is primarily used to treat RA, AS, PS and Crohn’s disease. We began developing
HLXO03 in January 2012, have received IND approvals for the RA and PS indications, and have
completed a Phase 3 clinical trial for the PS indication. Our NDA was accepted by the NMPA in
January 2019 for the treatment of PS, RA and AS, which are the same indications as those approved
for Humira in China. HLXO03 is currently under priority review for marketing authorisation by the
NMPA. We plan to commercialise HLX03 as an affordable alternative to Humira primarily in the PRC,
where there is a significant underserved population of RA, PS and AS patients who do not have access

to Humira due to high costs of the treatment.

Background of Reference Drug

Adalimumab was originally developed by BASF (now Abbott). It initially received US FDA
approval for the treatment of RA in 2002 under the brand name of Humira. Humira subsequently
received FDA approval for PS in 2005. In 2010, Humira was launched in China. Adalimumab is
typically administered through subcutaneous injection. Major patents for adalimumab have expired or
are expiring in the near future, including 2018 in the US, 2017 in China and 2018 in the European
Union. Adalimumab is primarily distributed by AbbVie under the brand name Humira. According to
the Frost & Sullivan Report, in 2018, Humira was the highest-selling pharmaceutical product globally
at US$20.5 billion in global sales, while sales in China amounted to only RMBO0.4 billion.

Depending on the jurisdiction, approved indications of adalimumab may include RA, PS,
juvenile idiopathic arthritis, AS, adult and paediatric Crohn’s disease, ulcerative colitis, hidradenitis

suppurativa and/or uveitis. In China, adalimumab has been approved for RA, PS and AS.

Mechanism of Action

Adalimumab is an immunosuppressant that acts by binding to TNF-a to inhibit the inflammatory
responses that are mediated by TNF-a. TNF-« is a cell-signalling protein which regulates the immune
response by binding to the TNF receptors of cells, including TNF receptor-1, which is expressed in
most tissue cells, and TNF receptor-2, which is expressed in immune system cells. This binding action
in turn triggers inflammatory response symptoms such as fever, cell death and cachexia as part of the
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immune system’s attempt to neutralise the disease. By binding to TNF-a, adalimumab restricts
TNF-a’s ability to activate T-cells, effectively neutralising TNF-a bioactivity and inducing the
apoptosis of TNF-expressing cells.
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Current Therapies

PS: Adalimumab is used to treat PS when other systemic therapeutic agents are resisted or
contraindicated. The use of adalimumab has been shown to reduce inflammation arising from PS
(often manifesting as skin lesions) and improve the patient’s functional ability with respect to the
affected areas. PS treatment with adalimumab generally lasts for 16 weeks, beginning with higher

injection doses initially and lower doses later for maintenance purposes.

RA: Adalimumab is commonly used to treat moderate to severe RA, whether alone or in
conjunction with antirheumatic agents such as methotrexate. The use of adalimumab has been shown
to reduce the pain and inflammation associated with RA (primarily affecting the joints) and improve
the patient’s functional ability with respect to the affected areas. Treatment typically consists of ten
subcutaneous injections of adalimumab spanning 16 weeks. Maintenance or repeat treatment may be

needed when symptoms return.

AS: Adalimumab is commonly prescribed for AS patients as studies have shown that the use of
adalimumab substantially reduce pain and other symptoms of AS. In addition, adalimumab treatment
has been shown to lead to significant improvements in AS patients’ physical functioning abilities,

which consequently leads to better quality of life.
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The most common AEs associated with adalimumab are injection-site reactions and a weakened
immune system. Given TNF-a’s core role in regulating the immune system and adalimumab’s
mechanism of action as a general TNF-inhibitor (without targeted cell specificity), patients taking
adalimumab, especially on a long-term basis, may be more prone to various viral, bacterial and fungal
infections, including reactivated infections which were previously latent, such as tuberculosis. Rare
side effects of adalimumab include the developing of lymphoma and solid tissue cancers, serious liver
injury, demyelinating central nervous system disorders and cardiac failure. Patients may also be
allergic to adalimumab, which may lead to anaphylaxis and other serious reactions if not properly

evaluated before treatment.

Potential Market Opportunities and Competition

According to the Frost & Sullivan Report, while Humira is the highest-selling biopharmaceutical
product globally by revenue, only approximately 0.2% of such sales are in China in 2018. However,
RA, PS and AS patients in China together account for approximately 9.0% of such cases globally,
which reflects, in part, the prohibitive cost of Humira in China. According to the Frost & Sullivan
Report, in 2018, a single injection (40 mg/vial) of Humira cost approximately RMB7,600 in China.
There are also currently no approved biosimilars in the PRC. In addition, RA, PS and AS are often
chronic conditions with recurring symptoms and patient relapse, which requires patients to regularly
repeat the treatment course over a long period of time and further increases their economic burden.
According to the Frost & Sullivan Report, in 2018, around 0.2% of RA, PS and AS patients in China
were able to afford Humira treatment. As a result, we believe there are significant market

opportunities in China for an affordable Humira biosimilar.

A number of companies have developed or are in the process of developing Humira biosimilars
globally. Approved Humira biosimilars include Amjevita developed by Amgen, Cyltezo developed by
Boehringer-Ingelheim and Hyrimoz developed by Sandoz, which were approved by the FDA in
September 2016, August 2017 and October 2018, respectively. Amjevita and Cyltezo have also been
approved by the EMA along with Solymbic from Amgen and Imraldi from Samsung Bioepis. In China,
our current expected major competitors include Bio-Thera Solutions, Zhejiang Hisun and Innovent
Biologics, all of which have filed NDAs for their respective drug candidates, as well as Jiangsu Union
Biopharma and Dongbao Pharmaceutical, which are conducting Phase 3 clinical trials for their

respective drug candidates.

We plan to compete with other Humira biosimilars primarily based on manufacturing cost and
reliability of supply, given our projected capability to manufacture HLX03 on a large scale and in
accordance with international GMP quality standards, while maintaining sound cost control measures
(including through adopting and developing cost-effective technologies such as single-use
technologies, proprietary cell culture media and high-titre production cell line technologies, which we
have already implemented for our commercial-scale manufacturing of HLXO01 (##])5) and intend to

implement for future commercial production of HLXO03 as well upon receiving regulatory approval).
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Summary of Clinical Development History and Results

As at the Latest Practicable Date, we had completed our Phase 3 clinical trial for HLXO03 for the
PS indication. Based on the data collected and analysed, we concluded that the Phase 3 clinical trial
achieved bioequivalence in both primary and secondary endpoints and the safety and immunogenicity
profiles of HLXO03 and the reference drug were comparable.

