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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 V—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 for the contents of this prospectus or any other document referred to above.

The Offer Shares have not been and will not be registered under the U.S. Securities Act or any state securities laws of 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 to QIBs in reliance on an exemption from
registration under the U.S. Securities Act provided by, and in accordance with the restrictions of, Rule 144A or another exemption from the registration
requirements of the U.S. Securities Act. The Offer Shares may be offered, sold or delivered outside of the United States in offshore transactions in accordance with
Regulation S.

The Offer Price will be HK$15.36 per Offer Share. Applicants for Hong Kong Offer Shares are required to pay, on application, the Offer Price of HK$15.36 for
each Hong Kong Offer Share together with a brokerage fee of 1%, a SFC transaction levy of 0.0027% and Stock Exchange trading fee of 0.005%.

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 the section headed “Risk Factors”.

The Joint Global Coordinators (for themselves and on behalf of the Underwriters), with our consent, may reduce the number of Offer Shares being
offered under the Global Offering and/or the Offer Price 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
the Hong Kong Economic Times (in Chinese) and on the websites of the Stock Exchange at www.hkexnews.hk and our Company at
www.peijiamedical.com not later than the morning of the day which is the last day for lodging applications under the Hong Kong Public Offering. Details
of the arrangement will then be announced by us as soon as practicable. For further information, please refer to the sections headed “Structure of the
Global Offering” and “How to Apply for Hong Kong Offer Shares” in this prospectus.

The obligations of the Hong Kong Underwriters under the Hong Kong Underwriting Agreement are subject to termination by the Joint Global Coordinators (for
themselves and on behalf of the Hong Kong Underwriters) if certain grounds arise prior to 8:00 a.m. on the Listing Date. Please refer to the paragraphs headed
“Underwriting—Underwriting Arrangements—Hong Kong Public Offering—Grounds for Termination” in this prospectus.
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EXPECTED TIMETABLE™"

If there is any change in the following expected timetable of the Hong Kong Public Offering,
we will issue an announcement in Hong Kong to be published in English in the South China Morning
Post and in Chinese in the Hong Kong Economic Times.

Latest time to complete electronic applications under

White Form eIPO service through the designated
website www.eipo.com.hK? . ... 11:30 am on
Friday, May 8, 2020

Application lists of the Hong Kong Public Offering open® .. ..................... 11:45 am on
Friday, May 8, 2020

Latest time to lodge WHITE and YELLOW Application Forms ................. 12:00 noon on
Friday, May 8§, 2020

Latest time to give electronic application instructions
10 HKSCC! Lo 12:00 noon on
Friday, May 8, 2020

Latest time to complete payment of White Form eIPO
applications by effecting Internet banking transfer(s) or
PPS payment transfer(s) .. ... ... ... 12:00 noon on
Friday, May 8, 2020

Application lists of the Hong Kong Public Offering close . ......... ... ... ... .... 12:00 noon on
Friday, May 8, 2020

(1)  Announcement of an indication of
the level of interest in the International Offering,
the level of applications in the Hong Kong Public Offering
and the basis of allocation of the Hong Kong Public Offer Shares
to 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
our Company at www.peijiamedical.com on or before® .. .......... Thursday, May 14, 2020

(2)  Announcement of results of allocations in
the Hong Kong Public Offering (including successful
applicants’ identification document numbers, where
appropriate) to be available through a variety of channels
including the websites of the Stock Exchange at
www.hkexnews.hk and our Company’s website
at www.peijiamedical.com (please refer to
the paragraphs headed “How to Apply for
Hong Kong Offer Shares—11. Publication of Results”
in this prospectus) from ... ... ... . . L L Thursday, May 14, 2020

(3) A full announcement of the Hong Kong Public Offering
containing (1) and (2) above to be published on the website
of the Stock Exchange at www.hkexnews.hk
and our Company’s website at
www.peijiamedical.com ® from . ........... ... .. ... . .. . ... Thursday, May 14, 2020



www.eipo.com.hk

EXPECTED TIMETABLE™"

Results of allocations for the Hong Kong Public Offering will
be available at www.iporesults.com.hk (alternatively:

English https://www.eipo.com.hk/en/Allotment;
Chinese https://www.eipo.com.hk/zh-hk/Allotment)
with a “search by ID” function . .......... ... ... .. .. .. .. .. .. .. Thursday, May 14, 2020

Dispatch of Share certificates in respect of wholly or
partially successful applications pursuant to
the Hong Kong Public Offering on or before® . ..................... Thursday, May 14, 2020

Dispatch of White Form e-Refund payment

instructions/refund cheques on or before” ... ...................... Thursday, May 14, 2020
Dealings in Shares on the Stock Exchange to commenceon ............... Friday, May 15, 2020
Notes:

1. All times and dates refer to Hong Kong local time and date, except as otherwise stated.
2. You will not be permitted to submit your application 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 application monies) until 12:00 noon on the last day for submitting applications, when the
application lists close.

3. If there is a typhoon warning signal number 8 or above, an announcement of “extreme conditions” caused by a super
typhoon by the Government of Hong Kong in accordance with the revised “Code of Practice in Times of Typhoons and
Rainstorms” issued by the Hong Kong Labour Department in June 2019 and/or a “black” rainstorm warning at any time
between 9:00 a.m. and 12:00 noon on Friday, May 8, 2020, the application lists will not open on that day. Please refer to the
paragraphs headed “How to Apply for Hong Kong Offer Shares—10. Effect of Bad Weather on the Opening of the
Application Lists” in this prospectus.

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

5. Share certificates are expected to be issued on Thursday, May 14, 2020 but will only become valid provided that the Global
Offering has become unconditional in all respects and neither of the Underwriting Agreements has been terminated in
accordance with its terms, which is scheduled to be at around 8:00 a.m. on Friday, May 15, 2020. Investors who trade Shares
on the basis of publicly available allocation details before the receipt of share certificates and before they become valid do

so entirely of their own risk.
6. None of the websites or any of the information contained on the website forms part of this prospectus.

7. e-Refund payment instructions/refund cheques will be issued in respect of wholly or partially unsuccessful applications.

The above expected timetable is a summary only. You should read carefully the sections
headed “Underwriting”, “Structure of the Global Offering” and “How to Apply for Hong Kong
Offer Shares” in this prospectus for details relating to the structure of the Global Offering,
procedures on the applications for Hong Kong Public Offer Shares and the expected timetable,
including conditions, effect of bad weather and the dispatch of refund cheques and Share
certificates.
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SUMMARY

This summary aims to give you an overview of the information contained in this prospectus and
is qualified in its entirety by, and should be read in conjunction with, the more detailed information
and financial information appearing elsewhere in this prospectus. As this is a summary, it does not
contain all the information that may be important to you and we urge you to read the entire
prospectus carefully before making your investment decision. There are risks associated with any
investment. In particular, we are a biotechnology company seeking 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. Some of the particular risks in
investing in the Offer Shares are set out in the section headed “Risk Factors” in this prospectus. You
should read that section carefully before you decide to invest in the Offer Shares.

OVERVIEW

We focus on the high-growth interventional procedural medical device market in China, and are a
leading domestic player in each of the transcatheter valve therapeutic medical device market and the
neurointerventional procedural medical device market in China.

° Transcatheter valve therapeutic medical devices: We are one of the only four domestic
players in the China market with transcatheter aortic valve replacement (“TAVR”) products
at the clinical trial or more advanced stage, and ranked third in the China transcatheter valve
medical device market in terms of the combined number of commercialized products and
product candidates in the clinical trial stage, according to Frost & Sullivan. We are in the
process of completing the confirmatory clinical trial for TaurusOne®, our first-generation
TAVR product, and expect to receive the NMPA approval for and launch TaurusOne® in the
first or second quarter of 2021. We are also developing our second- and third-generation
TAVR products incorporating innovative features. Our product pipeline includes
transcatheter devices for aortic, mitral and tricuspid valves.

° Neurointerventional procedural medical devices: We ranked first among domestic players in
the China market in terms of the combined number of commercialized products and product
candidates in the clinical trial stage, and were the first domestic player to commercialize an
embolization coil product in China, according to Frost & Sullivan.

Our products and product candidates target large, fast-growing and under-penetrated markets with
high entry barriers. According to Frost & Sullivan, heart diseases and neurovascular diseases are among
the top causes of death, both in China and globally. Interventional therapies, especially catheter-based
interventional therapies, can effectively treat such diseases, but the markets for transcatheter valve
therapeutic and neurointerventional procedural medical devices in China are still at an early stage of
development with considerable potential for growth.

According to Frost & Sullivan, the current treatment options for aortic valve diseases include
surgical aortic valve replacement (“SAVR”), the traditional open-heart surgery, and TAVR. According to
Frost & Sullivan, the global TAVR product market is expected to increase from US$4.1 billion in 2018 to
US$10.4 billion in 2025 at a CAGR of 14.3%. China’s TAVR product market is also estimated to grow
significantly from RMB196.6 million in 2018 to RMB6,332.6 million in 2025, at a CAGR of 64.2%. Only
approximately 1,000 TAVR procedures were conducted in China in 2018, representing a penetration rate
of approximately 0.1%, indicating huge unmet demand and growth potential. It is estimated that the
TAVR penetration rate in China will continue to grow, reaching 4.7% in 2025. The transcatheter mitral
valve replacement (“TMVR”) and transcatheter tricuspid valve replacement (“TTVR”) markets in China
are also still in their early stages of development, with significant growth potential. According to Frost &
Sullivan, a few domestic companies are enjoying leading positions in the transcatheter valve therapeutic
medical device market in China, but there is not yet any single dominating player in the market. The
ability to develop advanced products with features tailored to the needs of Chinese patients and
physicians is expected to be one of the key distinguishing factors for competing in this market, according
to Frost & Sullivan.

Similarly, the neurointerventional procedural medical device market in China has also been
growing rapidly. Specifically, the embolization coil market in China is estimated to expand to
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RMB2,646.7 million in 2025 at a CAGR of 12.3% from 2018 to 2025, and the intracranial aneurysm stent
market is estimated to expand to RMB&812.2 million in 2025 at a CAGR of 15.0% from 2018 to 2025.
According to Frost & Sullivan, the neurointerventional procedural medical device market in China is
currently dominated by several international medical device giants, but a number of domestic players are
expected to gradually increase their market shares over the next few years, thanks to the progress of their
technology advancements, the improvements in their products, as well as more favorable policies
encouraging the development of domestic brands. The ability to develop a comprehensive product
portfolio tailored to the needs of Chinese patients and physicians is expected to be one of the major
factors for domestic players to differentiate from multinational players in the market, according to Frost
& Sullivan.

We have a comprehensive portfolio of interventional procedural medical device products and
product candidates focusing on these two fields. As of the Latest Practicable Date, we had developed six

registered products, and had an additional 20 product candidates in various stages of development.

We have built a synergetic platform encompassing research and development, manufacturing and

commercialization capabilities.

° Research and development. We have developed deep relationships with global leaders in
both the transcatheter valve therapeutic and neurointerventional domains, including
world-class scientists, physicians and industry practitioners, giving us a deep understanding

of the clinical needs and demands of patients and physicians.

° Manufacturing. Our two state-of-the-art manufacturing facilities located in Suzhou and
Shanghai support both our transcatheter valve therapeutic and neurointerventional
businesses, and comply with the GMP requirements in the EU and China. We follow
rigorous manufacturing and quality control standards to ensure high product quality and

safety.

° Commercialization. We have established an extensive distribution network to sell our
commercialized products, comprising 65 distributors as at December 31, 2019, including 62
distributors in China and three overseas. We believe that the strength of our working
relationship with key opinion leaders (“KOLs”), physicians and hospitals, our established
distributor network, the extensive experience we accumulated from the commercialization
of our existing products, and our well-established reputation in the medical device industry
in China, will greatly benefit our future commercialization of our product candidates upon

their approval.

We believe that with our strong research and development capabilities, comprehensive product
portfolio with advanced features tailored to the needs of Chinese patients and physicians, and our proven
track-record of successfully commercializing our products, we are well positioned to capture the

significant growth potential in both markets.
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OUR PRODUCTS AND PRODUCT CANDIDATES

As of the Latest Practicable Date, we had six registered products and 20 product candidates in
various development stages, including our Core Product, TaurusOne®. Our products and product
candidates are interventional procedural medical devices targeting valvular heart diseases and
neurovascular diseases, which are summarized as follows:

Pre-Clinical Clinical Registration | Commercialization

Product or Product Candidate

TaurusOne™
Our Core Product*
TAVR
Product TaurusElite

(Retrievable)

_ TaurusNXT 4
(Retrievable, steerable and
glutaraldehyde-free

Candidates

TMVR/TTVR TMVR device +
Product
Candidates TTVR device Type testing /
Transcatheter v animal studies
Valve @ =—===-==-=-=---- - m— = . e e e s e s s s m———
Th . Lithotripsy
erapeutic valvuloplasty 4
catheter
Balloon aortic
valvuloplasty A
) catheter
Ancillary
Product L C RN Type testing
. N Sheath
Candidates
Guidewire A Type testing

Jasper® Detachable Coil
Presgo® Detachable Coil Approval by the NMPA in China and approval in Brazil
Presgo”™ Micro Guidewire Approval by the NMPA in China
Presgo* Micro Catheter Approval by the NMPA in China
Yibida (% 2#)* Guiding Catheter Approval by the NMPA in China
Jasper” Power Supply . val by the Shanghai MPA
Shenyi (H13)" Stent Retriever 4
Neurointerventional
Balloon

ey A Application in pro; approval by the NMPA in China
Intermediate catheter A Application in pro; val by the NMPA in China
Distal access catheter A
Aspiration catheter
Balloon microcatheter A
Balloon guide catheter
Heat-fusion detachable coil

Intracranial stent

Jasper supersoft detachable coil

Core + Major product A Among our product candidates, these devices are exempted from clinical trial requirements in accordance
Product candidates with the Catalogue of Medical Device Exempted from Clinical Trials ( G A4 7 i R 558 5 me i i H %) )

Notes: promulgated by the NMPA, as amended.

1. The “retrievable” function allows physicians to retrieve the valve during a TAVR procedure if the initial release position of the valve is not ideal.
2. The “steerable” function allows physicians to steer the position and orientation of the valve during a TAVR procedure.
3. The “glutaraldehyde-free anti-calcification” technology can effectively resist valve calcification, and significantly improve the durability of the valve.

~_3-
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OUR STRENGTHS

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

° leading domestic player in the high-growth transcatheter valve therapeutic and
neurointerventional procedural medical device markets;

° strong research and development capabilities supporting robust development of
technologically advanced next-generation products;

° proven commercialization capabilities with well-established commercialization
infrastructure and robust distribution network;

° platform strategy that allows improved operational efficiency and supports long term
growth; and
° visionary and experienced management team with strong shareholder support.

OUR STRATEGIES
Leveraging on our strengths, we plan to implement the following strategies to achieve our mission:

° commercialize our product candidates;

° further strengthen our research and development capabilities;

° expand our product portfolio; and

° continue to synergize our business and boost operational efficiency.

TaurusOne® - OUR CORE PRODUCT

Our first-generation TAVR device, TaurusOne®, is designed to treat aortic valve diseases using a
catheter-based approach. As of the Latest Practicable Date, we held eight patents in relation to
TaurusOne®. We specifically designed the frame of our prosthetic aortic valve (“PAV”) so that it applies
a level of radial force especially suitable for Chinese patients: having sufficient radial force so that the
PAV can overcome the calcification of the native aortic valve and remain in the ideal position without
slipping upwards or downwards, while at the same time not applying too much radial force or adding too
much pressure to the nerves nearby, thereby reducing the need for surgical intervention or permanent
pacemaker implantation. For valve tissue, we chose bovine pericardium over porcine pericardium
because many research papers demonstrated that as compared with porcine pericardium, bovine
pericardium (i) is more durable, (ii) is less likely to incur complications, and (iii) performs better in terms
of hemodynamic profiles. In spite of the fact that bovine pericardium is thicker than porcine pericardium,
the profile of the delivery catheter system (“DCS”) of our TAVR products is comparable with many
competing products in the market using porcine pericardium, thanks to the advanced heat treatment
technology we use for the self-expanding frame in the PAV of our TAVR products.