Clinical Development of HLX03 for PS

The chart below summarises the development timeline of HLXO03 for PS:

2015Q4 2017Q1  2017Q2 2017Q4 2018Q4 2019Q1 2019Q3

© ® ® ° ° ° o+

IND Approval Phase |  IND Approval Phase 3 Phase | ~ NDA Phase3

(RA) (PS) Clinical filed  Clinical
Trial Results Trial Results

Released Released

Phase 3 Clinical Trial

Study Design. The Phase 3 HLXO03-PS clinical trial is a multi-centre, randomised, double-blind,
positive drug parallel study comparing efficacy and safety between HLX03 and Humira in patients
with plaque psoriasis. It has enrolled 216 subjects (108 subjects in each study group) across 33 clinical
sites in China. The subjects are randomly assigned to receive subcutaneous injections of either HLX03
or Humira according to the following 48-week treatment schedule: (i) an injection of 80 mg on the first
day of the first week, (ii) a 40 mg injection on the first day of the second week and (iii) a 40 mg
injection once every two weeks thereafter. The treatment phase is followed by a four-week follow-up

period consisting of an efficacy evaluation at week 50 and a safety evaluation at week 52.

First injéction: 80mg HLX03

Second injection: 80mg HLXO03 q2w
Subcutaneous injection

Randomised 1:1

First injection: 80mg Humira
Second injection: 80mg Humira q2w

Subcutaneous injection

The primary endpoint consists of percentage improvement in psoriasis area severity index
(“PASI”) at week 16.
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Secondary endpoints consist of (i) the proportion of subjects who have experienced a 75%
improvement in PASI (“PASI75”) at weeks 4, 8, 12, 16, 20, 32 and 50, (ii) the percentage of
improvement in PASI at weeks 4, 8, 12, 20, 32 and 50, (iii) the proportion of subjects who achieved
clearance or near elimination of PS symptoms (“PGA=0" or “PGA=1", respectively), and (iv) changes
in the skin quality-of-life index (“DLQI”) at weeks 4, 8, 12, 16, 20, 32 and 50.

Efficacy. The HLX03 and Humira study groups achieved equivalent PASI in both the full analysis
set (“FAS”) and PPS as the 95% CI fell within the pre-defined -15% - 15% margin. The table below

sets out the findings in further detail:

Average difference

Data Set HLX03 Humira (95% CI)
Least squares Least squares
means (SE) 95% CI means (SE) 95% CI
FAS. .. 83.48 (2.82) (77.94, 89.03) 82.02 (2.84) (76.43, 87.61) 1.46 (-3.86, 6.79)
PPS. .. 85.14 (2.24)  (80.72, 89.56) 84.50 (2.22)  (80.13, 88.87) 0.64 (-3.34, 4.62)

Safety. There was no statistically significant difference in the incidence of AEs, ADRs, SAEs,
AEs leading to death and AEs leading to treatment discontinuation between the two study groups. The
overall incidence rate of ADRs in the HLXO03 study group and the Humira study group was 51.91%
and 56.92%, respectively, while the incidence rate of SAEs was 5.34% and 6.92%, respectively.

Phase 1 Clinical Trial

We have completed our Phase 1 clinical trial for HLX03. Based on the data collected and
analysed, we concluded that the Phase 1 clinical trial achieved bioequivalence in PK profiles and the
safety and immunigenicity profiles of HLX03 and the reference drug were comparable.

Study Design: The Phase 1 HLXO03 clinical trial is a single-centre, randomised, double-blind,
parallel study evaluating PK, safety, tolerability, and immunogenicity of a single subcutaneous
injection of HLX03 or Humira at 40 mg/vial in healthy Chinese males. The Phase 1 clinical trial has
finished subject enrolment and was completed in November 2018. It initially enroled approximately
148 subjects (74 subjects in each study group) but was subsequently increased to approximately 220
subjects (110 subjects in each study group) based on the results of an interim statistical analysis on
the % CL.

— 209 —



BUSINESS

Primary endpoints consist of C, ., and AUC_,.

40mg HLXO03

Subcutaneous injection
Single administration

Randomised 1:1

40mg Humira
Subcutaneous injection

Single administration

Secondary endpoints consist of AUC_,, t,/, time to peak (“T
distribution (“Vd”).

max ) CL and apparent volume of

Safety endpoints of the study include adverse events and serious adverse events and observations
based on vital signs, physical examination and clinical tests, among others. Immunogenicity is also
being evaluated based on the incidence of ADA-positive results and NAb-positive results.

Efficacy. The HLX03 and Humira study groups achieved equivalent PK profiles in C,,, and
AUC,_, as the 90% CI fell within the pre-defined 80-125% equivalence margin. The table below sets
out the findings in further detail:

Geometric Mean Geometric Ratio 90% CI
Parametres HLX03 Humira HLX03/ Humira HLX03/ Humira
Cou (Rg/mL) ... ... .. .. 3.31 3.23 102.22 96.20-108.61
AUC, (ngeh/mL). . ... .. 1,823.32 1,724.59 105.72 97.07-115.15

Safety. Safety findings were similar between the two study groups, with no statistically
significant differences. In the HLX03 group, 79 subjects experienced at least one TEAE, while 70
subjects in the Humira group experienced at least one TEAE. Of these, the HLXO03 group had four
subjects experiencing CTCAE 4.03 Grade III or IV AEs, while the Humira group had six subjects
experiencing such AEs.

Indication Expansion of HLX03 for RA and AS

In addition to PS, we also applied for regulatory approval for the RA and AS indications. We filed
an IND application for the RA indication to the NMPA in August 2013 and received approval to
commence clinical trials in December 2015. We have not filed an IND application for the AS
indication. However, according to the Biosimilar Guidelines, if clinical similarity has been
demonstrated in comparative studies, extrapolation to other indications of the reference product could
be considered. Given that we achieved favourable PK, efficacy and safety results from HLXO03 clinical
trials with respect to the PS indication, we expect to be able to expand HLXO03 indications to RA and
AS indications without the need of full-length clinical trials. As HLX03’s reference drug, Humira, is
approved in China for PS, RA and AS, the Phase 3 clinical trials for the PS indication enabled us to
seek NDA approval for all three indications for HLXO03.
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Pre-Clinical Research

We achieved favourable CMC-quality and non-clinical testing results, with generally no
significant differences compared to Humira.

We started research and development of HLXO03 in January 2012, in accordance with EMA
guidelines for biosimilar development, beginning with preliminary drug exploration, pharmacology
and toxicology studies and pre-clinical and clinical development plans. Pre-clinical testing and studies
included:

° Head-to-head comparison of all quality attributes of HLX03 with these of Humira;

° In vitro studies comparing HLX03 with Humira on their biological functions and
cross-reactivities to human tissue samples; and

° In vivo animal studies of PK, PD, single and multi-dose toxicology, efficacy and
immunogenicity, comparing HLX03 with Humira in transgenic mouse models and
cynomolgus monkey models.

Material Communications and Next Steps

We have completed our Phase 3 clinical trial for HLX03 for the PS indication. Our NDA was
accepted by the NMPA in January 2019 and is currently under priority review. We expect to receive
regulatory approval to commence commercialisation in early 2020. Our NDA for HLXO03 seeks
approval for the same indications as those approved for Humira in China, namely PS, RA and AS.

We have not had any material regulatory communications with the NMPA or the CDE since the
filing of our NDA for HLXO03, and we are not aware of any material concern from the NMPA or the
CDE in connection with our ongoing development of HLXO03.

113

See “—Intellectual Property” for details of intellectual properties which we have registered,

maintain, applied for or intend to apply for with respect to HLXO03.

Collaboration Arrangements and Commercialisation Plans

To commercialise HLX03 in the PRC, we have collaborated with Jiangsu Wanbang, a wholly
owned subsidiary of Fosun Pharma, under the HLX03 Agreement, which we entered into in September
2017 (as amended). We believe we will benefit from Jiangsu Wanbang’s strong expertise and network
in those respects for successfully commercialising HLX03 in the PRC. Under the terms of the HLX03
Agreement:

(i) we are responsible for all R&D activities and regulatory submissions, to complete ongoing
clinical trials in PRC and to manufacture and supply of HLXO03 products in the PRC;

(i1) Jiangsu Wanbang has the exclusive right to promote and commercialise HLX03 in the PRC;
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(iii) Jiangsu Wanbang will reimburse our clinical trial expenditure incurred for HLXO03
following the execution of the HLX03 Agreement, as described below; and

(iv) we and Jiangsu Wanbang will equally (50-50) share the net profit from all sales of HLX03
in the PRC. See “Connected Transactions—C. Non-exempt Continuing Connected
Transactions—I1. Collaboration Arrangements under the HLX01 Agreement and the HLX03
Agreement”.

With respect to (iii) above, based on the timing of the execution of the HLX03 Agreement,
Jiangsu Wanbang reimburses all of our HLXO03 clinical trials expenditure. Accordingly, the rationale
for the clinical trial expenditure reimbursement arrangement, our view on this arrangement as an
industry practice and the potential financial risks that we still bear in the course of developing and
commercialising HLXO03 are similar as well. See “—HLX0I—Collaboration Arrangements and
Commercialisation Plans” for further details.

Assuming that we successfully obtain regulatory approval for HLX03, we intend to begin
commercial manufacturing of HLXO03 for distribution in the PRC. See “—Manufacturing” for further
details on the technologies utilised in the Xuhui Facility.

We will collaborate with Jiangsu Wanbang on the marketing strategies of HLX03 in the PRC,
while Jiangsu Wanbang will handle the launch activities, promotion, distribution and sale of HLX03
in accordance with the HLXO03 Agreement. Our marketing efforts primarily target hospitals and
specialist clinics across the PRC.

WE MAY NOT ULTIMATELY BE SUCCESSFUL IN DEVELOPING AND
COMMERCIALISING HLX03.

HLX04

Overview

We are developing HLX04 as an Avastin biosimilar under the name Recombinant Humanised
Anti-VEGF Monoclonal Antibody. Avastin (generic name bevacizumab) is primarily used to treat
patients with mCRC and nsNSCLC. We began developing HLX04 in January 2012 and are conducting
a Phase 3 clinical trial for mCRC. We expect to file an NDA with the NMPA in 2020 for the treatment
of mCRC and unresectable, locally advanced, recurrent or metastatic nsNSCLC, which are the same
indications as those approved for Avastin in China. We plan to commercialise HLX04 as an affordable
alternative to Avastin primarily in the PRC, where there is a significant underserved population of
patients with mCRC and nsNSCLC.

We are also developing HLX04 + HLX10 as one of our key immuno-oncology combination
therapies. As at the Latest Practicable Date, we were preparing for Phase 3 clinical trials for the
nsNSCLC indication, and Phase 2 clinical trials for the HCC indication in China. See
“—Immuno-oncology Combination Therapies—HLX04 + HLX10” for further details. In addition to the
advantages offered by the immuno-oncology combination therapy in its own right, it will also help
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increase and sustain sales for HLX04. In December 2018, the FDA approved a combination therapy
from Roche for Tecentriq (a PD-L1 inhibitor) plus Avastin (bevacizumab) and the chemotherapy
agents paclitaxel and carboplatin for the first-line treatment of metastatic nsNSCLC with no EGFR or

ALK genomic tumour aberrations.

Furthermore, we have submitted IND applications for the indications of wAMD and DR. See
“—Our Products—Our Bio-innovative Drugs—HLX04” for further details on the development of
HLXO04 for wAMD and DR indications, and for current therapies and potential market opportunities

for these indications.

Background of Reference Drug

Bevacizumab was developed by Genentech. It initially received US FDA approval under the
brand name of Avastin for the treatment of mCRC in 2004 and nsNSCLC in 2006. Avastin was
launched in China in 2010. Bevacizumab is typically administered through intravenous infusion.
Major patents for bevacizumab have expired or are expiring in the near future, including 2013 in the
European Union, 2016 in the US and 2018 in China. Avastin is distributed globally by Roche, and is
listed on the WHO List of Essential Medicines. In 2018, global sales of Avastin amounted to CHF6.8
billion (approximately US$6.7 billion) according to Roche’s 2018 annual report, while sales in China
amounted to RMB3.2 billion according to the Frost & Sullivan Report. According to Roche’s 2019 half
year report, sales of Avastin in China grew by 61% in the first half of 2019, compared to the
corresponding period in 2018. Bevacizumab was added to the NRDL in 2017.

Depending on the jurisdiction, approved indications of Avastin may include mCRC, nsNSCLC
(unresectable, locally advanced, recurrent or metastatic), recurrent glioblastoma in adults, metastatic
renal cell carcinoma (“mRCC?”), cervical cancer (persistent, recurrent or metastatic) and epithelial
ovarian, fallopian tube or primary peritoneal cancer. In China, Avastin has been approved for mCRC

and unresectable, locally advanced, recurrent or metastatic nsNSCLC.

Mechanism of Action

Bevacizumab blocks the function of vascular endothelial growth factor A (“VEGF-A"), a growth
factor protein that stimulates angiogenesis in a variety of cells, and is thus considered a highly potent
inducer of blood vessel growth. While angiogenesis is part of the human body’s normal healing and
maintenance functions, VEGF-A also stimulates angiogenesis in cancer, which facilitates tumour
growth. Tumour cells release various pro-angiogenic factors with VEGF receptors to bind to VEGF-A.
VEGF-targeted therapies, such as bevacizumab, exert their effects through a number of potential
mechanisms, including (i) inhibition of new vessel growth; (ii) regression of newly formed tumour
vasculature; (iii) alteration of vascular function and tumour blood flow; and (iv) direct effects on

tumour cells.
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Current Therapies
The dosage and regimen of bevacizumab vary by indication.

mCRC: As a first-line and second-line therapy for mCRC, the recommended dose when
bevacizumab administered intravenously in combination with 5-fluorouracil-based chemotherapy
(bolus-IFL: irinotecan, leucovorin and fluorouracil) is 5 mg/kg every two weeks, or in combination
with fluoropyrimidine-irinotecan- or fluoropyrimidine-oxaliplatin-based chemotherapy is 5 mg/kg
every two weeks or 7.5 mg/kg every three weeks, respectively. Bevacizumab is also used in
second-line treatment of mCRC at a recommended dose of 10 mg/kg every two weeks intravenously
in combination with FOLFOX4 (folinic acid (leucovorin), fluorouracil (“S-FU”), and oxaliplatin). In

either setting, bevacizumab treatment has been shown to increase overall life expectancy.

nsNSCLC: As a first-line therapy for unresectable, locally advanced, recurrent or metastatic
nsNSCLC, bevacizumab is administered at 15 mg/kg intravenously every three weeks in combination
with carboplatin and paclitaxel.