TaurusOne® has been recognized as an “innovative medical device” by the NMPA in February
2017, and is therefore eligible for an expedited approval process. We have successfully completed a
single-center feasibility clinical trial for TaurusOne® on ten patients in cooperation with Beijing Fuwai
Hospital in 2017 in accordance with the principles set forth in the Principles for Clinical Trial Review for
Transcatheter Aortic Valve Implantation (Draft) (&8 HIA 20N T3 B IR M G K 5t B s ) Al
(HCKE RAS) )) (the “Draft TAVR Clinical Trial Principles”). The protocols of the single-center
feasibility clinical trial were approved by the NMPA, and the feasibility clinical trial forms a key part of
the application required by the NMPA. For details, please refer to the paragraphs headed
“Business—Research and Development—Regulatory Bodies’ Guidance Relating to Medical Device
Clinical Trials” in this prospectus. Throughout the 30-day follow-up period for the feasibility clinical
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trial, among all the ten subjects, we observed nil all-cause mortality, nil stroke, one atrioventricular
block, one cardiovascular surgical intervention during procedure, one permanent pacemaker implantation
before discharge and one moderate paravalvular leak, and the subjects’ cardiac functions improved
significantly after the procedures. We are also in the process of conducting a confirmatory clinical trial on
125 patients in cooperation with six hospitals. As of the Latest Practicable Date, we had completed the
30-day, six-month and 12-month follow-ups for all the trial subjects, and are in the process of conducting
data analysis and preparing the clinical trial report. Based on the 12-month interim clinical trial report,
after excluding certain trial subjects following the standards set forth in the clinical trial protocols, the
12-month all-cause mortality rate, the primary endpoint of the confirmatory trial, was 6.67%". Whereas
the maximum 12-month all-cause mortality rate acceptable by the NMPA as provided under the
Guidelines for Clinical Trials of Transcatheter Aortic Valve Implantation ({Z83E 8 H A 0N T T 8 ki
5 fifi PR 5t B 4 5L LA ) ) (the “TAVR Clinical Trial Guidelines”) was 30%. We currently expect to make
the registration submission with the NMPA for TaurusOne® in the third quarter of 2020, and to
commercialize it in the first or second quarter of 2021. We expect that our TaurusOne® will become the
fourth commercialized TAVR product in the China market.

For our commercialization efforts, we intend to manufacture, assemble and test all of our
transcatheter valve therapeutic product candidates, including TaurusOne®, in our production facility
located in Suzhou, Jiangsu province. As of the Latest Practicable Date, we had a team of 50 employees
dedicated to the production of our transcatheter valve therapeutic product candidates. Furthermore, with
our established sales and marketing team and our experience in managing our comprehensive distribution
network, we believe we are well prepared for the future launch of our TaurusOne®.

As of the Latest Practicable Date, there were three commercialized TAVR products in China, all
manufactured by domestic Chinese companies. We expect that upon commercialization, TaurusOne®
would face fierce competition from TAVR products manufactured by the other players in the TAVR
product market in China, as well as traditional SAVR procedures already in the market, for patients with
high, medium or low surgical risks. According to Frost & Sullivan, the TAVR product market in China is
at an early stage of development, without any single dominating player, and the current market shares of
the existing players are not likely to be indicative of the mid- to long-term competitive landscape in the
market. The market is estimated to continue to be led by a few domestic Chinese players, and the ability
to develop advanced products with features tailored to the needs of Chinese patients and physicians is
expected to be one of the key distinguishing factors for competing in this market, according to Frost &
Sullivan. TaurusOne® has several features specifically designed to suit the needs of Chinese patients and
physicians, and we expect that it will become a competitive product in the market.

For details of TaurusOne®, please refer to the paragraphs headed “Business—Our Products and
Product Candidates—TaurusOne®—Our Core Product” in this prospectus.

Note:

1. Primarily because of the impact of the outbreak of COVID-19, with respect to 23 trial subjects of the confirmatory clinical
trial, the 12-month follow-ups for them were conducted through telephone interviews between them and the principal
investigators, and the 12-month follow-ups for the other 92 trial subjects (excluding the trial subjects who died before the
12-month follow-up time) were conducted through in-person physical check-ups by the principal investigators. Through
telephone interviews, we and the principal investigators were able to confirm that the relevant trial subjects were alive, but
were not able to obtain cardiac function data from them. As such, the 12-month interim clinical data on the primary
endpoint of the confirmatory clinical trial (i.e., all-cause mortality rate) included data generated from these 23 trial
subjects, but the 12-month interim clinical data on the efficacy indicators of the confirmatory clinical trial did not include
data generated from them. Conducting the follow-ups partially through telephone interviews was permitted under the
protocols of the confirmatory clinical trial, and was agreed by the principal investigators. The principal investigators and
we believe that we were able to collect 12-month follow-up efficacy data from a sufficiently large sample size of patients.
Please see the paragraphs headed “Business—Our Products and Product Candidates—TaurusOne®—Our Core
Product—Multi-Center Confirmatory Clinical Trial Data” and “Business—Research and Development—Regulatory
Bodies’ Guidance Relating to Medical Device Clinical Trials” for more information about the all-cause mortality rate and
the trial subject exclusion standards, and please see the paragraph headed “Risk Factors—Risks Relating to Our Products
and Product Candidates—Risks Relating to the Development of Our Product Candidates—The initial or interim results of
clinical trials may not be predictive of the final clinical trial results and may be subject to adjustments” for the limitations
of the interim clinical trial data included herein.
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OUR ACQUISITION OF ACHIEVA

Our Founders have managed our Company and Achieva for years. As part of our strategy to build
an integrated interventional procedural device platform, our Company acquired Achieva through a share
swap arrangement with Achieva Medical and its then shareholders. In March 2019, we integrated
Achieva’s business in our newly established neurointerventional business unit. We also streamlined the
organizational structure of the enlarged group by merging certain teams shared by both business units,
such as human resources, finance, clinical trial management, and marketing. We have consolidated
Achieva’s results of operations since March 29, 2019. For details of the acquisition of Achieva, please
refer to the paragraph headed “History, Development and Corporate Structure—Corporate Development
—Our Company—>5. Acquisition of Achieva Medical through Share Swap” in this prospectus. For details
of the financial results of Achieva prior to the acquisition, please refer to the paragraphs headed
“Financial Information—Financial Information of Achieva” this prospectus.

RESEARCH AND DEVELOPMENT

Our research and development team possesses a global vision and vast industry experience. Our
research and development team is led by Dr. Zhang, our Chairman of the Board, Chief Executive Officer
and Chief Technology Officer, Mr. Kongrong Karl Pan, our Chief Operating Officer, and Dr. Jian Fong
Tan, our Vice President of Advanced Technology. Each of them is an industry veteran with an impressive
academic and professional background, having previously worked in managerial positions at leading
industry players complementary to our business. We have deep relationships with global leaders in both
the transcatheter valve therapeutic and neurointerventional domains, including world-class scientists,
physicians and industry practitioners, giving us a deep understanding of the clinical needs and demands
of patients and physicians.

In 2018 and 2019, we incurred research and development expenses of RMB27.9 million and
RMB55.1 million, respectively (such research and development expenses did not include Achieva’s
research and development expenses in 2018 and for the period from January 1, 2019 to March 29, 2019 of
RMB13.5 million and RMB5.2 million, respectively). Furthermore, we have a robust intellectual
property portfolio, consisting of a total of 35 registered patents and 62 patents under application.

OUR CUSTOMERS AND DISTRIBUTION

Our customers are the distributors who further sell our products to hospitals. We only started
recognizing revenue after our acquisition of Achieva in March 2019. In 2019, revenue generated from our
five largest customers and largest customer amounted to RMB6.9 million and RMB2.3 million,
respectively, representing 36.8% and 12.4% of our total revenue during the same period, respectively.

We generate substantially all of our revenue through distributors in China. As at December 31,
2019, we had 62 domestic distributors covering 17 provinces, four directly-administered municipalities
and three autonomous regions in China.

RAW MATERIALS AND SUPPLIERS

During the Track Record Period, the suppliers for our transcatheter valve therapeutic business unit
mainly included suppliers of raw materials, and institutions that provided testing or clinical trial related
services; the suppliers for our neurointerventional business unit mainly included suppliers of raw
materials. In 2018 and 2019, purchases from our five largest suppliers amounted to RMB8.4 million and
RMB&.1 million, respectively, representing 40.1% and 19.8% of our total purchases for the same periods,
respectively; purchases from our largest supplier amounted to RMB2.3 million and RMB2.5 million,
respectively, representing 10.8% and 6.1% of our total purchases for the same periods, respectively.

SUMMARY HISTORICAL FINANCIAL INFORMATION

The tables below include, for the years indicated, selected financial data derived from our
consolidated statements of comprehensive loss, the details of which are set forth in Appendix I, and these
should be read in conjunction with the financial statements in Appendix I, including the related notes.
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Our Consolidated Statements of Comprehensive Loss

The table below sets forth our consolidated statements of comprehensive loss, in absolute amounts
and as percentages of our revenue for the years indicated:

Year ended December 31,

2018 2019
RMB’000 RMB’000 % of revenue
Revenue - 18,699 100.0
Cost of sales - (6,686) (35.8)
Gross profit - 12,013 64.2
Selling and distribution expenses - (7,482) (40.0)
Administrative expenses (45,680) (173,367) (927.1)
Research and development expenses (27,851) (55,134) (294.9)
Other income 3,027 4,049 21.7
Other gains/(losses) — net 282 (7,002) (37.4)
Operating loss (70,222) (226,923) (1,213.6)
Finance costs — net (4,559) 3,121 16.7
Fair value change in financial instruments issued to
investors (8,095) (308,175) (1,648.1)
Loss before income tax (82,876) (531,977) (2,844.9)
Income tax expenses - - -
Loss for the year (82,876) (531,977) (2,844.9)

We only started recognizing revenue as well as incurring cost of sales and selling and distribution
expenses after our acquisition of Achieva in March 2019. Our net losses increased significantly from
RMBS§2.9 million in 2018 to RMB532.0 million in 2019, primarily as a result of the significant fair value
change in financial instruments issued to investors of RMB308.2 million in 2019 and an increase in
administrative expenses of RMB127.7 million from 2018 to 2019. For more details, please refer to the
paragraphs headed “Financial Information—Discussion of Certain Selected Items from the Consolidated
Statements of Financial Position—Financial Instruments Issued to Investors” in this prospectus.

Selected Line Items of Our Consolidated Statements of Financial Position

The table below sets forth selected line items of our consolidated statements of financial position
as of the dates indicated:

As at As at

December 31, 2018 December 31, 2019

RMB’000 RMB’000

Total non-current assets 33,368 321,858
Total current assets 140,996 557,626
Total assets 174,364 879,484
Total non-current liabilities 224,174 1,387,503
Total current liabilities 44,527 50,187
Net current assets 96,469 507,439
Total liabilities 268,701 1,437,690
Net liabilities 94,337 558,206

Our total assets increased significantly from RMB174.4 million as at December 31, 2018 to
RMBS§79.5 million as at December 31, 2019, primarily because of (i) the significant increases in our
intangible assets from RMBO0.3 million to RMB219.3 million, which was in turn primarily resulting from
the goodwill and technologies acquired in relation to our acquisition of Achieva in March 2019, and (ii)
the significant increases in our cash and cash equivalents from RMB94.8 million to RMB504.6 million,
primarily resulting from our issuance of Series C Preferred Shares and Series C-1 Preferred Shares at
cash consideration in USD.

Our total liabilities increased significantly from RMB268.7 million as at December 31, 2018 to
RMB1,437.7 million as at December 31, 2019, primarily because of the significant increase in financial
instruments issued to investors from RMB220.6 million as at December 31, 2018 to RMB1,362.3 million
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as at December 31, 2019. We recorded net liabilities of RMB94.3 million and RMB558.2 million as at
December 31, 2018 and December 31, 2019, respectively. The net liabilities position during the Track
Record Period was primarily attributable to the significant amount of financial instruments issued to
investors that we recorded as non-current liabilities. Our financial instruments issued to investors mainly
included the Preferred Shares and a convertible loan during the Track Record Period. We expect to
reverse our net liabilities position following the completion of the Global Offering, since our Preferred
Shares will convert to Ordinary Shares and will no longer be recorded as liabilities. For more details,
please refer to the paragraphs headed “Financial Information—Discussion of Certain Selected Items from
the Consolidated Statements of Financial Position—Financial Instruments Issued to Investors” in this
prospectus.

Financial Instruments Issued to Investors

We recorded significant fair value losses in financial instruments issued to investors of RMBS.1
million and RMB308.2 million in 2018 and in 2019, respectively. Our financial instruments issued to
investors mainly included Preferred Shares and a convertible loan during the Track Record Period. The
financial instruments issued to investors are designated as financial liabilities at fair value on our
consolidated balance sheets. They are initially recognized at fair value, and the increases in their fair
value are recognized as fair value losses on our consolidated statements of comprehensive loss. Key
valuation assumptions used to determine the fair value of such financial instruments included discount
rate, risk-free interest rate, volatility and the possibility to achieve a qualified initial public offering. The
fair value loss of the Preferred Shares is a non-cash item that will not recur after the closing of Global
Offering, as the Preferred Shares issued by us will be automatically converted into Shares, but we may
still retain accumulated losses due to the fair value loss of our Preferred Shares prior to the closing of the
Global Offering. Further, the convertible loan was reclassified as other payables in 2018 and was fully
settled in 2019. For more details, please refer to the paragraphs headed “Financial
Information—Discussion of Certain Selected Items from the Consolidated Statements of Financial
Position—Financial Instruments Issued to Investors” in this prospectus. Please also refer to the paragraph
headed “Risk Factors—Risks Relating to Our Financial Position and Need for Additional Capital—Fair
value changes in our financial instruments issued to investors and related valuation uncertainty had
materially affected, and may continue to materially affect, our financial condition and results of
operations” for a description of the relevant risks.

Summary Consolidated Statements of Cash Flows

Year ended December 31,

2018 2019
RMB’000 RMB’000
Cash outflow from operating activities before movements
in working capital (36,350) (98,886)
Changes in working capital (2,540) (3,819)
Interest received 238 239
Interest paid (76) (124)
Net cash outflow from operating activities (38,728) (102,590)
Net cash (outflow)/inflow from investing activities (8,383) 31,957
Net cash inflow from financing activities 104,432 475,737
Net increase in cash and cash equivalents 57,321 405,104
Cash and cash equivalents at beginning of the year 35,103 94,762
Exchange gains on cash and cash equivalents 2,338 4,761
Cash and cash equivalents at end of the year 94,762 504,627

In 2018 and 2019, our net cash used in operating activities amounted to RMB38.7 million and
RMB102.6 million, respectively, which was primarily attributable to the significant research and
development expenses and administrative expenses we incurred during the relevant periods.

Our operating cash flow will continue to be affected by our research and development expenses.
For more details, please refer to the paragraph headed “Financial Information—Liquidity and Capital
Resources—Net Cash Outflow from Operating Activities” in this prospectus. During the Track Record
Period, we primarily funded our working capital through capital injections from our Shareholders. Our
Directors are of the opinion that, taking into account (i) the financial resources currently available to us,
including our cash and cash equivalents of RMB504.6 million and our investments in wealth management
products of RMB15.0 million as of December 31, 2019, (ii) the expected improved future operating cash
inflows, particularly in light of the prospective launch and commercialization of TaurusOne®, subject to
obtaining relevant approvals, and the estimated increase in sales volume of our commercialized
neurointerventional procedural medical devices, and (iii) the estimated net proceeds from the Global
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Offering, we will have sufficient working capital to cover at least 125% of our costs and expenses for
normal operations, for at least the next 12 months from the date of this prospectus. Even without taking
into account the expected improved future cash inflows and the estimated net proceeds from the Global
Offering, our Directors estimate that our cash and cash equivalents and our investments in wealth
management products in total of RMB519.6 million as of December 31, 2019 are sufficient to maintain
our financial viability for approximately 28 months, assuming our cash burn rate going forward will be
approximately two times of the cash burn rate in 2019. Our cash burn rate refers to the average monthly
cash used in operations plus payments for property, plant and equipment. Our Directors and our
management team will continue to monitor our cash flows from operating and investing activities. In the
event our business operations experience any material and adverse impact (for example, if COVID-19 is
not successfully contained for a prolonged period of time), we will proactively manage our cash flows
and control our cash burn rate, for example, by reducing our research and development as well as sales
and marketing efforts, and only pay for the essential fixed costs (which primarily comprise staff costs and
rentals). Our Directors estimate that in this scenario, our cash and cash equivalents and our investments in
wealth management products in total of RMB519.6 million as of December 31, 2019 are sufficient to
maintain our financial viability for approximately 113 months in settling our monthly essential fixed
costs.

KEY FINANCIAL RATIOS
The table below sets forth the key financial ratios of our Group for the periods or as of the dates
indicated:

As at As at
December 31, 2018 December 31, 2019

Current ratio' 3.2 11.1
Quick ratio? 3.1 10.9
Notes:

1. Current ratio represents current assets divided by current liabilities as of the same date.

2. Quick ratio represents current assets less inventories and divided by current liabilities as of the same date.

Please refer to the paragraphs headed “Financial Information—Key Financial Ratios” in this
prospectus for descriptions of the calculations of the above ratios.

RISK FACTORS

We believe that there are certain risks involved in our operations, many of which are beyond our
control. These risks are set out in the section headed “Risk Factors” in this prospectus. Some of the major
risks we face include: (i) we have incurred significant operating losses since our inception, and may
continue to incur operating losses for the foreseeable future; (ii) we had net cash outflows from our
operating activities during the Track Record Period and we will need to obtain additional financing to
fund our operations; (iii) we have intangible assets recorded on our consolidated balance sheet as at
December 31, 2019, and if we determine our intangible assets to be impaired, our results of operations
and financial condition may be adversely affected; (iv) fair value changes in our financial instruments
issued to investors and related valuation uncertainty had materially affected, and may continue to
materially affect, our financial condition and results of operations; (v) our future growth depends
substantially on the successful development of our product candidates to commercialization; (vi) clinical
product development involves a lengthy and expensive process with an uncertain outcome; (vii) the initial
or interim results of clinical trials may not be predictive of the final clinical trial results and may be
subject to adjustments; (viii) the regulatory approval processes are lengthy, time-consuming and
inherently unpredictable; (ix) undesirable adverse events related to our products and product candidates
could subject us to regulatory discipline and other liabilities; (x) the manufacture of our products is
highly complex and subject to strict quality controls. Our business could suffer if our products and
product candidates are not produced in compliance with all the applicable quality standards; (xi) failure
to adequately protect our intellectual property rights may adversely affect our reputation and disrupt our
business; and (xii) the medical device industry in China is highly regulated and such regulations are
subject to change which may affect approval and commercialization of our product candidates.

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

PRE-IPO INVESTMENTS

The Pre-IPO Investments included: (i) Series A financing, (ii) Series B financing, (iii) Series A-1
financing (investments in class B ordinary shares of Achieva Medical, which were re-designated as Series
A-1 Preferred Shares of our Company after the Share Swap), (iv) Series C financing, and (v) Series C-1
financing. For details, refer to “History, Development and Corporate Structure—Pre-IPO Investments”.

Our Pre-IPO Investors consist of private equity and venture capital funds and investment holding
companies, some with specific focus on the healthcare industry. For details, refer to “History,
Development and Corporate Structure—Pre-IPO Investment—3. Information about the Pre-IPO
Investors”.
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OUR FOUNDERS AND CONCERT PARTY ARRANGEMENT

Dr. Zhang, Mrs. Ping Ye Zhang and Ms. Hong Ye are our Founders and our executive Directors. Dr.
Zhang and Mrs. Zhang are spouses and Mrs. Zhang and Ms. Ye are sisters. Our Founders have directly or
indirectly held interests in our Company and our Group’s subsidiaries and acted in concert in the
management, operation and all major decisions of our Group based on mutual trust, cooperation and
agreement since January 1, 2018. Our Founders, their respective trusts holding the Shares and XinYue
International Limited have entered into the Concert Party Agreement to confirm and record this
arrangement. For details, please refer to the paragraphs headed “History, Development and Corporate
Structure—Our Founders and Concert Party Arrangement” in this prospectus.

As of the Latest Practicable Date, our Founders were directly or indirectly interested in 31.57% of
our total issued share capital. Immediately upon completion of the Global Offering, assuming that the
Over-allotment Option is not exercised and without taking in account any Shares which may be allotted
and issued under the Share Incentive Schemes, our Founders will be directly or indirectly interested in
23.68% of our total issued share capital. Accordingly, there will be no controlling shareholders (as
defined under the Listing Rules) upon Listing.

SHARE OPTION PLAN

In recognition of the contributions of our directors, employees and consultants and to incentivize
them to further promote our development, our Company adopted the Share Option Plan on December 27,
2019. As of the Latest Practicable Date, options to subscribe for an aggregate of 47,585,473 Shares (as
adjusted after the Capitalization Issue), representing 7.80% of the total issued share capital of the
Company immediately following the Global Offering (assuming the Over-allotment Option is not
exercised and no Shares are allotted and issued under the Share Incentive Schemes), had been granted to
184 grantees under the Share Option Plan. For details and principal terms of the Share Option Plan,
please refer to the paragraphs headed “Appendix IV—Statutory and General Information—D. Share
Incentive Schemes” in this prospectus.

DIVIDEND

No dividend has been paid or declared by our Company or the companies now comprising our
Group during the Track Record Period. We currently expect to retain all future earnings for use in the
operation and expansion of our business, and do not have any dividend policy to declare or pay any
dividends in the near future. Any declaration and payment as well as the amount of dividends will be
subject to our constitutional documents and the Cayman Companies Law. The declaration and payment of
any dividends in the future will be determined by our Board, in its discretion, and will depend on a
number of factors, including our earnings, capital requirements, overall financial condition and
contractual restrictions. Our Shareholders in a general meeting may approve any declaration of
dividends, which must not exceed the amount recommended by our Board. As advised by our Cayman
legal adviser, under the Cayman Companies Law a Cayman Islands company may pay a dividend out of
either profits or share premium account, provided that in no circumstances may a dividend be paid if this
would result in the company being unable to pay its debts as they fall due in the ordinary course of
business.

We have recorded significant amounts of intangible assets and net losses during the Track Record
Period. In light of our accumulated losses as disclosed in this prospectus, it is unlikely that we will be
eligible to pay a dividend out of our profits in the near future. We may, however, pay a dividend out of our
share premium account unless the payment of such a dividend would result in our Company being unable
to pay our debts as they fall due in the ordinary course of business. There is no assurance that dividends
of any amount will be declared to be distributed in any year. For more details, please refer to the
paragraphs headed “Financial Information—Dividend” in this prospectus.

THE GLOBAL OFFERING
The Global Offering by us consists of:

. the offer by us of initially 15,252,000 Shares, or Hong Kong Offer Shares, for subscription
by the public in Hong Kong, referred to in this prospectus as the Hong Kong Public
Offering; and

° the offer by us of initially 137,259,000 Shares, or International Offer Shares, outside the
United States (including to professional, institutional and other investors within Hong
Kong) in offshore transactions in reliance on Regulation S and in the United States to QIBs
in reliance on Rule 144A or another exemption from the registration requirements under the
U.S. Securities Act, referred to in this prospectus as the International Offering.

The number of Hong Kong Offer Shares and International Offer Shares, or together, Offer Shares,
is subject to reallocation as described in the section headed “Structure of the Global Offering” in this
prospectus.

APPLICATION FOR LISTING ON THE STOCK EXCHANGE

We have applied to the Listing Committee for the granting of the listing of, and permission to deal
in, the Shares in issue (including the Shares issued pursuant to the conversion of the Preferred Shares and
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the Capitalization Issue), the Offer Shares to be issued by us pursuant to the Global Offering (including
any Shares which may be issued pursuant to the exercise of the Over-allotment Option) and the Shares
which may be issued pursuant to the Share Incentive Schemes.

GLOBAL OFFERING STATISTICS

Based on the
Offer Price of

HK$15.36
Market capitalization of our Shares' HK$9,370.2 million
Pro forma adjusted consolidated net tangible assets of the Group
attributable to owners of our Company per Share? RMB4.25 (HK$4.66)
Notes:
1. The calculation of market capitalization is based on 610,042,000 Shares expected to be in issue immediately after
completion of the Global Offering.
2. The pro forma adjusted consolidated net tangible assets of the Group attributable to owners of our Company per Share is

calculated after making the adjustments referred to in “Financial Information—Unaudited Pro Forma Adjusted
Consolidated Net Tangible Assets” and on the 610,042,000 Shares (including the conversion of Preferred Shares and the
Capitalization Issue) expected to be in issue immediately after completion of the Global Offering.

USE OF PROCEEDS

We estimate that we will receive net proceeds from the Global Offering of approximately
HK$2,200.3 million, assuming that there is no exercise of the Over-allotment Option. In the event that the
Over-allotment Option is exercised in full, we estimate that we will receive additional net proceeds of
approximately HK$335.5 million. In line with our business strategies, we intend to use our net proceeds
from the Global Offering for the following purposes:

Amount of the

estimated net proceeds Intended use of net proceeds

35.0%, or HK$770.1 million For the development and commercialization of our Core Product,
TaurusOne®

30.0%, or HK$660.1 million For the development and commercialization of our other major

product candidates, including TaurusElite, TaurusNXT and
Shenyi® Stent Retriever

10.0%, or HK$220.0 million For our ongoing pre-clinical studies and planned clinical trials,
preparation for registration filings and potential commercial
launches (including sales and marketing) of our other product
candidates in our pipeline

8.0%, or HK$176.0 million For strengthening our research and development capabilities to
enrich our product pipeline

10.0%, or HK$220.0 million For expanding our product portfolio and intellectual property
portfolio through potential strategic acquisitions, investments,
partnership and licensing opportunities

7.0%, or HK$154.1 million For working capital and other general corporate purposes

For details, please refer to the section headed “Future Plans and Use of Proceeds” in this
prospectus.

LISTING EXPENSES

Listing expenses to be borne by us are estimated to be approximately RMB141.8 million
(HK$155.2 million) (including underwriting commission), at the Offer Price of HK$15.36 per Share,
assuming the Over-allotment Option is not exercised. As of December 31, 2019, we incurred a total of
RMBI15.4 million (HK$16.9 million) in listing expenses, among which RMB11.8 million were
recognized in our consolidated statement of comprehensive loss, and RMB3.6 million were capitalized.
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We estimate that additional listing expenses of approximately RMB126.4 million (HK$138.3
million) (including underwriting commissions of approximately RMB96.3 million (HK$105.4 million),
assuming the Over-allotment Option is not exercised and based on the Offer Price of HK$15.36 per Offer
Share) will be incurred by our Company, approximately RMB22.3 million (HK$24.4 million) of which is
expected to be charged to our consolidated statements of profit or loss, and approximately RMB104.1
million (HK$113.9 million) of which is expected to be capitalized. The listing expenses above are the
latest practicable estimate for reference only, and the actual amount may differ from this estimate.

RECENT DEVELOPMENTS AND NO MATERIAL ADVERSE CHANGE

Since the end of the Track Record Period, we have continuously developed our business, but we
expect that our net losses will significantly increase in 2020, primarily because (i) we expect to record a
significant increase in fair value losses in financial instruments issued to investors, as a result of the
expected significant increase in fair value of our Preferred Shares from December 31, 2019 to the Listing
Date; (ii) we plan to further increase our selling and distribution expenses as we expand our marketing
teams and enhance our marketing efforts for both our transcatheter valve therapeutic and
neurointerventional business units; and (iii) we plan to further increase our research and development
expenses as we further strengthen our research and development capabilities.

Outbreak of Novel Coronavirus Disease 2019

There has been an outbreak of an infectious disease (“COVID-19”) caused by a novel coronavirus.
The first patient of COVID-19 was identified in Wuhan, Hubei province in late 2019, but as of the Latest
Practicable Date, there has yet to be any concrete evidence as to the origin of the coronavirus. The disease
quickly spread within the PRC and globally, and the affected cases and death tolls continued to increase.
The World Health Organization (the “WHO”) declared the outbreak a Public Health Emergency of
International Concern on January 30, 2020, and on March 11, 2020, amid the escalating situation, the
WHO further characterized COVID-19 as a global pandemic.

Our Directors currently expect that the outbreak of COVID-19 will have the following impact on
our business, financial condition and results of operations:

° Product sales: The sales of our commercialized neurointerventional procedural products are
expected to be adversely impacted. With the outbreak of COVID-19, many hospitals in
China allocated significant resources to contain COVID-19, and patients suffering from
other diseases generally avoided going to hospitals in order to prevent being infected.
Therefore, many neurointerventional procedures which are not emergency in nature were
postponed or cancelled, and some of our distributors reduced thelr purchases in response to
the lowered demand. Additionally, we were marketing Presgo® Detachable Coil to hospitals
when the outbreak occurred. Now that the priority of many of the hospitals and physicians
became the treatment and Contalnment of COVID-19, the timing and the effectiveness of our
marketing efforts for Presgo® Detachable Coil would be adversely affected. We currently
expect that the sales of Jasper® Detachable Coils and Presgo® Detachable Coil in 2020 wiil
decrease as compared to the amount originally forecasted for 2020.

° Production: (i) Shanghai facility: As required by the competent authorities in Shanghai, we
postponed the resumption of operations of our Shanghai facility to February 12, 2020. The
delay in resuming operations after the Chinese New Year holiday and the self-quarantine of
certain employees had resulted in a decrease of production capacity of Jasper and Presgo
Detachable Coils as compared to the originally planned production capacity for 2020. (ii)
Suzhou facility: We originally targeted to obtain the necessary production license for our
new Suzhou facility, and to start production, in April 2020. Due to the outbreak of
COVID-19, the review process of the competent authorities for the production license was
delayed, and we currently expect to receive the production license and commence
production in June 2020. The delay of operation of the new Suzhou facility will result in a
decrease of production capacity for the year with respect to Jasper and Presgo Detachable
Coils as compared to the amount originally planned for 2020. To mitigate the negative
effect, we plan to increase the overtime of our production workers once COVID-19 is
contained in China, to the extent such overtime is allowed under applicable laws. Up to the
Latest Practicable Date, we had not experienced, and do not expect, any material shortage of
our major products for sales.

° Supply chain: We currently do not expect our supply chain to be materially and negatively
impacted by COVID-19. As of the Latest Practicable Date, all of our domestic suppliers had
resumed normal operations and none of our overseas suppliers had reported being affected
by COVID-19.
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° Clinical trials: We are conducting clinical trials for TaurusOne®, TaurusElite and Shenyi®
Stent Retriever. To the knowledge of our Directors, due to the outbreak of COVID-19,
certain hospitals did not have sufficient medical resources to arrange for follow-ups for trial
subjects, and certain trial subjects were reluctant to visit the hospitals for follow-ups. For
such patients, the principal investigator for the clinical trial conducted telephone interviews
with them, to ensure that at the minimum, the information for the primary endpoint of the
clinical trial, namely all-cause mortality rate, was available. As of the Latest Practicable
Date, we had completed the 30-day, six-month and 12-month follow-ups for all the trial
subjects, and are in the process of conducting data analysis and preparing the clinical trial
report. However, with respect to the clinical trials for TaurusElite and Shenyi® Stent
Retriever, the patient enrollment process was delayed. We currently expect that the
completion of the clinical trials for TaurusElite will be delayed from the first quarter of 2021
to the second quarter of 2021, and the completion of the clinical trial for Shenyi® Stent
Retriever will be delayed from the fourth quarter of 2020 to the second quarter of 2021.

° Product registration: To the knowledge of our Directors, after the outbreak of COVID-19,
the NMPA allocated a significant portion of its resources to evaluate and register products
that may benefit the prevention and treatment of COVID-19, and the evaluation process for
other medicines and medical devices was delayed. To the knowledge of our Directors, the
NMPA had resumed normal operations in April 2020. We did not plan to submit any NMPA
registration in the first half of 2020, so we currently expect that the delayed resumption of
normal operations by the NMPA would not have a material adverse impact on our product
registration efforts. However, if the NMPA could not finish the evaluation of the backlogged
applications in time, our product registration may be delayed.

° Research and development: Our research and development team have already resumed
working, and we do not expect our research and development process to be materially and
adversely impacted. With that said, there were slight delays in conducting certain studies.
For example, our third-party sterilization service delayed normal operations. Therefore, the
type testing and animal studies for TaurusNXT and TMVR devices were delayed as they
required sterilization beforehand, and accordingly, we estimate that the research and
development progress for these two product candidates have been delayed by approximately
one month.

° Operations: We adopted a thorough disease prevention scheme to reduce the risk of our
workers from infection of COVID-19. The measures implemented include, among others,
sterilizing our facilities twice a day, ventilating the facilities, requiring employees to return
to work in batches, segmenting lunch time, monitoring the body temperature of employees
twice a day, and keeping track of the travel history and health of employees and their
immediate family members. As of the Latest Practicable Date, all of our employees had
returned to work.

° Financial outlook: We believe that we have sufficient cash position and other available
financial resources to cover at least 125% of our costs for normal operations for at least the
next 12 months from the date of this prospectus. Other than the above-mentioned negative
impact on our sales in 2020, and certain one-off direct expenses incurred in response of the
prevention of COVID-19 (including an RMB600,000 donation to hospitals in Wuhan), we do
not expect our financial condition to be materially and adversely affected.

It is uncertain when, and whether, COVID-19 could be contained. The above analysis are made by
our management team based on currently available information concerning COVID-19, assuming it will
be substantially contained in China by the end of the first half of 2020. If COVID-19 is not successfully
contained in China by that time, the above analysis may be subject to further changes. Please refer to the
paragraphs headed “Risk Factors—Risks Relating to Our Operations—Our business, results of operations
and financial position could be adversely affected by the outbreak of COVID-19” and “Risk
Factors—Risks Relating to Our Operations—Business disruptions could seriously harm our future
revenue and financial condition and increase our costs and expenses” for more information of the relevant
risks.

Our Directors confirm that, other than as stated above, there has been no material adverse change
in our business, financial condition and results of operations since December 31, 2019, being the latest
balance sheet date of our consolidated financial statements as set out in the Accountant’s Report included
in Appendix I to this prospectus, and up to the date of this prospectus.
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context otherwise requires.