Across studies, the most common adverse reactions observed in Avastin patients (incidence rate
over 10%) were: epistaxis, headache, hypertension, rhinitis, proteinuria, taste alteration, dry skin,
rectal haemorrhage, lacrimation disorder, pain and exfoliative dermatitis. Because bevacizumab
inhibits blood vessel growth, which is a necessary part of the body’s ability to heal wounds and
develop collateral circulation solutions, its use may interfere with these normal functions and worsen
existing conditions such as for patients with serious haemorrhaging or a recent history of haemoptysis.
Therefore, potential patients are closely evaluated for eligibility to receive bevacizumab treatment.
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Potential Market Opportunities and Competition

Despite its demonstrated value in treating mCRC and nsNSCLC, bevacizumab has limited market
uptake and usage due to its high cost. For example, in 2018, in China, a 100 mg (4 mL) vial of Avastin
cost RMB1,934, according to the NRDL. Although bevacizumab may extend the survival period of
patients by several months, long-term prognosis in eligible patients is often poor, primarily because
it is mostly used to treat late-stage cancer. Meanwhile, mCRC and nsNSCLC incidence remains high
and bevacizumab penetration rate remains low, especially in emerging markets. According to the Frost
& Sullivan Report, in China, new mCRC cases are projected to grow from approximately 145,100 in
2018 to approximately 170,100 in 2030, and new NSCLC cases are projected to grow from
approximately 737,400 to approximately 1,041,700 over the same years.

In 2017, bevacizumab was included in the NRDL in China, resulting in greater market awareness
and penetration, which we believe will benefit our efforts to market HLX04. While Avastin may
become increasingly accessible, we expect that there will continue to be a significant gap between
supply and demand. As more medical practitioners and patients become familiar with bevacizumab,
we believe they will also become increasingly familiar with HLX04 as a more affordable bevacizumab
to bridge the supply-demand gap.

As a result of the above, we believe there are significant market opportunities for an affordable
Avastin biosimilar. So far, Mvasi, an Avastin biosimilar developed by Amgen, has been approved by
the FDA in September 2017 and by the EMA in January 2018. In China, our current expected major
competitors include Innovent Biologics and Qilu Pharmaceutical, which have filed NDAs for their
respective drug candidates, while Genor Biopharma, Beijing mAbworks Biotechnology, Shandong
Boan Biological Technology, Hengrui, TOT Biopharm, Bio-Thera Solutions, Chiatai Tianqing, Hualan
Genetic Engineering, Sinocelltech and Anke Biotechnology have entered Phase 3 clinical trials with
their respective drug candidates. Furthermore, the PRC market may become increasingly competitive
over time as, according to the Frost & Sullivan Report, Avastin biosimilars are also being developed

by several other PRC biotech firms at earlier clinical stages.

We plan to compete with other bevacizumab developers primarily based on our focus on product
quality, manufacturing cost efficiency and reliability of supply, given our projected capability to
manufacture HLX04 on a large scale and in accordance with international GMP quality standards,
while maintaining sound cost control measures (including through adopting and developing
cost-effective technologies such as single-use technologies, proprietary cell culture media, and
high-titre production cell line technologies, which we have already implemented for our
commercial-scale manufacturing of HLXO01 (7£F]€) and intend to implement for future commercial
production of HLX04 as well upon receiving regulatory approval). We also aim to differentiate HLX04
by being the first Avastin biosimilar developer with Phase 3 clinical data for mCRC, while our
competitors in the PRC have primarily conducted their Phase 3 clinical trials for the nsNSCLC
indication. We believe this will enable a more favourable market perception of HLX04 for the
treatment of mCRC compared to other Avastin biosimilars which do not have such supporting data.

Furthermore, we believe that Avastin biosimilars may enjoy greater long-term prospects for mCRC
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treatment than nsNSCLC as new therapies for nsNSCLC have been approved in recent years which
have shown better efficacy than bevacizumab, including the PD-1 inhibitors Opdivo and Keytruda. In
response, we have also begun separately developing PD-1/PD-L1 inhibitors of our own, including
HLX10 and HLX20. See “—Our Bio-Innovative Drugs” for further details.

Summary of Clinical Development History and Results

As at the Latest Practicable Date, we were conducting a Phase 3 HLXO04 clinical trial for the
mCRC indication. We have completed our Phase 1 clinical trial for HLX04 in April 2018. Based on
the data collected and analysed, we concluded that HLXO04 is safe, and the Phase 1 clinical trial
demonstrated bioequivalence in PK profile between HLX04 and the reference drug.

Clinical Development of HLX04 for mCRC

The chart below summarises the development timeline of HLX04 for mCRC:

2015Q4 2016Q2 2017Q2 2018Q2 2018Q2
o o o 0>
IND IND Phase 1 Phase 1 Phase 3
(mCRC) (nsNSCLC) Clinical (mCRC)
Trial Results
Released

Phase 3 Clinical Trial

Study Design. The Phase 3 HLX04-mCRC clinical trial is a multi-centre, randomised,
double-blind, parallel study comparing efficacy, safety and immunogenicity between HLX04 and
Avastin combined with chemotherapy regimens of either XELOX (oral capecitabine and oxaliplatin)
or mFOLFOX6 (5-fluorouracil plus leucovorin and oxaliplatin) as the first line treatment in patients
with mCRC. The Phase 3 clinical trial plans to enrol approximately 638 subjects (319 subjects in each
study group), across approximately 60 clinical sites in China. We expect to complete the trial by 2020.
One cohort receives HLX04 treatment either in combination with XELOX at a dosage of 7.5 mg/kg
for HLX04, or in combination with mFOLFOX6 at a dosage of 5 mg/kg for HLX04 and the other
cohort receives Avastin treatment either in combination with XELOX at a dosage of 7.5 mg/kg for
Avastin or in combination with mFOLFOX6 at a dosage of 5mg/kg for Avastin.

HLX04+XELOX (3 weeks per cycle)
or+mFOLFOXG6 (2 weeks per cycle)

. Intravenous infusion
Stratified and . o

Randomised 1:1

Avastin+XELOX (3 weeks per cycle)
or+mFOLFOX6 (2 weeks per cycle)
Intravenous infusion

The primary endpoint consists of the PFS rate at week 36 (“PFSR34,,7).