In this prospectus, the following expressions shall have the meanings set out below unless the

“Accountant’s Report”

“Achieva” or “Achieva Group”

“Achieva HK”

“Achieva Medical”

s

“Achieva Shanghai’

“Achieva Suzhou”

“affiliate(s)”

“Application Form(s)”

“Application Lists”

“Articles” or “Articles of Association”

the accountant’s report of the Group for the years ended
December 31, 2018 and 2019 prepared by
PricewaterhouseCoopers, the text of which is set out in
Appendix I to this prospectus

includes Achieva Medical and its subsidiaries, i.e., Achieva
HK, Achieva Shanghai, Achieva Suzhou and Jiangxi
Zhisheng

Achieva Medical HK Limited, an exempted company
incorporated under the laws of Hong Kong on March 25,
2009, being an indirect wholly-owned subsidiary of our
Company

Achieva Medical Limited, an exempt limited liability
company incorporated under the laws of the Cayman
Islands on November 2, 2005, being a wholly-owned
subsidiary of our Company

Achieva Medical (Shanghai) Co., Ltd. (#4485
() A FR/A ), a limited liability company incorporated
under the laws of PRC on March 21, 2006, being an
indirect wholly-owned subsidiary of our Company

Achieva Medical (Suzhou) Co., Ltd. (b1 in &7 2E ¥ BH 7 5
IMABRZF]), a limited liability company incorporated
under the laws of PRC on November 29, 2016, being an
indirect wholly-owned subsidiary of our Company

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

WHITE, YELLOW and GREEN application form(s)
relating to the Hong Kong Public Offering or, where the
context so requires, any of them

the application lists for the Hong Kong Public Offering

the ninth amended and restated articles of association of
our Company conditionally adopted on April 28, 2020 and
will come into effect upon Listing (as amended,
supplemented or otherwise modified from time to time), a
summary of which is set out in Appendix III to this
prospectus
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DEFINITIONS

“associate(s)” has the meaning ascribed thereto under the Listing Rules

“Board” the board of Directors

“Business Day” a day that is not a Saturday, Sunday or public holiday in
Hong Kong

“BVI” the British Virgin Islands

“CAGR” compound annual growth rate

“Capitalization Issue” the issuance of 434,654,450 Shares to be made

immediately before completion of the Global Offering
upon the capitalization of sums standing to the credit of the
share premium account of our Company referred to in
“Appendix IV—Statutory and General Information—A.
Further Information about our Group—4. Resolutions of
the Shareholders of our Company passed on April 28,
20207

“CCASS” the Central Clearing and Settlement System established
and operated by HKSCC

“CCASS Clearing Participant” a person admitted to participate in CCASS as a direct
clearing participant or a general clearing participant

“CCASS Custodian Participant” a person admitted to participate in CCASS as a custodian
participant
“CCASS Investor Participant” a person admitted to participate in CCASS as an investor

participant, which may be an individual, joint individuals
or a corporation

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

“CDME” Center for Medical Device Evaluation
“CE Marking” a certification mark that indicates conformity with health,

safety, and environmental protection standards for
products sold within the European Economic Area
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DEFINITIONS

“China” or “the PRC” the People’s Republic of China excluding, for the purposes
of this prospectus, Hong Kong, Macau and Taiwan

“close associate(s)” has the meaning ascribed thereto under the Listing Rules
“CNIPA” the China National Intellectual Property Administration
“Companies Law” the Companies Law (2018 Revision) of the Cayman Islands

(as amended, supplemented or otherwise modified from
time to time)

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

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

from time to time)

“Company” or “our Company” Peijia Medical Limited (i% &AL A]), an exempt
limited liability company incorporated under the laws of
the Cayman Islands on May 30, 2012

“Concert Parties” Dr. Zhang, Mrs. Ping Ye Zhang, Ms. Hong Ye, Jinnius
Drive Trust, Hanlindale Trust and XinYue International
Limited, being parties to the Concert Party Agreement, and
each a “Concert Party”

“Concert Party Agreement” the agreement entered into among the Concert Parties dated
January 21, 2020, further information on which is set out in
“History, Development and Corporate Structure—Our
Founders and Concert Party Arrangement”

“connected person(s)” has the meaning ascribed thereto under the Listing Rules
“connected transaction(s)” has the meaning ascribed thereto under the Listing Rules
“core connected person(s)” has the meaning ascribed thereto under the Listing Rules
“Core Product” has the meaning ascribed thereto in Chapter 18A of the

Listing Rules, which, for purposes of this prospectus,
refers to TaurusOne®

“Director(s)” the director(s) of our Company
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DEFINITIONS

“Dr. Zhang”

“EIT’?
“EIT Law”

“FDA”

“Founders” or “our Founders”

“Global Offering”

“GREEN application form(s)”

“Group,” “our Group,” “our,”
“We’” Or 6‘us9’
“HKSCC”

“HKSCC Nominees”

“Hong Kong”

“Hong Kong dollars”, “HKD” or “HK$”

“Hong Kong Offer Shares”

Dr. Yi Zhang, one of our Founders, and our Chairman,
Chief Executive Officer, Chief Technology Officer, an
executive Director of our Company and our substantial
shareholder upon Listing

enterprise income tax
the PRC Enterprise Income Tax Law

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

Dr. Zhang, Mrs. Ping Ye Zhang and Ms. Hong Ye

the Hong Kong Public Offering and the International
Offering

the application form(s) to be completed by the White
Form eIPO Service Provider, Computershare Hong Kong
Investor Services Limited

our Company and all of its subsidiaries (including but not
limited to Achieva), or any one of them as the context may
require or, where the context refers to any time prior to its
incorporation or the Share Swap, the business which its
predecessors or the predecessors of its present subsidiaries,
or any one of them as the context may require, were or was
engaged in and which were subsequently assumed by it

the Hong Kong Securities Clearing Company Limited

HKSCC Nominees Limited, a wholly owned subsidiary of
the HKSCC

the Hong Kong Special Administrative Region of the PRC

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

the 15,252,000 Offer Shares initially being offered by us
for subscription pursuant to the Hong Kong Public
Offering, subject to reallocation as described in the section
headed “Structure of the Global Offering”
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DEFINITIONS

“Hong Kong Public Offering”

“Hong Kong Share Registrar” or
“White Form eIPO Service Provider”

“Hong Kong Underwriters”

“Hong Kong Underwriting Agreement”

“Independent Third Party” or
“Independent Third Parties”

“International Offer Shares”

“International Offering”

“International Underwriters”

the offer for subscription of the Hong Kong Offer Shares to
the public in Hong Kong (subject to reallocation as
described in the section headed “Structure of the Global
Offering” in this prospectus) at the Offer Price (plus
brokerage of 1%, SFC transaction levy of 0.0027% and
Stock Exchange trading fee of 0.005%) on the terms and
subject to the conditions described in this prospectus and
the Application Forms, as further described in the
paragraph headed “Structure of the Global Offering—The
Hong Kong Public Offering” in this prospectus

Computershare Hong Kong Investor Services Limited

the underwriters of the Hong Kong Public Offering listed
in the Hong Kong Underwriting Agreement

the underwriting agreement dated May 4, 2020 relating to
the Hong Kong Public Offering and entered into by, among
others, our Company, the Founders, XinYue International
Limited, the Joint Global Coordinators, the Joint
Bookrunners and the Hong Kong Underwriters

a person or entity who is not a connected person of our
Company under the Listing Rules

the 137,259,000 Offer Shares initially being offered by us
for subscription under the International Offering together,
where relevant, with any additional Shares that may be
allotted and issued pursuant to the exercise of the
Over-allotment Option, and subject to reallocation as
described in the section headed “Structure of the Global

Offering” in this prospectus

the conditional placing by the International Underwriters
of the International Offer Shares at the Offer Price outside
the United States (including to professional, institutional
and other investors within Hong Kong) in offshore
transactions in reliance on Regulation S, and in the United
States only to QIBs in reliance on Rule 144A or another
available exemption from registration requirement of the
U.S. Securities Act

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

“International Underwriting Agreement”

“Jiangxi Zhisheng”

“Joint Bookrunners” and “Joint Lead
Managers”

“Joint Global Coordinators™

“Joint Sponsors”

“Latest Practicable Date”

“Listing”

“Listing Committee”

“Listing Date”

“Listing Rules”

“Marvel Finder”

the underwriting agreement relating to the International
Offering and to be entered into on or around May 8§, 2020
by, among others, our Company and the International
Underwriters

Jiangxi Zhisheng Medical Equipment Co., Ltd. (VL7455
BRMMWA MR/ T), a limited liability company
incorporated under the laws of PRC on April 3, 2018, being
an indirect wholly-owned subsidiary of our Company

Morgan Stanley Asia Limited (in relation to the Hong Kong
Public Offering), Morgan Stanley & Co. International plc
(in relation to the International Offering), Huatai Financial
Holdings (Hong Kong) Limited, BOCI Asia Limited, UBS
AG Hong Kong Branch, CMB International Capital
Limited and Guotai Junan Securities (Hong Kong) Limited

Morgan Stanley Asia Limited, Huatai Financial Holdings
(Hong Kong) Limited, BOCI Asia Limited and UBS AG
Hong Kong Branch

Morgan Stanley Asia Limited and Huatai Financial
Holdings (Hong Kong) Limited

April 26, 2020, being the latest practicable date for the
purpose of ascertaining certain information contained in
this prospectus prior to its publication

listing of the Shares on the Stock Exchange
the listing committee of the Stock Exchange

the date, expected to be on or about Friday, May 15, 2020,
on which the Shares will be listed and dealings in the
Shares first commence on the Stock Exchange

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

Marvel Finder Limited (FBA B/ 7)), a limited liability
company incorporated under the laws of Hong Kong on
August 25, 2017, being a wholly-owned subsidiary of our
Company
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DEFINITIONS

“Memorandum of Association” or the memorandum of association of our Company,
“Memorandum” conditionally adopted on April 28, 2020 and will come into
effect upon Listing (as amended from time to time)

“MOFCOM” the Ministry of Commerce of the PRC ("% A\ 3 i1 B 75
Bl
“NDRC” the National Development and Reform Commission (4 %

NGB P JE I & 3 = R o)

“NMPA” the National Medical Products Administration of the PRC
(B 5% 25 ) BB 3R)), formerly known as the China Food
and Drug Administration or the CFDA

“NPC” the National People’s Congress of the PRC (28 A R At %
K
“Offer Price” HK$15.36, the Hong Kong dollar price per Offer Share

(exclusive of brokerage fee of 1%, SFC transaction levy of
0.0027% and Stock Exchange trading fee of 0.005%)

“Offer Shares” the Hong Kong Offer Shares and the International Offer
Shares
“Over-allotment Option” the option to be granted by us to the International

Underwriters exercisable by the Joint Global Coordinators
on behalf of the International Underwriters under the
International Underwriting Agreement, to require us to
allot and issue up to 22,876,000 additional Shares at the
Offer Price, representing up to 15% of the total number of
Offer Shares initially available under the Global Offering
to cover over-allocations in the International Offering, if

any
“PBOC” People’s Bank of China (/] A FEERAT)
“Peijia Shanghai” Peijia Medical Technology (Shanghai) Co., Ltd. (ifi 5% & %%

B (i) AR FE]), a limited liability company
incorporated under the laws of PRC on February 24, 2012,
being an indirect wholly-owned subsidiary of our Company

“Peijia Suzhou” Peijia Medical Technology (Suzhou) Co., Ltd. (iifi 5% B
B (BRM) A PR/ F), a limited liability company
incorporated under the laws of PRC on March 4, 2013,
being an indirect wholly-owned subsidiary of our Company
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DEFINITIONS

“PRC Government”

“PRC Legal Advisers”

“Pre-IPO Investment(s)”

“Pre-IPO Investor(s)”

“Preferred Shares”

“Qualified Institutional Buyers” or
“QIBS”

“Regulation S”
“RMB” or “Renminbi”

“RSU”

“RSU Scheme”

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

Hengtai Law Offices and Jingtian & Gongcheng Law Firm

the pre-IPO investment(s) in our Company undertaken by
the Pre-IPO Investor(s), details of which are set out in the
section headed “History, Development and Corporate
Structure” in this prospectus

Matrix Partners China IV, L.P., Matrix Partners China
IV-A, L.P., Tianfeng Healthcare Company Limited,
Shanghai Zhangjiang Torch Venture Capital Co., Ltd. (i
SRICKIEBIZERE A R A]), LAV Aero Limited, Joyful
Bliss Holdings Limited, Shanghai Founder KIP Equity
Investment Partnership (LP) (Lﬁﬁﬁﬁﬁﬁi%ﬁ%%%
2 (AR A%)), Shanghai Liyi Biotech, L.P. (I8 #k
YR E B AR (FRE%) ), Tianfeng Healthcare
Fund I Management, L.P., Kortex Limited, Future Pearl
Limited, Halcyon Ocean Limited, Tianjin Yuanyi Yongxuan
Management Center (Limited Partnership) (K% 3K &
BEEHEF L (FRA)), HH SUM-XXIV Holdings
Limited, Future Industry Investment Fund, Everest Lu
Holding Limited and Skycus China Fund, L.P.

the Series A Preferred Shares, Series A-1 Preferred Shares,
Series B Preferred Shares, Series C Preferred Shares and/or
Series C-1 Preferred Shares

qualified institutional buyers within the meaning of Rule
144A

Regulation S under the U.S. Securities Act
Renminbi, the lawful currency of the PRC

a restricted share unit award granted to a participant under
the RSU Scheme

the restricted share unit award scheme of the Company
conditionally approved and adopted by our Shareholders
on April 28, 2020, the principal terms of which are set out
in “Appendix IV — Statutory and General Information —
D. Share Incentive Schemes”
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DEFINITIONS

“Rule 144A” Rule 144 A under the U.S. Securities Act

“SAFE? the State Administration of Foreign Exchange of the PRC
CEINET LN T

“SAMR” the State Administration for Market Regulation (| %<1 5 B
BEA)R) of the PRC, formerly known as the State
Administration for Industry and Commerce or the SAIC

“SAT” the State Taxation Administration of the PRC (H 3 A R
0 Rl B 2 s AU )
“Securities and Futures the Securities and Futures Commission of Hong Kong

Commission” or “SFC”

“Series A Preferred Shares” the 1,900,000 series A preferred shares of our Company,
par value US$0.0001 per share

“Series A-1 Preferred Shares” the 2,088,204 series A-1 preferred shares of our Company,
par value US$0.0001 per share

“Series B Preferred Shares” the 1,527,110 series B preferred shares of our Company,
par value US$0.0001 per share

“Series C Preferred Shares” the 1,969,118 series C preferred shares of our Company,
par value US$0.0001 per share

“Series C-1 Preferred Shares” the 3,406,191 series C-1 preferred shares, par value
US$0.0001 per share

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

“Shanghai MPA” Shanghai Medical Products Administration (I ¥ {7 8% j) B
EHAE MR
“Share(s)” ordinary share(s) with nominal value of US$0.0001 each in

the share capital of our Company
“Shareholder(s)” holder(s) of the Share(s)

“Share Incentive Schemes” the Share Option Plan, the RSU Scheme and the Share
Option Scheme
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DEFINITIONS

“Share Option Plan” the share option plan approved and adopted by our
Company on December 27, 2019 for the benefit of any
director, employee, adviser and consultant, of our
Company or any of our subsidiaries; a summary of the
principal terms is set forth in the paragraph headed
“Appendix IV—Statutory and General Information—D.
Share Incentive Schemes—1. Share Option Plan” in this
prospectus

“Share Option Scheme” the share option scheme conditionally adopted by our
Company on April 28, 2020, a summary of the principal
terms of which is set forth in the paragraph headed
“Appendix IV—Statutory and General Information—D.
Share Incentive Schemes—2. Share Option Scheme” in this

prospectus

“Share Swap” the share swap arrangement pursuant to the Share Swap
Agreement

“Share Swap Agreement” the share swap agreement dated November 19, 2018

entered into by and amongst our Company, Achieva
Medical and the then shareholders of Achieva Medical
pursuant to which the then shareholders of Achieva
Medical transferred to our Company all the outstanding
shares of Achieva Medical in consideration of the
allotment and issuance by our Company to each of the then
shareholders of Achieva Medical certain number of our
Shares in the proportion of 3.5682 shares of Achieva
Medical to 1 Share of our Company

“sophisticated investor(s)” has the meaning ascribed to it under Guidance Letter
HKEX-GL92-18 issued by the Stock Exchange

“Stabilizing Manager” Morgan Stanley Asia Limited

“Stock Borrowing Agreement” the agreement expected to be entered into on or around
May 8, 2020 between XinYue International Limited and
Morgan Stanley & Co. International plc and/or its
affiliates, pursuant to which the Stabilizing Manager may,
on its own or through its affiliates, request XinYue
International Limited to make available to the Stabilizing
Manager up to 22,876,000 Shares to cover, inter alia,
over-allocations in the International Offering

“Stock Exchange” The Stock Exchange of Hong Kong Limited

“subsidiary” has the meaning ascribed thereto under the Listing Rules
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DEFINITIONS

“substantial shareholder(s)” has the meaning ascribed thereto under the Listing Rules

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

“TAVR Clinical Trial Guidelines” the Guidelines for Clinical Trials of Transcatheter Aortic
Valve Implantation (HEZE AR A T 3 8 IRAR I B IR
il B 5 HI)), promulgated by the NMPA on February

25,2019
“Track Record Period” the years ended December 31, 2018 and 2019
“Underwriters” the Hong Kong Underwriters and the International
Underwriters
“Underwriting Agreements” the Hong Kong Underwriting Agreement and the

International Underwriting Agreement

“United States” or “U.S.” the United States of America, its territories, its possessions
and all areas subject to its jurisdiction

“USPTO” the United States Patent and Trademark Office

“U.S. dollars”, “US$” or “USD” United States dollars, the lawful currency of the United
States

“U.S. Securities Act” the U.S. Securities Act of 1933, as amended, and the rules

and regulations promulgated thereunder

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

The English names of PRC laws, regulations, governmental authorities, institutions, and of
companies or entities established in the PRC included in this prospectus are translations of their Chinese
names or vice versa and are included for identification purposes only. In the event of inconsistency, the

Chinese versions shall prevail.
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GLOSSARY OF TECHNICAL TERMS

This glossary contains explanations of certain technical terms used in this document in
connection with our Company and our business. Such terminology and meanings may not correspond
to standard industry meanings or usages of those terms.