— 216 —



BUSINESS

Secondary endpoints include assessing the (i) BORR up to week 48, (ii) ORR at weeks 6, 12, 18,
24, 30, 36, 42 and 48, (iii) OS rate up to week 54, (iv) time to remission (“TTR”) and (v) DoR.

Safety and Efficacy. As at the Latest Practicable Date, the Phase 3 clinical trial for mCRC

indication was ongoing, and thus efficacy and safety findings were not yet available.

Phase 1 Clinical Trial

We have completed our Phase 1 clinical trial for HLX04 in April 2018. Based on the data
collected and analysed, we concluded that HLX04 is safe, and the Phase 1 clinical trial demonstrated

bioequivalence in PK profile between HLX04 and the reference drug.

Study Design. The Phase 1 clinical trial was a multi-centre, randomised, double-blind, four-arm
parallel study comparing the PK, safety and immunogenicity of HLX04, Avastin sold in the US (“US
Avastin”), Avastin sold in the EU (“EU Avastin”) and Avastin sold in the PRC (“China Avastin”) in
healthy Chinese males. We included EU Avastin as a reference drug in order to qualify HLX04’s study
results for potential EMA approval, and we included US Avastin as a reference drug in order to qualify
our immuno-oncology combination therapy HLX04 + HLX10 for potential FDA approval. We enroled
a total of 208 subjects, of whom a single 3 mg/kg dose of HLX04, US Avastin, EU Avastin or China
Avastin was given to 201 subjects. Subjects were followed up for up to 99 days after infusion.

3mg/kg HLX04
Intravenous infusion
Single administration
3mg/kg US Avastin
Intravenous infusion
Randomised 1:1:1:1 Single administration

3mg/kg EU Avastin
Intravenous infusion
Single administration

3mg/kg China Avastin
Intravenous infusion
Single administration

The primary endpoints consisted of AUC, ;,; and AUC,_,.

The secondary endpoints consisted of C,,,; TEAE and SAE, T, .., T», Az, CL; Vss, Vz and
ADA presence.
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PK: The findings of the Phase 1 clinical trial demonstrated four-way PK bioequivalence among
HLXO04 and all three differently sourced Avastin. In particular, the 90% CI for the AUC ;,, AUC,_,,
and C,,, ratios of each cohort fell within the 80-125% equivalence margin, as laid out in more details
below.

AUC ;¢ AUC, C, Least Square Geometric Mean Ratio

——————————————————————————————————————————————————————————————————————— 125%
120 A
PK Equivalence
Margin
100 A ]: I
80 T - - - -~ - - -~ - - - -~~~ JE- — — — — -~ — — [ - — — — B~ —~ — — — — 80%

o~ 104.13 10219 JUA%N 98.14

Geometric Mean Ratio of AUC,, ;,,and AUC ,_,,,%

60
99.02 o 100.54 99.35 EYEEK]
40 A
20 A
0 T

AUC iy (ngh /ml) AUC,. (ng'h /ml) Cipax (ng/ml)
" HLX04 vs. China Avastin "'HLX04 vs. EU Avastin HLXO04 vs. US Avastin
M US Avastin vs. EU Avastin China Avastin vs. EU Avastin

Safety. There was no statistically significant difference in safety profiles among HLX04 and
Avastin from all three sources. Only one Grade 4 drug-related AE was observed in EU Avastin group,

and no Grade 5 AEs were observed. The charts below set out the safety findings in more detail.

P=0.6667 P=0.6126 P=0.6126

922 922
00 | 90.4 872 90.4
82.4 84.3

80 745 75

87.2

723

Incidence of Events (%)

10 4 43
0 2.0 0

ADR AE SAE TEAE
W HLX04 (n=51) M China Avastin (n=47) = EU Avastin (n=52) US Avastin (n=51)

Immunogenicity. ADA results were negative in all four treatment groups.
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Indication Expansion of HLX04 for nsNSCLC

In addition to mCRC, we have also applied for regulatory approval for nsNSCLC indication. We
originally submitted the IND application to the NMPA in July 2015 and received approval to
commence clinical trials in May 2016. However, according to the Biosimilar Guidelines, if clinical
similarity has been demonstrated in the comparative studies, extrapolation to other indications of the
reference product could be considered. Assuming that we achieve favourable bioequivalence and
safety results for HLXO04 clinical trials with respect to mCRC, we expect to be able to expand HLX04
indications to the nsNSCLC indication without the need of full-length clinical trials.

Pre-Clinical Research

We achieved favourable pre-clinical testing results, with no significant differences compared to
Avastin.

We initiated research and development of HLX04 in January 2012, in accordance with EMA
guidelines for biosimilar development, beginning with preliminary drug exploration, pharmacology
and toxicology studies and pre-clinical and clinical development plans. Pre-clinical testing and studies
included:

o Head-to-head comparison of all quality attributes of HLX04 with those of Avastin;

° In vivo studies comparing HLX04 and Avastin of the anti-tumour effect on mice
xeno-grafted with human tumour cells; and

o In vivo studies of PK/PD, safety pharmacology, acute toxicity, chronic toxicity,
immunogenicity, immunotoxicity, haemolysis and tolerability, comparing HLX04 and
Avastin on cynomolgus monkeys.

Material Communications and Next Steps

We continue to conduct our Phase 3 clinical trial for the mCRC indication, and will evaluate and
submit the study results from Phase 1 and Phase 3 clinical trials to the relevant regulators when
available in order to obtain regulatory approvals. We plan to file the NDA with the NMPA in 2020 and
expect to receive regulatory approval to commence commercialisation in 2021. We expect that our
NDA for HLX04 will seek approval for the same indications as those approved for Avastin in China,
namely mCRC and unresectable, locally advanced, recurrent or metastatic nsSNSCLC.

In preparation for the Phase 3 clinical trial for HLX04, we had three rounds of communications
with the CDE in scheduled meetings, which were held on 14 June 2017, 4 January 2018 and 31 January
2018, respectively. In these meetings, the CDE reviewed our trial design, reminded us on the
associated risks and acknowledged that we had implemented certain effective control methods to
address the potential risks. Based on these communications with the CDE, we finalised our trial
design, which has been accepted by the CDE.
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Other than the above, we have not had any material regulatory communications with the NMPA
or CDE for HLXO04, and we are not aware of any material concern from the NMPA or the CDE in
connection with our ongoing development of HLX04.

113

See “—Intellectual Property” for details of intellectual properties which we have registered,

maintained, applied for or intend to apply for with respect to HLX04.
Collaboration Arrangements and Commercialisation Plans

Assuming that we successfully obtain regulatory approval for HLX04, we intend to begin
commercial manufacturing of HLX04 at our own manufacturing facilities for distribution in the PRC.
See “—Manufacturing” for further details on the technologies utilised in the Xuhui Facility and
expansion plans with respect to the Songjiang Facility, which is currently under construction.

Our marketing efforts will primarily target hospitals and specialist clinics across the PRC. We
will also explore the possibility of expanding the availability of HLX04 to overseas markets, focusing
on countries where access to Avastin and its biosimilars may be challenging for a significant portion
of the affected population. In order to commercialise HLX04 in those countries, we plan to identify
and enter into licence and commercialisation agreements with reputable local partners in due course.

113

See “—Commercialisation, Sales and Marketing”.

WE MAY NOT ULTIMATELY BE SUCCESSFUL IN DEVELOPING AND COMMERCIALISING
HLX04.

Other Biosimilar Candidates

In addition to the above Core Products, we have a number of other biosimilar antibody candidates
at an earlier stage of development in our pipeline, including the following:

° HLX12: a Cyramza (ramucirumab) biosimilar. Cyramza, which is sold by Eli Lilly, is an
anti-VEGFR2 drug used to treat advanced gastric cancer, gastroesophageal junction adeno
carinoma, aEG, metastatic NSCLC and mCRC. We have commenced a Phase 1 clinical trial
for HLX12. We are also developing HLX06 as a VEGFR2 inhibitor, but intend to apply for
different disease indications than HLX12, which we believe will minimise the likelihood of
potential competition arising between HLX06 and HLX12. See “—Our Bio-Innovative

Drugs—HLX06” for further details. Moreover, as HLX06 is being developed as a

bio-innovative drug, it may face a longer regulatory approval pathway and be more costly

to develop. By developing HLX12 in the meantime, we increase the likelihood of being able
to introduce a VEGFR2 product to the market and potentially in an earlier timeframe.

° HLXI1I: a Perjeta (pertuzumab) biosimilar. Perjeta, which is sold by Roche, is an anti-HER2
drug administered in combination with trastuzumab and docetaxel to treat HER2" ¢BC and
mBC. While we are also developing HLX02 as a HER2" inhibitor, we expect to differentiate
HLX11 on the basis of different subtargets within HER2 for binding, in the same fashion
that their originator drugs, Herceptin and Perjeta, are differentiated from each other.
Different subtargets may lead to different treatment efficacies when administered, and as a
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result Herceptin and Perjeta may be administered in combination therapy to further increase
efficacy. In addition, patients who fail to respond to Herceptin treatment may respond to
Perjeta treatment, and vice versa. Accordingly, we do not expect there to be substantial
competition between HLX02 and HLX11. Furthermore, we are also developing HLX22 as
a novel HER2 inhibitor, and similarly expect it to augment, rather than compete with, our
HER2 inhibitor portfolio for the same reasons. See “—Our Bio-Innovative Drugs—HLX22”

for further details.

° HLX14: a Xgeva (denosumab) biosimilar. Xgeva, which is sold by Amgen, acts by binding
to and inhibiting receptor activator of nuclear factor-kappa B ligand (“RANK ligand”) in

order to treat bone-related diseases. HLX14 is currently undergoing pre-clinical studies.

° HLX13: a Yervoy (ipilimumab) biosimilar. Yervoy, which is sold by Bristol-Myers Squibb,
is an anti-CTLA-4 drug used to treat solid tumours. HLX13 is currently undergoing

pre-clinical studies.

° HLXI15: a Darzalex (daratumumab) biosimilar. Darzalex, which is sold by Johnson &
Johnson, is an anti-CD38 drug used to treat multiple myeloma. HLX15 is currently

undergoing pre-clinical studies.

Furthermore, we filed an IND application for HLX05, an Erbitux (cetuximab) biosimilar, in
August 2016 for the mCRC indication and in September 2016 for the SCCHN indication. In July 2016,
we entered into a licence agreement under which we granted Shanghai Jingze an exclusive right to
develop and commercialise HLX05 in China. See “—License Arrangements—Licence Agreement with
Shanghai Jingze” for further details. As a result of the out-licensing, we do not consider HLXO05 to
be a component of our drug candidate portfolio.

OUR BIO-INNOVATIVE DRUGS
Overview

In addition to biosimilars, we also have a development portfolio of bio-innovative drugs, which
are novel biologic drugs. According to the Administrative Measures for Drug Registration ({%&f it
{4 #E HE7% ) ) published by the NMPA, in China, administrative and intellectual property protections
are available to products classified as novel drugs. In order to be eligible, biological drugs must fall
into one of the following categories: (i) new drugs that are not marketed anywhere in the world or
biosimilars for which the reference drugs are approved for certain indications in other jurisdictions but
not in China (“bio-innovative drugs”) or (ii) improved versions of existing drugs in terms of efficacy
and/or safety (“biobetters”). The length of administrative and patent protections varies depending on
the category. New drugs are subject to a rigorous regulatory review process under which the product

candidate must demonstrate, through clinical and non-clinical evidence, favourable efficacy and safety
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results to the satisfaction of the regulators. Biobetters and biosimilars for indications not previously
approved in China are subject to substantially the same regulatory approval process as biosimilars
generally, except that biobetters must also demonstrate some degree of superiority against the
reference drug in terms of efficacy and/or safety.

HLX07

Overview

We are developing HLXO07, which is a recombinant humanised anti-epidermal growth factor
receptor (“EGFR”) monoclonal antibody, as a cetuximab biobetter. Cetuximab is primarily used to
treat mCRC and locally advanced head and neck cancer, including squamous cell carcinoma of the
head and neck (“SCCHN”). We began developing HLXO07 in January 2014 and are conducting Phase
1b/2 clinical trials in Mainland China and a Phase 1a clinical trial in Taiwan. As a biobetter, we believe
HLXO07 will be superior to cetuximab in terms of safety since HLXO07 is a humanised monoclonal
antibody rather than a chimeric human-murine antibody such as cetuximab. We aim to leverage this
advantage, along with our aim to make HLXO07 more affordable than cetuximab, to successfully
commercialise HLX07. If we receive regulatory approval, we plan to launch HLXO07 initially in China,
where there is a significant underserved population of Chinese mCRC and SCCHN patients who do
not have access to cetuximab, in large part due to its high cost.

Background of Cetuximab

Cetuximab was developed by Yeda Research and Development Company Ltd. It initially received
FDA approval for the treatment of mCRC in 2004 and SCCHN in 2006. Use of cetuximab is not
recommended for the treatment of mCRC with KRAS mutations. In China Mainland, cetuximab was
approved by NMPA in 2006.

Depending on the jurisdiction of approval, approved indications of cetuximab may include
locally or regionally advanced SCCHN, recurrent locoregional or metastatic SCCHN, recurrent or
metastatic SCCHN progressing after platinum therapy and mCRC with wild-type KRAS and EGFR
overexpression. In China, cetuximab is only approved for mCRC with wild-type KRAS and EGFR
overexpression. Cetuximab is typically administered through intravenous infusion.

Erbitux is distributed by Bristol-Myers Squibb in the US and Canada and in most other countries
by Merck KGaA. According to the Frost & Sullivan Report, in 2018, global sales of cetuximab
amounted to US$1.50 billion, while sales in China amounted to RMBO0.50 billion.