“AIS”

“all-cause mortality”

“aortic regurgitation”

“aortic stenosis”

“aortic valve”

“atrioventricular block™

“BAV”

“CAS”

“cerebral aneurysm”

“cerebral aneurysm endovascular
coiling procedure” or
“endovascular coiling procedure”

acute ischemic stroke, one subtype of ischemic
cerebrovascular diseases, which is caused by thrombotic or
embolic occlusion of a cerebral artery

all of the deaths that occur in a population, regardless of
the cause, which is measured in clinical trials and used as
an indicator of the safety or hazard of an intervention

a condition where the aortic valve is not able to close
completely, causing a backflow of blood from the aorta
into the left ventricle during diastole

the narrowing of the aortic valve that obstructs blood flow
from the left ventricle to the ascending aorta during systole

a valve in the human heart between the left ventricle and
the aorta

a partial or complete interruption or delay of impulse
transmission from the atria to ventricles, which will give
rise to slow heart rate

bicuspid aortic valve, a heart disease where the aorta has
two leaflets instead of three as in the normal case

calcific aortic stenosis, a condition where the opening of
the aortic valve narrows because of the progressive calcium
deposits on a patient’s aortic valve leaflets

a cerebrovascular disorder in which weakness in the wall of
a cerebral artery or vein causes a localized dilation or
ballooning of the blood vessel; also known as intracranial
aneurysm

an interventional procedure for cerebral aneurysm
treatment, which is performed to block blood flow into an
aneurysm to isolate an aneurysm from the normal
circulation without blocking off any small arteries nearby
or narrowing the main vessel
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GLOSSARY OF TECHNICAL TERMS

“Class II hospital”

“Class III hospital”

“confirmatory clinical trial”

“CRO”

“DCS”

“dural arteriovenous fistula”

“EO reduction”

“feasibility clinical trial”

a medium-level hospital in China, as hospitals in China are
divided into three classes by the Ministry of Health, among
which Class II hospitals are at the second level, typically
having more than 100 but less than 500 beds, providing
comprehensive healthcare services on a regional basis and
performing general medical teaching and research tasks

a top-level hospital in China. Among the hospital classes,
Class III hospitals are the highest level, typically having
more than 500 beds, providing high-level specialist
medical and healthcare services to several regions and
performing advanced teaching and research tasks. Class III
hospitals are divided into Special, A, B, and C grades

a controlled clinical trial of a medical device product
designed to demonstrate statistically significant clinical
efficacy and safety of such product as used in human
patients (in conjunction with the performance of a
therapeutic procedure), for regulatory approval of such
product

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

delivery catheter system, an integral delivery catheter with
a tip, a sheath tube, a catheter and a handle system used to
deliver and release the PAV to the target position

a vascular anomaly formed by an abnormal connection
between an artery and a vein within the dura mater, which
may cause neurological symptoms and intracerebral
hemorrhage

a procedure to reduce the ethylene oxide residual in the
delivery catheter system to an acceptable level

a clinical trial of a medical device product designed to
preliminarily demonstrate the safety of such product as
used in human patients (in conjunction with the
performance of a therapeutic procedure)
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GLOSSARY OF TECHNICAL TERMS

“FI‘”

“GCP”»

“GLP”

“glutaraldehyde”

“GMP”

“hemorrhagic stroke”

“ICH-GCP”

“ischemic cerebrovascular disease”

“KOLS”

the abbreviation of French scale or French gauge system,
commonly used to measure the size of a catheter or the
sheath. The diameter of a round catheter in millimeters can
be determined by dividing the French size by 3

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

good laboratory practice, a quality system of management
controls for research laboratories and organizations to
ensure the wuniformity, consistency, reliability,
reproducibility, quality, and integrity of chemical
(including pharmaceuticals) non-clinical studies

a chemical commonly used for pre-processing valve
leaflets because it can help (i) chemical cross link the
protein and increase the strength of the valve tissue, (ii)
prevent tissue bio-degradation, (iii) inactivate any virus in
the tissue, and (iv) reduce the immunogenicity profile of
the tissue. However, after glutaraldehyde treatment, there
would be residual aldehyde on the leaflets, which is a
major cause for tissue calcification, which in turn reduces
the durability of the valve

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

a condition where a blood vessel ruptures within the brain
(intracerebral hemorrhage) or into the space surrounding
the brain (subarachnoid hemorrhage)

International Conference on Harmonisation-Good Clinical
Practice

a condition where blood vessels become blocked, usually
from a clot formed from fat and cholesterol, which causes
blood to not reach the brain, and neurons to suffer from a
lack of nutrients and oxygen

acronym for Key Opinion Leaders; refers to renowned
physicians that influence their peers’ medical practice
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GLOSSARY OF TECHNICAL TERMS

“LS”

“LVEF”

“mechanical thrombectomy” or “MT”

“mitral regurgitation” or “MR”

“mitral valve”

“mmHg”

“neurointerventional procedural medical
devices”

“neurointerventional procedure”

“neurovascular diseases”

“New York Heart Association
Functional Classification” or
“NYHA classification”

“orifice area”

“PAV”

loading system, which is used to compress the PAV to a
suitable diameter for loading

left ventricular ejection fraction, one of the measures for
evaluating the severity of aortic stenosis

a type of minimally-invasive therapy in which blood clot is
removed from arteries using imaging techniques guiding
medical devices through patients’ arteries to the blood clot

a condition where the mitral valve is not able to close
completely, causing a backflow of blood from the left
ventricle into the left atrium during ventricular systole

the valve that lets blood flow from one chamber of the
heart, the left atrium, to another called the left ventricle

cubic microlitre, a unit of measure for volume
millimeter of mercury, a unit of measure for pressure

medical devices for treatment of neurovascular diseases
using interventional endovascular technique

an interventional procedure using endovascular surgery
technology to diagnose and treat neurovascular diseases

also known as cerebrovascular diseases, including any
abnormality of the blood vessels within the brain and spine
or abnormality with supplying blood to such areas

a rating system developed by the New York Heart
Association. It provides a simple way of classifying the
extent of heart failure, and classifies patients into four
categories from Class I to Class IV (except for cases where
no NYHA class is listed or can be determined) during
physical activity in an ascending order of severity of
symptoms and/or limitations

the area of the orifice of heart valves, which is one of the
measures for evaluating the severity of heart valve stenosis

prosthetic aortic valve, the artificial valve of our TAVR
products
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GLOSSARY OF TECHNICAL TERMS

“permanent pacemaker implantation”

113 Lt}

ppm

“PTFE”

“PVL” or “paravalvular leak”

“SAVR”

“SMO”

113 i)

sq.m.

“STS Score” or “STS risk”

“TAVR”

“TMVR”

“trans-aortic valve pressure gradient”

“trans-aortic valve velocity”

a common procedure where a pacemaker (which is an
electronic device that prevents one’s heart from beating too
slowly) is inserted just under the skin in the chest with
wires attached to the heart

parts-per-million, a unit of measure for concentration of a
contaminant

polytetrafluoroethylene, a synthetic fluoropolymer of
tetrafluoroethylene

a complication associated with the implantation of a
prosthetic heart valve using a surgical or transcatheter
approach; it refers to blood flowing through a channel
between the structure of the implanted valve and cardiac
tissue as a result of a lack of appropriate sealing

surgical aortic valve replacement, a treatment of severe
aortic stenosis through open-chest surgery

site management organization, an organization that
provides clinical trial related services to medical device
companies having adequate infrastructure and staff to meet
the requirements of the clinical trial protocol

square meter, a unit of area

Society of Thoracic Surgery risk score or percentage point,
a validated risk-prediction model for open surgery, the
higher value of which indicates the higher risk of patients
to conduct a surgery

transcatheter aortic valve replacement, a catheter-based
technique to implant a new aortic valve in an interventional
procedure that does not involve open-chest surgery

transcatheter mitral valve replacement, a catheter-based
technique to implant a new mitral valve in an interventional

procedure that does not involve open-chest surgery

one of the measures for evaluating the severity of aortic
stenosis

one of the measures for evaluating the severity of aortic
stenosis
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GLOSSARY OF TECHNICAL TERMS

“transcatheter valve therapeutic medical
devices”

“transfemoral approach” or
“transfemoral procedural approach”

“tricuspid regurgitation” or “TR”

“tricuspid valve”

“TTVR”

“valvular heart diseases”

“valvuloplasty”

medical devices for the treatment of valvular heart diseases
using cardiovascular interventional technique by
implanting a prosthetic valve through an artery

an approach of TAVR procedure, with the femoral artery as
the entry point of the new valve. The femoral artery is
accessed in the groin without an incision but with a needle,
catheter and long wires allowing access to the diseased
valve

a condition where the tricuspid valve is not able to close
completely, causing a backflow of blood from the right
ventricle to the right atrium during systole

the valve on the right dorsal side of the mammalian heart,
between the right atrium and the right ventricle, the
function of which is to prevent back flow of blood from the
right ventricle into the right atriums

transcatheter tricuspid valve replacement, a catheter-based
technique to implant a new tricuspid valve in an
interventional procedure that does not involve open-chest
surgery

the failure or dysfunction of one or more of the four heart
valves, where the valves become too narrow and hardened
to open fully, or are unable to close completely

a procedure using balloons to repair a heart valve with a

narrowed opening and to improve blood flow through the
valve
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FORWARD-LOOKING STATEMENTS

FORWARD-LOOKING STATEMENTS CONTAINED IN THIS PROSPECTUS ARE SUBJECT TO
RISKS AND UNCERTAINTIES

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

include, but are not limited to, the following:

° our business strategies and plans to achieve these strategies;

° our ability to complete the development and obtain the relevant requisite regulatory

approvals of our product candidates;

° our ability to successfully commercialize our approved products in a timely manner;

° our future debt levels and capital needs;

° changes to the political and regulatory environment in the industry and markets in which we
operate;

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

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

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

° general economic, political and business conditions in the markets in which we operate;

° effects of the global financial markets and economic crisis;

° our financial conditions and performance;

° our dividend policy; and

° change or volatility in interest rates, foreign exchange rates, equity prices, volumes,

operations, margins, risk management and overall market trends.
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In some cases, we use the words “aim,” “anticipate,” “believe,” “can,” “continue,” “could,”
“estimate,” “expect,” “going forward,” “intend,” “ought to,” “may,” “might,” “plan,” “potential,”
“predict,” “project,” “seek,” “should,” “will,” “would” and similar expressions to identify

forward-looking statements. In particular, we use these forward-looking statements in the “Business” and
“Financial Information” sections in this prospectus in relation to future events, our future financial,
business or other performance and development, the future development of our industry and the future

development of the general economy of our key markets.

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

those expressed in any forward-looking statements.

Our Directors confirm that the forward-looking statements are made after reasonable care and due
consideration. Nonetheless, due to the risks, uncertainties and assumptions, the forward-looking events

and circumstances discussed in this prospectus might not occur in the way we expect, or at all.
Accordingly, you should not place undue reliance on any forward-looking information. All

forward-looking statements contained in this prospectus are qualified by reference to this cautionary

statement.
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An investment in our Shares involves significant risks. You should carefully consider all of the
information in this prospectus, including the risks and uncertainties described below, as well as our
financial statements and the related notes, and the “Financial Information” section, before deciding
to invest in our Shares. The following is a description of what we consider to be our material risks.
Any of the following risks could have a material adverse effect on our business, financial condition,
results of operations and growth prospects. In any such an event, the market price of our Shares could
decline, and you may lose all or part of your investment. Additional risks and uncertainties not
presently known to us or that we currently deem immaterial also may impair our business operations.

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

prospectus.

We believe there are certain risks and uncertainties involved in our operations, some of which are
beyond our control. We have categorized these risks and uncertainties into: (i) risks relating to our
financial position and need for additional capital; (ii) risks relating to our products and product
candidates, comprising (a) risks relating to the development of our product candidates, (b) risks relating
to commercialization of our products, (c) risks relating to extensive government regulations, (d) risks
relating to manufacture and supply of our products, and (e) risks relating to our intellectual property
rights; (iii) risks relating to our operations; (iv) risks relating to doing business in China; and (v) risks
relating to the Global Offering.

Additional risks and uncertainties that are presently not known to us or not expressed or implied
below or that we currently deem immaterial could also harm our business, financial condition and
operating results. You should consider our business and prospects in light of the challenges we face,
including those discussed in this section.

RISKS RELATING TO OUR FINANCIAL POSITION AND NEED FOR ADDITIONAL CAPITAL

We have incurred significant operating losses since our inception, and may continue to incur operating
losses for the foreseeable future. You may lose substantially all your investments in us given the high
risks involved in the medical device business.

We are a development-stage biotechnology company. Investment in medical device development is
highly speculative because it entails substantial upfront capital expenditures and significant risks that a
product candidate may fail to gain regulatory approval or become commercially viable. You may lose
substantially all of your investments in our Company given the nature of the biotechnology industry. We
have incurred significant expenses related to the research and development of our products and product
candidates in the past. In 2018 and 2019, our research and development expenses amounted to RMB27.9
million and RMB55.1 million, respectively (and such research and development expenses did not include
Achieva’s research and development expenses in 2018 and the period from January 1, 2019 to March 29,
2019, which amounted to RMB13.5 million and RMBS5.2 million, respectively). In addition to our
significant research and development expenses, we also incurred costs in connection with the
commercialization of our approved products as well as selling and distribution expenses, and
administrative expenses associated with our operations. As a result, we have incurred operating losses
amounted to RMB70.2 million and RMB226.9 million in 2018 and 2019, respectively.
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We expect to continue to incur operating losses in the foreseeable future, and such operating losses
may even increase as we continue to conduct pre-clinical and clinical trials for our product candidates,
seek regulatory approvals for our product candidates, manufacture our products for clinical trials and for
commercial sale, commercialize our approved products, attract and retain qualified personnel, maintain,
protect and expand our intellectual property portfolio, and comply with applicable laws, regulations and
rules as a public company in Hong Kong, among others. The size of our future net operating losses will
depend, in part, on the number, scope and complexity of our product development programs and the
associated costs of those programs, the cost of commercializing any approved products, our ability to
generate revenues and the timing and amount of milestones and other payments we make or receive with

arrangements with third parties.

We are unable to predict when, or whether, we will be able to achieve or maintain profitability. To
become and remain profitable, we must be successful in a range of challenging activities, including
completing the clinical trials for our product candidates, obtaining regulatory approval from the NMPA
and other competent regulatory bodies, and commercializing our approved products to achieve market
acceptance. We may encounter unforeseen expenses, difficulties, complications, delays and other
unknown facts, and may never succeed in any or all of these activities. For example, if our products are
not widely accepted by physicians and hospitals, we may be unable to increase or sustain our sales and we
may fail to achieve and sustain growth or profitability. Even if we do succeed in all of the above activities,
we may not be able to generate revenues that are significant or sufficient enough to achieve profitability.
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 may impact investors’ perception of the potential
value of our Group and could impair our ability to raise capital, maintain our research and development
efforts, expand our business or continue our operations. Any decline in the value of our Group could also

cause you to lose all or part of your investment.

We had net cash outflows from our operating activities during the Track Record Period and we will
need to obtain additional financing to fund our operations. If we are unable to obtain that financing,
we may be unable to complete the development of our product candidates and the commercialization of
our approved products.

Our product candidates will require completion of clinical development, regulatory review,
significant marketing efforts and substantial investment before we can commercialize the approved
products and generate revenue. Our operations have consumed substantial amounts of cash since
inception. We had net cash outflows from our operating activities of RMB38.7 million and RMB102.6
million in 2018 and 2019, respectively. We cannot assure you that we will be able to generate positive
cash flows from operating activities in the future. If we continue to have negative operating cash flows in

the future, our liquidity and financial condition may be materially and adversely affected.

We expect to continue to spend substantial amounts of capital on conducting research and
development activities, advancing the clinical development of our product candidates and
commercializing our approved products. Our existing capital resources may not be sufficient to enable us
to complete all of our planned development and the commercialization of our current product candidates
for the anticipated indications and to invest in additional product development programs. Accordingly,
we will require further funding through public or private offerings, debt financing, collaboration and
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licensing arrangements or other sources. We cannot assure you that our financial resources will be
adequate to support our operations. Our future funding requirements will depend on many factors,
including:

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

° the outcome, timing and cost of regulatory approvals of our product candidates;
° the number and characteristics of product candidates that we may develop;
° the cost of filing, prosecuting, defending and enforcing any patent claims and other

intellectual property rights;

° selling and marketing costs associated with our products and any existing or future product
candidates that may be approved, including the cost and timing of expanding our marketing
and sales capabilities;

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

° cash requirements of any future acquisitions and/or the development of other product
candidates;
° the cost and timing of development and completion of commercial-scale internal or

outsourced, if any, manufacturing activities; and/or

° our headcount growth and associated costs.

We cannot assure you that we will have sufficient financing from other sources to fund our
operations. If we resort to other financing activities to generate additional cash, we will incur financing
costs and we cannot guarantee that we will be able to obtain the financing on terms acceptable to us, or at
all. If we are unable to raise capital when needed or on acceptable terms, we would be forced to delay,
reduce or eliminate our research and development programs or future commercialization efforts.

If we determine our goodwill to be impaired, our results of operations and financial condition may be
adversely affected.

As of December 31, 2019, we recorded goodwill of RMBS51.7 million. which were derived from
our acquisition of Achieva. Goodwill represented 23.6% of the intangible assets on our consolidated
balance sheet as at December 31, 2019. Goodwill is not amortized but it is tested for impairment annually,
or more frequently if events or changes in circumstances indicate that it might be impaired, and is carried
at cost less accumulated impairment losses. The value of goodwill is based on a number of assumptions
made by the management. If any of these assumptions does not materialize, or if the performance of our
business is not consistent with such assumptions, we may be required to have a significant write-off of
our goodwill and record a significant impairment loss. Furthermore, our determination on whether
goodwill is impaired requires an estimation of the value in use of the cash-generating units to which the
goodwill is allocated, which depends on the expected future cash flows from the cash-generating units. If
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we determine the expected future cash flow to decrease, our goodwill may be impaired. Any significant
impairment of goodwill could have a material adverse effect on our business, financial condition and
results of operations. For more information regarding our impairment policy in relation to intangible
assets, please refer to Note 2.7 headed “Intangible Assets”, Note 2.8 headed “Impairment of
Non-financial Assets” and Note 4 headed “Critical Accounting Estimates—Estimated impairment of

goodwill and acquired technologies” of the Accountant’s Report set out in Appendix I to this prospectus.

If we determine our intangible assets (other than goodwill) to be impaired, our results of operations
and financial condition may be adversely affected.

As at December 31, 2019, we recorded technologies of RMB167.4 million which were derived
from our acquisition of Achieva. Technologies represented 76.3% of the intangible assets on our
consolidated balance sheet as at December 31, 2019. Technologies acquired in a business combination are
recognized at fair value at the acquisition date. Technologies have a finite useful life and are carried at
cost less accumulated amortization. Technologies are tested whenever events or changes in circumstances
indicate that the carrying amount of such technologies exceeds its recoverable amount. The value of
intangible assets is based on a number of assumptions made by our management. There are inherent
uncertainties in the estimates, judgments and assumptions used in assessing the carrying value of
intangible assets. Certain factors, including economic, legal, regulatory, competitive, reputational,
contractual, and other factors, might have a negative impact on the carrying value of our intangible assets.
If any of our assumptions does not materialize, or if the performance of our business is not consistent
with such assumptions, we may be required to have a significant write-off of our intangible assets and
record a significant impairment loss. Any significant impairment of intangible assets could have a
material adverse effect on our business, financial condition and results of operations. For more
information regarding our impairment policy in relation to intangible assets, please refer to Note 2.7
headed “Intangible Assets”, Note 2.8 headed “Impairment of Non-financial Assets” and Note 4 headed
“Critical Accounting Estimates—Estimated impairment of goodwill and acquired technologies” of the

Accountant’s Report set out in Appendix I to this prospectus.

We had a net liabilities position during the Track Record Period, which may adversely affect our
liquidity.

As of December 31, 2019, we had net liabilities of RMB558.2 million, primarily attributable to the
significant amount of financial instruments issued to investors that we recorded as non-current liabilities.
Our financial instruments issued to investors mainly included Preferred Shares and a convertible loan
during the Track Record Period. Our balance of Preferred Shares amounted to RMB220.6 million and
RMB1,362.3 million as of December 31, 2018 and 2019, respectively. They are initially recognized at fair
value and the increases in the fair value are recognized as fair value losses on our consolidated statements
of comprehensive loss. The fair value loss of the Preferred Shares is a non-cash item that will not recur
after the closing of the Global Offering, as the Preferred Shares issued by us will be automatically
converted into Ordinary Shares, but we may still retain accumulated losses due to the fair value loss of
our Preferred Shares prior to the closing of the Global Offering. We cannot guarantee that we will not
incur net liabilities in the future. If we are to record net liabilities again, it will affect our liquidity, as well
as our ability to raise funds, obtain bank loans, pay debts when they become due and declare and pay
dividends.
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Fair value changes in our financial instruments issued to investors and related valuation uncertainty
had materially affected, and may continue to materially affect, our financial condition and results of
operations.

The financial instruments issued to investors included preferred shares and convertible loans
during the Track Record Period. The financial instruments issued to investors were not traded in an active
market and the respective fair value is determined by using valuation techniques. The discounted cash
flow method was used to determine the total equity value of our Company and the equity allocation model
was adopted to determine the fair value of the financial instruments. Key valuation assumptions used to
determine the fair value of the preferred shares and the convertible loan included discount rate, risk-free
interest rate, volatility and the possibility to achieve a qualified initial public offering. Please refer to the
paragraphs headed “Financial Information—Discussion of Certain Selected Items from the Consolidated
Statements of Financial Position—Financial Instruments Issued to Investors” and Note 25 of the
Accountant’s Report set out in Appendix I to this prospectus for more details. Any change in the
assumptions may lead to different valuation results and, in turn, changes in the fair value of these
financial instruments issued to investors. Further, our preferred shares will be automatically converted to
Shares upon the closing of the Global Offering. To the extent we need to revalue the preferred shares prior
to the closing of the Global Offering, any change in fair value of these preferred shares and related
valuation uncertainty could materially affect our financial position and performance. As at December 31,
2018 and December 31, 2019, we recorded financial instruments issued to investors as our non-current
liabilities of RMB220.6 million and RMB1,362.3 million, respectively. We also recorded fair value loss
in financial instruments issued to investors of RMBS&.1 million and RMB308.2 million in 2018 and 2019,
respectively. The financial instruments are designated as financial liabilities at fair value through profit
or loss on our consolidated balance sheets; they were initially recognized at fair value, and the increases
in the fair value of such financial instruments were recognized as fair value loss on our consolidated
income statement. The fair value loss of financial instruments is a non-cash item that will not recur in
financial years after the closing of the Global Offering, but we expect that we will recognize significant
additional losses on the fair value changes of the preferred shares from December 31, 2019 to the Listing
Date because of the significant increase in the fair value of such financial instruments during such period.
After the automatic conversion of all preferred shares into Shares upon the closing of the Global
Offering, we do not expect to recognize any further gains or losses on fair value changes from these
preferred shares in the future.

RISKS RELATING TO OUR PRODUCTS AND PRODUCT CANDIDATES
Risks Relating to the Development of Our Product Candidates

Our future growth depends substantially on the successful development of our product candidates to
commercialization.

Our ability to complete the development of our product candidates, obtain the relevant requisite
regulatory approvals of the product candidates and successfully commercialize our approved products in
a timely manner is critical to the success of our business. We have invested significant efforts and
financial resources in the development of our product candidates. As of the Latest Practicable Date, we
had developed six registered products, and had an additional 20 product candidates in various
development stages. The successful development of our product candidates to commercialization will
depend on several factors, including but not limited to:

° successful enrollment in, and completion of, clinical trials, as well as completion of
preclinical studies;
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favorable safety and efficacy data from our clinical trials and other studies;

receipt of regulatory approvals;

establishing commercial manufacturing capabilities, either by building facilities ourselves

or making arrangements with third-party manufacturers;

the ability of our CROs and SMOs to conduct or assist in conducting our clinical trials safely

and efficiently and in accordance with our specified trial protocols;

the performance by any other third parties we may retain in a manner that complies with our

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

obtaining and maintaining patent, trade secret and other intellectual property protection and

regulatory exclusivity;

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

obtaining required marketing authorizations and launching commercial sales in China and
other targeted markets, if and when approved;

obtaining favorable governmental and private medical reimbursement for our products, if

and when approved;

appropriately pricing our product candidates and timely collecting payments;

competition with other transcatheter valve therapeutics medical devices and

neurointerventional procedural medical devices; and

continued acceptable safety profile following regulatory approval.

If we do not achieve one or more of these factors in a timely manner or at all, we could experience

significant delays or be unable to obtain approval for our product candidates, and/or to successfully

commercialize our approved products, which would materially harm our business and we may not be able

to generate sufficient revenues and cash flows to continue our operations.

Clinical product development involves a lengthy and expensive process with an uncertain outcome.

In China, medical devices are classified according to a catalogue issued by the NMPA into three

different categories, Class I, Class II and Class III, depending on the degree of risk associated with each

medical device and the extent of control needed to ensure safety and effectiveness. All of our products

and product candidates are classified as Class II and Class III medical devices. To obtain product

registrations for medical devices of Class II and Class III in China, we may need to conduct, at our own

expense, adequate and well-controlled clinical trials to demonstrate the safety and efficacy of our
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Clinical testing is expensive and can take several years to finish, and its outcome is inherently
uncertain. There can be no assurance that these trials or procedures will be completed in a timely or
cost-effective manner or result in a commercially viable product or expanded indication. We may
experience numerous unexpected events before and during the clinical trials that could delay or prevent
our ability to receive regulatory approval or commercialize our product candidates, including but not
limited to: (i) regulators or ethics committees may not authorize us or our investigators to commence a
clinical trial or conduct a clinical trial at a prospective trial site; (ii) our inability to reach agreements on
acceptable terms with prospective CROs, SMOs and hospitals as trial centers, the terms of which can be
subject to extensive negotiation and may vary significantly among different CROs, SMOs and hospitals
as trial centers; (iii) manufacturing issues, including problems with manufacturing, supply quality, or
obtaining sufficient quantities of a product candidate for use in a clinical trial, clinical trials of our
product candidates may produce negative or inconclusive results, and we may decide, or regulators may
require us, to conduct additional clinical trials or abandon product development programs; (iv) the
number of patients required for clinical trials of our product candidates may be larger than we anticipate,
enrollment may be insufficient or slower than we anticipate; (v) our third-party contractors may fail to
comply with regulatory requirements or meet their contractual obligations to us in a timely manner, or at
all; (vi) we might have to suspend or terminate clinical trials of our product candidates for various
reasons, including a finding of unexpected characteristics or a finding that participants are being exposed
to unacceptable health risks (including deaths in the worst case scenario); (vii) regulators or ethics
committees may require that we or our investigators suspend or terminate clinical research or not rely on
the results of clinical research for various reasons, including non-compliance with regulatory
requirements; (viii) the cost of clinical trials of our product candidates may be greater than we anticipate;
and (ix) the supply or quality of our product candidates or other materials necessary to conduct clinical
trials of our product candidates may be insufficient or inadequate.

Any delays in completing our clinical trials will increase our costs, slow down our product
candidate development and approval process, and jeopardize our ability to commence product sales and
generate related revenues for that candidate. Any of these occurrences may harm our business, financial
condition and prospects significantly.

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

During the clinical trial process, failure can occur at any time. The results of preclinical studies
and feasibility clinical trial of our product candidates may not be predictive of the results of confirmatory
clinical trial. Product candidates in confirmatory clinical trials may fail to show the desired safety and
efficacy traits despite having progressed through preclinical studies and/or feasibility clinical trials. In
some instances, there can be significant variability in safety and/or efficacy results between different
trials of the same product candidate due to numerous factors, including changes in trial procedures set
forth in protocols, and differences in the physical conditions of the patient populations. We cannot assure
that our future clinical trial results of our product candidates may be favorable. Even if our future clinical
trial results show favorable efficacy, not all patients may benefit. For our certain product candidates,
including TAVR, TMVR and TTVR medical devices, it is likely that they may not suit the conditions of
certain patients, and severe adverse events and complications may occur for some patients after the
procedure. If we are required by competent government authorities such as the NMPA to conduct
additional clinical trials or other testing of our product candidates beyond those that we currently
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contemplate, or if we are unable to successfully complete clinical trials of our product candidates or other
testing, or if the results of these trials or tests are not positive or are only modestly positive or if they raise
safety concerns, we may (i) be subject to substantial liabilities, (ii) be delayed in obtaining regulatory
approval for our product candidates, (iii) not be able to obtain regulatory approval at all, (iv) obtain
approval for indications that are not as broad as intended, (v) have the product removed from the market
after obtaining regulatory approval, (vi) be subject to additional post-marketing testing requirements,
(vii) be subject to restrictions on how the product is distributed or used; or (viii) be unable to obtain
reimbursement for use of the product. Any of such events could materially and adversely affect our ability
to commercialize the subject products and generate sales revenues.

The initial or interim results of clinical trials may not be predictive of the final clinical trial results and
may be subject to adjustments.

We have successfully completed a single-center feasibility clinical trial for TaurusOne®, our
first-generation TAVR product, on ten patients in cooperation with Beijing Fuwai Hospital in 2017. We
subsequently started a multi-center confirmatory clinical trial in China for TaurusOne® to evaluate its
safety and efficacy in September 2017. As of the Latest Practicable Date, we had completed the 30-day,
six-month, and 12-month follow-ups for the confirmatory clinical trial, and are currently in the process of
conducting data analysis and preparing the clinical trial report. Certain clinical trial results for
TaurusOne® disclosed in this prospectus were cited from the interim clinical trial reports. Some of such
data and results of clinical trials are slightly different from the raw data observed from the clinical trial,
because as set forth in the protocols of the clinical trial and in line with industry practice, the data
generated from certain patients may be excluded. In addition, some of such data and results of clinical
trials are dependent on physicians’ subjective judgment, for example, whether certain adverse events
occurred to the trial subjects during the follow-up period were cardiogenic or not. As a result, when
preparing the final report of such confirmatory clinical trial, it is possible that Beijing Fuwai Hospital or
other medical institutions participating in the confirmatory clinical trial may need to make additional
adjustments to the clinical data depending on their judgements, and may make other necessary
adjustments following the relevant rules promulgated by the NMPA. We cannot assure you that the
interim clinical trial results disclosed in this prospectus will be the same as those in the final clinical trial
report. As such, you are cautioned not to place undue reliance on the interim data presented herein.

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

The timely completion of clinical trials in line with their protocols depends on, among other
things, our ability to enroll a sufficient number of patients who remain in the trial until its conclusion. We
may experience difficulties in patient enrollment in our clinical trials for a variety of reasons, including
the size and nature of the patient population, the patient eligibility criteria defined in the protocol, the
accessibility of trial sites for the patients, our ability to recruit clinical trial site investigators with
competence and relevant experience, and the patients’ perceptions as to the potential advantages and side
effects of the product candidates being studied in relation to other available products, product candidates
or therapies.

Our clinical trials will likely compete with other clinical trials for product candidates that are in
the same therapeutic areas as our product candidates. This competition will reduce the number and types
of patients available to us, because some patients who might have opted to enroll in our trials may instead
opt to enroll in a trial being conducted by one of our competitors. Because the number of qualified
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clinical investigators and clinical trial sites is limited, we expect to conduct some of our clinical trials at
the same clinical trial sites that some of our competitors use, which will reduce the number of patients
who are available for our clinical trials at such clinical trial sites. If we experience delays in the
completion of, or even termination of, any clinical trial of our product candidates, our ability to obtain
requisite regulatory approvals and then commercialize our products will be delayed. In addition, any
delays in completing our clinical trials will increase our costs, slow down our development and approval
process for our product candidates and jeopardize our ability to commence product sales and generate
revenues. Any of these occurrences may have a material adverse effect our business, financial condition
and prospects.