Mechanism of Action

HLXO07 acts by binding to the extracellular domain of EGFR, which is a receptor that appears on
both normal and cancerous cells, but is particularly overexpressed in many colorectal cancers. In
normal cells, EGFR binds to, among other things, transforming growth factor alpha (“TGF-«”), which
activates a signalling pathway for cell proliferation, differentiation and development. Cancer cells
take advantage of this pathway by overexpressing EGFR, leading to constant activation of TGF-a and
uncontrolled cell proliferation. It has been reported that expression of EGFR correlates with tumour
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progression, resistance to chemotherapy and a poorer prognosis. EGFR plays an important role in
initiating signal transduction, and therapeutic approaches directed towards interrupting this pathway
have been shown to impair tumour cell proliferation. By binding to EGFR, HLXO07 inhibits the TGF-a
activation mechanism and reduces the cancer cells’ ability to spread.

EGF
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Current Therapies

mCRC: In mCRC patients with overexpressed EGFR and wild-type KRAS, cetuximab is
approved for first-line therapy in combination with FOLFIRI (irinotecan, 5-fluorouracil, leucovorin)
and second-line therapy in combination with irinotecan in patients who are refractory to
irinotecan-based chemotherapy. Cetuximab is also approved as a single agent for patients who have
failed oxaliplatin- and irinotecan-based chemotherapy or who are intolerant to irinotecan.

SCCHN: Cetuximab is approved for locally or regionally for advanced SCCHN in combination
with radiation therapy, recurrent loco-regional disease or metastatic SCCHN in combination with
platinum-based therapy with 5-FU, and recurrent or metastatic SCCHN progressing after
platinum-based therapy.

As cetuximab (and other EGFR inhibitors) has not demonstrated efficacy against tumours
without overexpressed EGFR or with KRAS gene mutation, screening for overexpressed EGFR or
KRAS mutation is typically conducted before determining the proper course of treatment in order to
rule out patients who are unlikely to respond to cetuximab and may instead be suitable for a different
treatment option. mCRC patients with KRAS mutation may be treated with Avastin, to which our
HLXO04 is under development as a biosimilar. See “— Our Biosimilar Portfolio — HLX04” for further
details.
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The most common side effects of cetuximab are: cutaneous adverse reactions (including rash,

pruritus, and nail changes), headache, diarrhea and infection.

Potential Market Opportunities and Competition

In general, EGFR inhibitors such as cetuximab command high market prices, in part due to being
a relatively new class of monoclonal antibody drugs. According to the Frost & Sullivan Report, in
2018, cetuximab therapy for mCRC costs approximately US$120,000 per year in the US and
approximately RMB272,240 per year in China, while cetuximab therapy for SCCHN costs
approximately US$80,000 per year in the US and approximately RMB389,500 per year in China,
which is beyond the means of most patients. After price negotiations in October 2018, cetuximab
therapy for SCCHN costs approximately RMB85,988 per year for mCRC and approximately
RMB123,025 per year for SCCHN patients in China. However, the incidence rates of mCRC and
SCCHN remain high. In 2018, cetuximab was included in the NRDL in China with the price of a 100
mg (20mL) vial set at RMB1,295. According to the Frost & Sullivan Report, there were approximately
145,100 new mCRC cases and 123,300 new SCCHN cases in 2018 in China, with year-on-year growth
in new patients of 2.6% and 2.2%, respectively. Based on observed incidence rates, most of these
patients are expected to have overexpressed EGFR with wild-type KRAS.

In light of the significant market opportunities for EGFR inhibitors, a number of cetuximab
biosimilars are in development globally, none of which have yet been approved for commercialisation
in any jurisdiction. In China, cetuximab biosimilars are under development by Kelun and
Sinomabtech, both of which are undergoing Phase 3 clinical trials. In addition, other anti-EGFR
monoclonal antibodies which are available in certain markets, but are generally not as widely
distributed as cetuximab, include panitumumab (brand name Vectibix) from Amgen in combination
with the FOLFOX regimen, which received FDA approval in 2006 for EGFR-expressing mCRC, and
nimotuzumab developed by the Centre of Molecular Immunology (and distributed by a variety of
companies), which is approved for glioma in the US and EU as well as for SCCHN in China, India

and certain other countries.

We plan to compete with cetuximab and other EGFR inhibitors primarily based on HLX07’s
clinical advantages as a cetuximab biobetter, as described in more detail below. In addition, we expect
to be able to competitively price HLX07 against other market participants through leveraging our
projected capability to produce HLXO07 on a large scale while maintaining sound cost control
measures, which we believe will allow us to supply significant quantities of HLX07 at lower cost and
in turn, enable us to establish our presence and capture market share for HLX07. We expect to have
commenced operations at our Songjiang Facility by the time that HLXO07 is approved for commercial

production.
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Potential Advantages of HLX07 as a Cetuximab Biobetter

The chart below illustrates the key differences between HLX07 and cetuximab which we believe
will establish HLX07 as a biobetter, based on our drug design and the preliminary findings achieved

in pre-clinical studies:

HLX07 Potential advantages of HLX07
H Humanisation — Lower immunogenicity

H mmmeg  Removal of this site _ Lower immunogenicity
H me  Affinity maturation ) Better efficacy
H CHO cell line _ Fc-glycan more similar to human
H High yield — ~6g / L /lower cost

Summary of Clinical Development History and Results

As at the Latest Practicable Date, we were conducting Phase 1b/2 and Phase 1a clinical trials for

HLXO07 in China Mainland and Taiwan, respectively.

Clinical Development of HLX07

Phase 1b/2 Clinical Trial

Study Design. The Phase 1b/2 HLXO07 clinical trial is an open-label, Bayesian optimal interval
(“BOIN”) design adaptive dose-escalation study exploring the safety, tolerability, PK and efficacy
when administering HLX07 in combination with different chemotherapy regimens (namely (i) 1000
mg/m? of gemcitabine + 75 mg/m? of cisplatin, (ii) 80 mg/m? of paclitaxel + carboplatin (AUC=2) and
(iii) mFOLFOX6 - 85 mg/m? of oxaliplatin, 400 mg/m? of leucovorin and 5-fluorouracil (initially 400
mg/m? followed by 2,400 mg/m?) in patients with metastatic or recurrent advanced solid tumours. We
plan to enrol a maximum of 90 subjects to receive either 400 mg, 600 mg or 800 mg of HLXO07 in
combination with the chemotherapy. Subjects start at the lowest dose level of 400 mg per
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administration. The chart below describes this escalation process in more detail:

Start at
prespecified
starting dose

Treat a patient or a cohort of
patients

Stop the trial L

and
determine
MTD

Reach maximum sample size

No
£0.237 - 20.359

4[Compute DLT rate” at current dosg’i

Within (0.237, 0.359)

L r

Escalate dose level Retain the current dose level De-escalate to the dose level

Note:

(1)  DLT rate = Total number of patients with DLT at current dose/Total number of patients treated at current dose

The primary endpoints are (i) the incidence of DLT, in HLXO07 combined with different
chemotherapy regimens and its correlation with HLX07 and (ii) the MTD of HLXO07 in combination

with different chemotherapy regimens.