We may not be able to develop new products that are competitive in the market, or in a timely manner
or at all.

The markets for transcatheter valve therapeutics medical devices and neurointerventional
procedural medical devices are competitive in China. Please refer to the paragraphs headed “Risks
relating to Our Operations—We face substantial competition, which may result in others discovering,
developing or commercializing competing products before or more successfully than we do” in this
section for more details. Our success therefore depends on our ability to anticipate industry trends and
continuously identify, develop and market in a timely manner new and advanced products that meet our
customers’ demand. We expect the transcatheter valve therapeutics medical devices and
neurointerventional procedural medical devices markets to evolve towards newer and more advanced
products, some of which we do not currently produce. Developing new products in a timely manner can
be difficult, particularly because product designs can change with market conditions and hospitals’ and
physicians’ preferences. Our research and development efforts may not lead to new products that will be
commercially successful. We may also experience delays or be unsuccessful in any stage of product
development, manufacturing, clinical trials, product registration, marketing or pricing. Even if we are
able to launch new products, it takes time for the new product to gain market acceptance. We may not be
able to successfully market our new products or our end customers may not be receptive to our new
products.

The success of any of our new product offerings will depend on several factors, including our
ability to:

° properly identify and anticipate industry trends and market demand;

° complete product development process successfully in a timely manner;

° optimize our manufacturing and procurement processes to predict and control costs;

° manufacture and deliver new products in a timely manner;

° minimize the time and costs required to obtain required regulatory approvals;

° anticipate and compete effectively with other medical device developers, manufacturers and
marketers;

° price our products at both competitive and commercially justifiable levels; and

° increase end-customer awareness and acceptance of our new products.
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If we are not successful in producing or selling our new products to meet market demand, or if
there is insufficient demand for our new products once they are introduced to the market, our business,

financial condition, results of operations and prospects could be materially adversely affected.

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

We must keep pace with new technologies and methodologies to maintain our competitive position.
We must continue to invest significant amounts of human and capital resources to develop or acquire
technologies that will allow us to enhance the scope and quality of our clinical trials. We intend to
continue to enhance our technical capabilities in research, 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 could harm our business and prospects.

Risks Relating to the Commercialization of Our Products

If physicians and hospitals are not receptive to our products, our results of operations may be
negatively affected.

Physicians and hospitals play important roles in recommending and deciding what products to be
used. Physician and hospital receptiveness to our products depends on our ability to convince them as to
the distinctive characteristics, advantages, safety and cost effectiveness of our products as compared to
our competitors’ products, as well as to train physicians and hospitals in the proper application of our
products accompanied by our distributors. If our products and product candidates (upon
commercialization) are not widely accepted by physician and hospital communities, our sales of our
currently commercialized neurointerventional procedural medical devices may decline, and we may not
be able to effectively market our transcatheter valve therapeutic product candidates and
neurointerventional procedural medical device product candidates (in each case, upon

commercialization).

Currently, only a limited number of hospitals and physicians are proficient in the use of some of
our product candidates in the development stage, such as the TAVR devices. Physicians face a learning
process to become proficient in the use of some of our products and product candidates, which may take
longer than expected and therefore affect our ability to sell our products. Encouraging physicians to
dedicate the time and energy necessary for adequate training remains challenging, and we may not be
successful in these efforts. If physicians are not properly trained, they may misuse or ineffectively use our
products. This may also result in unsatisfactory patient outcomes, patient injury, negative publicity or
lawsuits against us, any of which could have a significant adverse effect on our reputation, business,
financial condition, results of operations and prospects. Following completion of training, we also rely on
trained physicians to advocate the benefits of our products in the marketplace. If we do not receive
support from such physicians, other physicians and hospitals may not use our products, and our results of
operations may be adversely affected.
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Failure to achieve broad market acceptance could have a material adverse impact on our business and
results of operations.

The commercial success of our products depends upon the degree of market acceptance each of
such products achieves. For example, as a treatment recently developed and introduced to the market,
transcatheter valve therapeutic procedure may fail to receive broad acceptance from patients or
physicians as anticipated. As an alternative, open-chest surgery may have a competitive advantage over
transcatheter valve therapeutic procedure, given its established market acceptance, comparatively lower

price and coverage by governmental and private medical insurance.

If any of our products or product candidates (upon commercialization) fails to gain sufficient
market acceptance by physicians, patients, third-party payors or others in the industry, the sales of our
products will be adversely affected, and we may fail to effectively market our product candidates (upon
commercialization). For example, currently commercialized neurointerventional procedural medical
devices, such as the detachable coils developed by some of our competitors are well established in the
market, and physicians may continue to rely on these treatments to the exclusion of our products. In
addition, physicians, patients and third-party payors may prefer other novel products to ours. If our
products do not achieve an adequate level of acceptance, we may not be able to generate significant
product sales revenues and to achieve profitability. The degree of market acceptance of our products and

product candidates (if approved for commercial sale) will depend on a number of factors, including:

the clinical indications for which our product candidates are approved;

° hysicians, hospitals, diseases treatment centers and patients considering our products and
phy p p g p
product candidates (upon commercialization) as a safe and effective treatment;

° the potential and perceived advantages and disadvantages of our products, product
candidates (upon commercialization) and relevant treatments compared to alternative
products and treatments;

° the prevalence and severity of any adverse effects or complications;
° limitations or warnings contained in the labeling approved by regulatory authorities;
° the timing of market introduction of our products and product candidates (upon

commercialization) as well as competitive products;

° the cost of treatment in relation to alternative treatments;

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

government authorities;

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

reimbursement by third-party payors and government authorities; and/or

° the effectiveness of our sales and marketing efforts.
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If any products that we commercialize fail to achieve market acceptance among physicians,
patients, hospitals, or others in the industry or if we fail to maintain good relationships with them, we will
not be able to generate significant revenue. Even if our products achieve market acceptance, we may not
be able to maintain that market acceptance over time if new products or technologies introduced are more

favorably received and more cost effective than our products.

If our distributors fail to expand or maintain their sales network, or if we fail to educate or manage our
distributors effectively, our sales may decline.

In the medical device industry, it is customary to rely on distributors for sale of medical devices to
hospitals. Consistent with the industry practice, since the acquisition of Achieva in March 2019, we sell
our neurointerventional procedural medical devices to third party distributors in China and overseas,
which then sell these devices to hospitals. We intend to continue engaging distributors to sell our products
and product candidates (upon commercialization) in the foreseeable future. However, we may not be able
to identify or engage a sufficient number of distributors with an extensive sales network. If our
distributors fail to expand or maintain their sales network, or otherwise encounter any difficulties in
selling our products, our sales will decline and our business, results of operations and prospects may be

materially and adversely affected.

In addition to ensuring that our reputation is associated with high quality products and responsive
services, our highly trained sales team works with our distributors to help them become more effective.
We also provide our distributors with technical support, including training in the basic technologies of
our products, participating in presentations to physicians and hospitals, and assisting in preparing
documents for contracts awarded through competitive biddings and tenders. Our distributors face a
learning process with respect to our products and product candidates, particularly for those newly
introduced to the market. We cannot assure you that our distributors will be able to gain the required
knowledge in order to market our products and product candidates (upon commercialization) effectively

in a timely manner or at all.

In addition, we have limited control to manage the activities of our distributors, who are
independent from us. We cannot assure that our distributors will not violate our distribution agreements
with them. Such violations may include, among other things, (i) failing to meet certain target sales
amounts; (ii) selling our products outside their designated distribution territories or to hospitals without
further authorization, possibly in violation of the exclusive distribution rights of our other distributors;
(iii) failing to comply with regulatory requirements when selling our products; (iv) failing to provide
proper training and other services to our end customers; (v) failing to adequately promote our products;
(vi) selling products that compete with ours; or (vii) violating applicable laws, including the
anti-corruption laws of China or other countries, in the marketing and sale of our products. Failure to
adequately manage our network of distributors, or non-compliance by distributors with our distribution
agreements could harm our corporate reputation and disrupt our sales. Our distributors may violate
applicable laws or otherwise engage in illegal practices, including improper payments to hospitals and
physicians, in relation to their sales and marketing of our products. In such cases, our financial condition

and results of operations could be materially adversely affected.
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The growth and success of our business depends on the performance of us and our distributors in
government-administered tender processes.

Our future growth and success significantly depend on our ability to successfully market our
products to hospitals and other medical institutions through our distributors. Hospitals and medical
institutions may organize public tenders either by themselves or through local governments. The
procedures of such public tenders vary from hospital to hospital and from region to region, and there
could be uncertainties with respect to the timing of such procedures. As a result, we are primarily
dependent on experienced local distributors to assist us during such procedures. However, we may not
always be able to locate a sufficient number of experienced local distributors to sell our products to

hospitals and other medical institutions.

Furthermore, even if we could locate a sufficient number of experienced distributors, our bids
during the public tender process may not be successful and our products may not be chosen for a number
of reasons, including where: (i) our prices are not competitive; (ii) our products fail to meet the technical
or quality requirements imposed by the hospitals or are less clinically effective than competing products;
(iii) our reputation is adversely affected by unforeseeable events; or (iv) our service quality or any other
aspect of our operation fails to meet the relevant requirements. If we fail in the tender process, we may
face difficulties in maintaining the existing level of sales of our products, and we may find it difficult to
sell our product candidates (upon commercialization) and our revenue may decline, materially adversely

affecting our results of operations and financial condition.

Our current revenue is generated from sales of a limited number of neurointerventional procedural

medical devices.

We only started to recognize revenue after our acquisition of Achieva in March 2019. During the
Track Record Period, the sales of five neurointerventional procedural medical devices, including Jasper®
Detachable Coil, Presgo® Detachable Coil, Presgo® Micro Guidewire, Presgo® Micro Catheter and
Jasper® Power Supply, contributed to all of our revenue. Prior to our successful commercialization of our
TAVR devices, we expect to continue to derive all of our revenue from sales of neurointerventional
procedural medical devices in the near future. Continued market acceptance and demand for these
neurointerventional procedural medical devices are thus critical to our revenue. If we are unable to
manufacture or sell these products due to commercial, regulatory, intellectual property or any other
reasons, or if demand for these products is reduced due to the ever increasing competition or advances in
alternative treatments or products, our revenue would significantly decline.

We have relatively limited experience in sales and marketing activities, and we may not be able to build,
expand or integrate our in-house sales and marketing force successfully.

Our ability to successfully market our products or product candidates (after obtaining the
approval) may involve more inherent risks, take longer and cost more than it would if we were a company
with sufficient experience launching such products and product candidates. For the transcatheter valve
therapeutic business unit, we had no product approved for commercialization. For the
neurointerventional business unit, many of our products were approved for commercialization by the
NMPA in or after 2016. Therefore, we have relatively limited experience in commercializing such

products.
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In China, which is expected to be our major target market, each of our sales and marketing teams is
divided into two sub-teams for the sales and marketing of transcatheter valve therapeutic products and
neurointerventional procedural products. The sales and marketing sub-teams have separate
responsibilities but collaborate together. We intend to continue integrating our business functions, in
particular the integration of the marketing forces of the aforementioned two sub-teams for promoting our
comprehensive product offerings to the market. However, such integration process may take longer than
expected, and our sales could decline if we fail to integrate our sales and marketing teams in an effective
and efficient manner.

The success of our sales and marketing efforts also depends on our ability to attract, motivate and
retain qualified and professional employees in our sales and marketing team who have, among other
things, the sufficient expertise in the valvular heart diseases and neurovascular diseases areas and are able
to communicate effectively with medical professionals. Furthermore, since we expect to launch new
products in both the transcatheter valve therapeutic and neurointerventional domains, including
TaurusOne® and TaurusElite in the near future, we expect to hire additional employees with relevant
medical device experience and knowledge to support our sales and marketing efforts. However,
competition for experienced sales and marketing personnel is intense. If we are unable to attract, motivate
and retain a sufficient number of qualified sales and marketing personnel to support our business, our
business and results of operations may be negatively affected.

Downward changes in the pricing of our products may have a material adverse effect on our business
and results of operations.

We generally price our products and product candidates (upon commercialization) by taking into
consideration a variety of factors, including pricing guidance set by the government authorities,
bargaining power and preferences of hospitals, prices of similar products offered by our competitors, our
operating costs and the continuous upgrades of existing products, among others, and some of which are
beyond our control:

. If the PRC government issues pricing guidance for our products and product candidates
(upon commercialization), it may negatively affect the price at which we can sell our
products and therefore have a material adverse effect on our business and results of
operations. We may also face downward pricing pressure if our products are included in the
medical insurance reimbursement list, even if such inclusion in the medical insurance
reimbursement list is expected to increase the sales volume of our products.

. Also, when setting the prices for our products, hospitals may gain more bargaining power
depending on the availability of alternative products, demands of patients and the
preferences of physicians. If hospitals seek to lower retail prices of our products and
therefore reduce the profitability of our distributors, our distributors may have less incentive
to purchase and promote our products, and we may need to lower the order price we set for
our distributors.

. Furthermore, along with our increasing efforts to promote our product candidates,
particularly our TAVR product candidates, as well as our competitors’ continuous
development of these product candidates, awareness of these products is expected to
increase. More competing products may become available, which will offer alternatives for
hospitals and patients to choose.
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. In addition, with the development of technologies and increasing competition in the
industry, we may experience reduced pricing from our existing products, particularly along
with the launch of new products that can replace or further improve the safety and efficacy
profile of our existing products, while the manufacturing and material costs may remain
constant or increase. If we are unable to successfully introduce more advanced and/or more
profitable new products to the market, or if we fail to effectively control our operating and
manufacturing costs, our business, financial condition and results of operations could be

materially and adversely affected.
Risks Relating to Extensive Government Regulations
The regulatory approval processes are lengthy, time-consuming and inherently unpredictable.

We are subject to extensive government regulations for all material aspects of our operations. For
example, we are required to obtain and renew registrations and licenses with the NMPA for the
commercialization and manufacturing of our products, as well as with competent regulatory authorities in
other jurisdictions where we sell our products. The regulatory approval processes are generally lengthy
and time-consuming.

We currently market and intend to continue to market a substantial portion of our products in China
in the foreseeable future. We are required to obtain the NMPA or the local counterparts approval before
we can market our products in China. Significant time, effort and expense are required to bring our
products to market in compliance with the regulatory process, and we cannot assure you that any of our
products will be approved for sale. In addition, as the PRC government has been increasing the level of
regulatory control over the medical device industry in recent years, the regulatory approval process tends
to take a longer time to complete than before. We are also required to report any serious or potentially
serious incidents involving our products to the NMPA or the local counterparts. Even if regulatory
approval or clearance of our products is granted, the approval or clearance could limit the uses for which
our products may be labeled and promoted, which may in turn limit the market for our products. Any
failure to obtain, or delay in obtaining, regulatory approvals or clearances or to renew registrations for
our products could prevent us from successfully marketing our products, which could materially and
adversely affect our business, financial condition and results of operation.

Furthermore, results of the regulatory approval process are unpredictable. We could fail to receive
regulatory approval for product candidates for many reasons, including: (i) failing to begin or complete
clinical trials; (ii) failing to demonstrate that a product candidate is safe and effective; (iii) failing to
deliver clinical trial results to meet the level of statistical significance required for approval; (iv)
encountering data integrity issues related to our clinical trials; (v) encountering government authority’s
disagreement with our interpretation of data from pre-clinical studies or clinical trials; and (vi) failing to
conduct a clinical trial in accordance with regulatory requirements or our clinical trial protocols, among
other factors. The NMPA or a comparable regulatory authority may require more information, including
additional pre-clinical or clinical data, to support approval, which may delay or prevent approval and our
commercialization plans, or we may decide to abandon the development program. In addition, before
selling our products in international markets, we are required to obtain various governmental approvals in
the relevant jurisdictions. Foreign regulations may vary from jurisdiction to jurisdiction and may be
different from PRC regulations and NMPA requirements. For example, certain jurisdictions such as
Europe may have more stringent requirements on clinical trials and clinical data than those of NMPA. We
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cannot assure you that we will be able to meet regulatory requirements of different jurisdictions or that
our products will be approved for sale in those jurisdictions. Additional time, effort and expense may be
required to bring our products to the international markets in compliance with different regulatory
processes. Any failure to obtain, or delay in obtaining, regulatory approvals or clearances or to renew
registrations for our products could prevent us from successfully marketing our products in the
international markets.

Our failure to comply with applicable regulatory requirements could result in governmental
agencies taking actions in the relevant jurisdictions, including imposing fines and penalties on us,
preventing us from manufacturing or selling our products, bringing criminal charges against us, delaying
the introduction of our new products into the market, recalling or seizing our products, and/or
withdrawing or denying approvals or clearances for our products. We could also be subject to civil
liabilities if we fail to comply with applicable regulatory requirements. If any or all of the foregoing were
to occur, we may not be able to meet the demands of hospitals and physicians which use our products and
they may cancel orders or purchase products from our competitors.