The secondary endpoints consisted of (i) the incidence and type of AEs, clinically significant
abnormal laboratory indicators, changes in ECG and vital signs and (ii) preliminary efficacy of
HLXO07 in combination therapy (including in respect of ORR, DCR, DoR, PFS and OS).

Safety and Efficacy. As at the Latest Practicable Date, the Phase 1b/2 clinical trial for HLX07
remained ongoing, and thus efficacy and safety findings were not yet available.

Phase 1a Clinical Trial

Study Design. The Phase la HLXO07 clinical trial is a multi-centre, open-label, 3+3
dose-escalation study to investigate the safety, tolerability and to determine the dose-limiting toxicity
(“DLT”), maximum tolerated dose (“MTD”) and recommended Phase 2 dose of HLX07 in patients
with advanced solid cancers. We have completed patient recruitment and have enroled 16 subjects in
total. Each subject receives a single weekly infusion of HLX07 at 50 mg, 100 mg, 200 mg, 400 mg,
600 mg or 800 mg for two hours until disease progression. Participants undergo weekly tests to
evaluate whether any potential adverse reactions have developed, as well as an imaging study every

eight weeks after first infusion for treatment purpose.
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The primary endpoint consists of TEAEs.

Secondary endpoints consist of C .., C
steady state (“Css”), ORR and presence of ADAs.

AUC, T,,,, clearance, Vss, serum concentration at

min>

Safety and Efficacy. As at the Latest Practicable Date, the Phase la clinical trial for HLX07
remained ongoing, and thus efficacy and safety findings were not yet available.

Pre-clinical Research

We commenced the research and development of HLX07 in January 2014. Pre-clinical testing

and studies included:

° in vitro studies comparing the inhibitory effect of the HLX07 PD profile; and

° in vivo studies of the efficacy, PK/PD, safety and immunogenicity of HLX07 compared to
cetuximab on human tumour xenografted mice.

We achieved favourable pre-clinical testing results in respect of the above. In particular, our in
vitro and in vivo PD studies showed greater tumour suppressive capability of HLX07 compared to
cetuximab. Based on these findings, we submitted an IND application to the NMPA, FDA and TFDA
for HLXO07 for the indication of solid tumours and received approval to commence clinical trials in
September 2016, September 2016 and June 2016, respectively.

Collaboration Arrangements and Commercialisation Plans

Assuming that we successfully obtain regulatory approval for HLX07, we intend to begin
commercial manufacturing of HLXO07 for distribution initially in the PRC. We may also explore the
possibility of expanding the availability of HLX07 to other overseas markets, focusing in particular
on countries where access to cetuximab and other EGFR inhibitors may be challenging for a
significant portion of the affected population. In order to commercialise HLX07 in those countries, we

plan to identify and enter into licence and commercialisation agreements with reputable local partners.
HLX06
Overview and Mechanism of Action

We are developing HLXO06, a vascular endothelial growth factor receptor 2 (“VEGFR2”)
inhibitor, for the treatment of solid tumours. We have received IND approvals to develop HLX06 in

the US, China Mainland and Taiwan, and as at the Latest Practicable Date, had commenced a Phase

1 clinical trial in Taiwan.
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HLXO06 acts by targeting and binding VEGFR2, which is a signal protein that stimulates
angiogenesis. VEGFR2 normally mediates the downstream effects of VEGF in angiogenesis. As
certain tumour cells release pro-angiogenic factors with VEGF receptors as part of their proliferation
activity, by blocking VEGFR2 signaling without affecting VEGF-binding, HLXO06 helps inhibit
tumour growth through the VEGF pathway. By targeting VEGFR2 signaling by binding to Ig domains
5-7 of VEGFR2, HLX06 acts as a VEGFR2 antagonist.

Potential Market Opportunities and Competition

As VEGFR2 inhibitors are a relatively new class of oncology drugs, we believe there are
significant opportunities in this largely untapped therapeutics market, especially for early-movers and
companies that are able to offer these drugs at affordable prices. Anti-VEGFR2 drugs currently on the
market include ramucirumab from Eli Lilly (sold under the brand name Cyramza) and apatinib from
Hengrui. According to the Frost & Sullivan Report, in 2018, global sales of Cyramza reached
approximately US$821 million, while sales of apatinib in China reached approximately RMB1,741.2
million.

Ramucirumab is primarily used as a second-line therapy for certain gastric cancers,
gastroesophageal cancers, NSCLC and mCRC. Ramucirumab was initially approved in the US in 2014
and Europe in 2015, and is currently undergoing a Phase 3 clinical trial in China for the GC indication.
We are also developing HLX12 as a Cyramza biosimilar for certain indications approved for Cyramza,
but intend to apply for different disease indications for HLX06 in order to minimise potential
competition between them. Apatinib was approved in China in 2015 as a third-line therapy for GC and
was added to the NRDL in 2017. Apatinib is also undergoing further clinical trials in China to move
up to an earlier line of treatment and to expand its indications to other types of cancers. In addition,
ramucirumab biosimilars are under development in China by Kelun Biopharmaceuticals, in the
pre-clinical development stage.

We expect these, and other VEGFR?2 inhibitors which may be developed by other companies over
time, to be the key competitors of HLX06. We expect HLX06 to compete with other VEGFR2
inhibitors primarily based on what we believe will be HLX06’s high binding affinity to VEGFR2 and
its ability to bind to different regions of VEGFR2 compared to Cyramza.

Clinical and Pre-clinical Research

As at the Latest Practicable Date, we were undergoing a Phase 1 clinical trial for HLX06 in
Taiwan, which we expect to complete in 2020. The trial is designed as an open label, adaptive
dose-escalation clinical trial that employs modified accelerated titration design (“ATD”) 2A and BOIN
design, with a maximum of 30 patients with metastatic or recurrent solid tumours who have failed
standard therapy to be enroled, spread across two clinical sites in Taiwan.

Primary endpoints consist of adverse events and MTD.

Secondary endpoints consist of C,,,, C AUC_aus T1/2, CL, volume of distribution at steady
state (“Vss”) in different cohorts, the presence and percentage of ADAs, DCR, ORR and DoR.

min»
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As the study was ongoing as at the Latest Practicable Date, efficacy and safety data was not yet

available.

Pre-clinical studies showed a significant tumour suppression effect compared to placebo, while
higher doses did not adversely affect the health of the subjects. Detailed studies included:

° in vitro assessments of the effects of HLX06 on human endothelial cells, in which HLX06

was observed to inhibit the proliferation of such cells; and

o in vivo efficacy and safety evaluations of HLX06 when administered at different doses to

mice xeno-grafted with human tumour cells.

Collaboration Arrangeme