Undesirable adverse events related to our products and product candidates could subject us to
regulatory disciplines and other liabilities.

Some of our products and product candidates are still considered as emerging and relatively novel
therapeutics, such as our TAVR, TMVR and TTVR medical devices. Undesirable side effects caused by
our approved products or product candidates could (i) cause us or regulatory authorities to interrupt,
delay or halt clinical trials; (ii) affect patient recruitment or the ability of enrolled patients to complete
the trial; (iii) adversely impact our ability to obtain regulatory approval in China and other jurisdictions
where we may seek to commercialize our products, and/or (iv) subject us to product liability claims as
well as substantial liabilities.

By their nature, clinical trials only assess a sample of the potential patient population. Side effects
may only be uncovered when a significantly larger number of patients is exposed to the products. If our
product candidates receive regulatory approval, and undesirable side effects caused by such product
candidates are identified after such approval, a number of potentially significant negative consequences
could follow, including, among others:

° regulatory authorities may withdraw or limit their approval of our products candidates;

° we may be required to change the way our products are distributed or administered, conduct
additional clinical trials, change the labeling or add additional warnings on the labelling of
such products;

° we may be required to develop risk evaluation and mitigation measures for the products, or
if risk evaluation and mitigation measures are already in place, to incorporate additional
requirements under the risk evaluation and mitigation measures;

° we may be subject to regulatory investigations and government enforcement actions;

° we may be required to suspend marketing or remove relevant products from the
marketplace;

° a severe decrease in the demand for, and sales of, the relevant products;
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° we could be sued and held liable for injury caused to individuals using our products; and
° our reputation may suffer.

Any of these events could prevent us from achieving or maintaining market acceptance of the
particular products, and could harm our reputation, business, financial condition and prospects
significantly.

We may not be able to maintain or renew all the permits, licenses and certificates required for our
production.

Companies manufacturing medical devices in China are required to obtain permits and licenses
issued by various government authorities, including but not limited to the medical device production
permit (B&BELE L FE FF T #5) and the medical device operation permit (% ik 48 FF vl #5) if such
manufacturing companies store and sell medical devices in places other than their domiciles and the
places of production of medical devices. Please refer to the paragraphs headed “Regulatory
Overview—Laws and Regulations Relating to Medical Devices—Production Permit of Medical Devices”
and “Regulatory Overview—Permit for Medical Device Operation” in this prospectus for details. Such
permits, licenses and certificates are subject to periodic reviews and renewals by the relevant government
authorities, and the standards of such reviews and renewals may change from time to time. There can be
no assurance that the relevant authorities will approve our applications or renewal applications in the
future. Any failure by us to obtain the necessary permits, licenses and certificates, or procure such
renewals and otherwise maintain all the licenses, permits and certificates required for our business at any
time could disrupt our business, which could have a material adverse effect on our business, financial
condition and operating results. If, as a result of any change in the interpretation or implementation of
existing laws and regulations or the implementation of new laws and regulations, we are required to
obtain additional licenses, permits or certificates for our production of products and product candidates,
we cannot assure you that we will be successful in obtaining these licenses, permits or certificates in a
timely manner or at all.

We may not be able to comply with ongoing regulatory obligations which may result in withdrawal of
approvals for our products.

Even after our products are approved, they will be subject to ongoing regulatory requirements with
respect to manufacturing, labeling, packaging, storage, advertising, promotion, sampling,
record-keeping, conduct of post-market studies, submission of safety, efficacy, and other post-market
information, and other requirements of regulatory authorities in China and other applicable jurisdictions
where the product candidates are approved. For example, manufacturers and manufacturers’ facilities are
required to comply with extensive regulatory requirements from the NMPA and/or other comparable
authorities. As such, we are and will be subject to continual review and inspections by the regulators in
order to assess our compliance with applicable laws and requirements and adherence to commitments we
made in any application materials with the NMPA or other authorities.

The NMPA or comparable regulatory authorities may seek to impose a consent decree or withdraw
marketing approval if we fail to maintain compliance with these ongoing regulatory requirements or if
problems occur after the product reaches the market. Later discovery of previously unknown problems
with our products or product candidates or with our manufacturing processes may result in revisions to
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the approved labeling or requirements to add new safety information; imposition of post-market studies
or clinical studies to assess new safety risks; or imposition of distribution restrictions or other
restrictions. Other potential consequences include, among other things:

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

° fines, warning letters, or holds on clinical trials;

° refusal by the NMPA or comparable regulatory authorities to approve pending applications
or supplements to approved applications filed by us or suspension or revocation of license
approvals or withdrawal of approvals;

° product seizure or detention, or refusal to permit the import or export of our products and
product candidates; and/or

° injunctions or the imposition of civil or criminal penalties.

We cannot predict the likelihood, nature or extent of governmental policies or regulations that may
arise from future legislation or administrative actions in China or abroad, where the regulatory
environment is constantly evolving. If we are slow or unable to adapt to changes in existing requirements
or the adoption of new requirements or policies, or if we are unable to maintain regulatory compliance,
we may lose any regulatory approval that we have obtained and we may not achieve or sustain
profitability.

Changes in regulatory requirements may adversely affect our business.

In China and some other jurisdictions, a number of legislative and regulatory changes and
proposed changes regarding healthcare could prevent or delay regulatory approval of our product
candidates, restrict or regulate post-approval activities and affect our ability to profitably sell our
products and any product candidates for which we obtain regulatory approval. In recent years, there have
been and will likely continue to be efforts to enact administrative or legislative changes to healthcare laws
and policies, including measures which may result in more rigorous coverage criteria and downward
pressure on the price that we receive for any approved product. The implementation of cost containment
measures or other healthcare reforms may prevent us from being able to commercialize our products and
generate revenue.

We cannot be sure whether additional legislative changes will be enacted, or whether NMPA
regulations, guidance or interpretations will be changed, or what the impact of such changes on the
regulatory approvals of our product candidates, if any, may be. For example, on June 25, 2018, a revised
draft amendment to the Regulations on the Supervision and Administration of Medical Devices ({ % ##5
B B PG I IE 56 (R 26 HA) )) (the “Draft Amendment to Medical Device Regulations”)
was published by the Ministry of Justice for public comments. As a medical device company, if the Draft
Amendment to Medical Device Regulations is passed, the requirements of clinical trial, sales and
regulation would be changed. The impact of these more specific requirements and whether it will
adversely affect the registration of our products with NMPA is yet to be observed. Further, on July 19,
2019, the General Office of the State Council issued the Notice on Printing and Distributing the Reform
Plan for the Management of High-value Medical Consumables (< [# 7 EN %% (76 25 5 (B 58 I FEAF B8 07 %80 19
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#H1)), which encourages local governments to adopt the “Two Invoice System” on a case-by-case basis
in order to reduce the circulation of high-value medical consumables and promote the transparency of
purchase and sales. Please refer to the paragraphs headed “Regulatory Overview—Laws and Regulations
Relating to Medical Devices—Two Invoice System” in this prospectus for more details.

If our products are not covered in the medical insurance reimbursement list, our sales may decline or
not achieve our expected levels.

Our ability to sell our products depends to a certain extent on the availability of governmental and
private health insurance in China. For example, the TAVR procedure is reimbursable in certain countries,
such as the U.S. As of the Latest Practicable Date, practice varies among provinces in the PRC for the
reimbursement of TAVR procedures. China has a complex medical insurance system that is currently
undergoing reform. Governmental insurance coverage or the reimbursement rates in China for treatments
using new medical devices such as our products and product candidates are subject to uncertainty and
vary from region to region, as local government approvals for such coverage must be obtained in each
geographic region. In addition, the PRC government may change, reduce or eliminate the governmental
insurance coverage currently available for treatments using our products. Please refer to the paragraphs
headed “Regulatory Overview—Laws and Regulations Relating to Medical Devices—National Medical
Insurance Program” in this prospectus for more details.

We cannot assure you that our products and product candidates (upon commercialization) will be
included in the medical insurance reimbursement list at all times, if at all. To the extent that our products
are not included in the medical insurance reimbursement list or if any such insurance schemes are
changed or canceled which result in any removal of our products from medical insurance catalogue, our
sales may be adversely impacted or not able to achieve our expected levels, which may lead to a material
and adverse effect on our business, results of operations and financial condition.

Risks Relating to Manufacture and Supply of Our Products

The manufacture of our products is highly complex and subject to strict quality controls. Our business
could suffer if our products and product candidates are not produced in compliance with all the
applicable quality standards.

The manufacture of many of our products is highly complex and subject to strict quality controls.
We have established a quality control and assurance system and adopted standardized operating
procedures in order to prevent quality issues with respect to our products and operation processes. For
further details of our quality control and assurance system, please refer to the paragraphs headed
“Business—Quality Control” in this prospectus. Despite our quality control and assurance system and
procedures, we cannot eliminate the risk of product defects or failure. Problems can arise during the
manufacturing process for a number of reasons, including equipment malfunction, failure to follow
protocols and procedures, defects or other issues in raw material, or human error. Furthermore, if
contaminants are discovered in our products or product candidates or in our manufacturing facilities, we
may need to close our manufacturing facilities for an extended period of time to investigate and remedy
the contamination. Furthermore, failures and other issues relating to the manufacture of our products or
product candidates could occur in the future. Disruptions can also occur during the implementation of
new equipment and systems to replace aging equipment, as well as during production line transfers and
expansions.
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Failure of our products and product candidates to meet the requirements of the NMPA or other
applicable regulatory bodies or our internal quality standard could result in patient injury or death,
product recalls, safety alerts or withdrawals, license revocation or regulatory fines, product liabilities
claims or other negative effects that could seriously harm our reputation, business and results of
operations.

We mainly rely on our production facilities in Suzhou and Shanghai for the manufacturing of our
products and product candidates; any disruptions to the operation of our production facilities could
materially adversely affect our business, financial condition and results of operations.

We manufacture, assemble and test our products at our two production facilities, one on our
self-owned properties in Suzhou, Jiangsu province and another located in our leased properties in
Shanghai. During the Track Record Period, Jasper® Detachable Coil, Presgo® Detachable Coil, Presgo®
Micro Guidewire, Presgo® Micro Catheter and Jasper® Power Supply were manufactured in our Shanghai
production facility. The operation of our production facilities may be substantially interrupted due to a
number of factors, many of which are outside of our control, including but not limited to fires, floods,
earthquakes, power outages, fuel shortages, mechanical breakdowns, terrorist attacks and wars, loss of
licenses, certifications and permits, changes in governmental planning for the land underlying these
facilities, and regulatory changes.

If the operation of any of our production facilities is substantially disrupted, we may not be able to
replace the equipment at such facilities, or use a different facility to continue production in a timely and
cost-effective manner. As a result, we may fail to fulfill contract obligations or meet market demand for
our products, and our business, revenue and profitability could be materially adversely affected.

We may be exposed to potential product liability claims and product recalls, and our insurance
coverage may be inadequate to protect us from all the liabilities we may incur.

Our current products and product candidates are classified as Class II and Class III medical
devices. Such classifications represent a high risk to the human body and requires a high level of
supervision to ensure safety and effectiveness. We may be subject to product liability claims if our
products have quality issues, including latent defects that can only be identified at a later stage. Complex
medical devices, such as our transcatheter valve therapeutics medical devices and neurointerventional
procedural medical devices, may sometimes experience problems resulting from the use of the products,
including the way physicians use such products, which could require review and corrective action by the
manufacturer. Component failures, manufacturing errors or design defects could result in danger or
injuries to patients. Any serious failures or defects could cause us to withdraw or recall products, and
subject us to product liability litigation. The occurrence of any market withdrawals or product recalls of
our products may damage our brand name and may have a material adverse effect on our business,
financial condition, results of operations and prospects. During the Track Record Period and up to the
Latest Practicable Date, we had not experienced any material customer complaint or product return from
customers. In December 2019, we implemented a class III recall in respect of one production batch of our
Presgo® Detachable Coils (324 units in total, among which 144 units were sold to our distributors by the
time of the recall). Based on the Measures for the Administration of Medical Device Recalls ({ B %5 il
B EEFIED)), a class 111 recall refers to a recall of medical devices made in a situation where the
circumstances leading to the recall are not likely to cause harm. The direct economic losses we suffered
from this recall were immaterial. For details, please refer to the paragraphs headed “Business—Product
Warranty, Return, Recall and Exchanges” in this prospectus. Except for this recall, we had not
experienced any other product recall during the Track Record Period and up to the Latest Practicable
Date.
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We have not purchased product liability insurance. If a product liability claim or a series of claims
is brought against us and we are ultimately held liable for such claim or series of claims, our reputation,

business, results of operations or financial condition will be materially and adversely affected.

If we fail to increase our production capacity as planned, our business prospects could be materially
and adversely affected.

To increase our production capacity in anticipation of our commercialization of a few product
candidates (after obtaining the approval), we plan to expand our manufacturing capacity in our Suzhou
production facility. Changes in the manufacturing process or procedure, including a change in the
location where the product is manufactured, require prior review by regulatory authorities and/or
approval of the manufacturing process and procedures in accordance with applicable requirements. As of
the Latest Practicable Date, we had obtained the production permit to manufacture the Yibida® Guiding
Catheter in our Suzhou production facility. We plan to move the majority of our manufacturing to the
Suzhou facility as we are applying for the medical device production permit for Jasper® Detachable Coil,
Presgo® Micro Guidewire and Presgo® Micro Catheter. Once our application is approved, our Suzhou
facility will become our principal manufacturing facility while our Shanghai facility will continue its
operation. We may need to demonstrate that the products manufactured at the new facility are equivalent
to the products manufactured at the former facility by physical and chemical methods. Regulatory
authorities may also require clinical testing as a way to prove equivalency, which would result in
additional costs and time. As a result, we may experience delays in obtaining the medical device

production permit, or in the worst case scenario, we may fail to obtain such license.

Other than the risks relating to application of requisite licenses and permits, we could also face
other risks in implementing our expansion plan, including construction delays, failure to adopt new
manufacturing techniques, implement effective quality control, or recruit a sufficient number of qualified
staff to support the increase in production capacity. Given the complexity of our products and product
candidates, competition for qualified manufacturing staff is intense. New manufacturing staff are
generally required to undergo approximately three months of training before they can commence work on
our production lines. There can be no assurance that we will be able to increase our overall production
capacity, develop advanced manufacturing techniques, process controls in the manner we contemplate or
recruit a sufficient number of qualified manufacturing staff, or at all. In the event we fail to increase our
production capacity, we may not be able to capture the expected growth in demand for our products, or to
successfully commercialize new products, each of which could materially and adversely affect our
business prospects. Moreover, our plans to increase our production capacity require significant capital
investment, and the actual costs of our expansion plan may exceed our original estimates, which could
materially and adversely affect the realization of expected return on our expenditures.

There can be no assurance that our existing and future production facilities will produce products
in sufficient volumes in the event of any significant change in market demand. In such event, we may not
be able to find external subcontractors to help produce our products, and even if we could engage third
parties to produce a portion of such products, we would be exposed to the risks of increased pricing for
our sub-contracted production and that the third parties may not manufacture products meeting our
specifications or in sufficient volumes to meet market demand. As a result, our sales volumes and margins
for the relevant products could be materially and adversely affected, and we could be subject to liabilities
if such third parties deliver products and product candidates with latent defects.

— 53 -



RISK FACTORS

We rely on a limited number of suppliers, and may not be able to secure a stable supply of qualified raw
materials at all times or at all.

We rely on a limited number of third-party suppliers to supply key raw materials used in the
research, development and manufacturing of our approved products and product candidates. Although we
believe that we have stable relationships with our existing suppliers, we cannot assure you that we will be
able to secure a stable supply of qualified raw materials at all times going forward. Particularly, we
purchased bovine pericardium, one of the principal raw materials, mainly from two suppliers in Australia
and New Zealand during the Track Record Period. The number of suppliers for bovine pericardium is
limited due to the strict quality requirements. Such suppliers are subject to various regulations and are
required to obtain and maintain various qualifications, government licenses and approvals. Particularly, a
five-year supply agreement with one of our suppliers for bovine pericardium will expire in December
2020. We cannot assure you that we will be able to renew such agreement upon expiration, or identify an
alternative qualified supplier. Further, the custom clearance procedures for importing raw materials
including bovine pericardium could be lengthy and thus could adversely affect the timely supply of such
raw materials. If any of these suppliers loses its qualification or eligibility for a variety of reasons
including its failure to comply with regulatory requirements, or if we encounter lengthy custom clearance
procedures to import certain of our raw materials, we may experience delays in the supply of our raw
materials and interruption in our manufacturing process.

General economic conditions could also adversely affect the financial viability of our suppliers,
resulting in their inability to provide materials and components used in the manufacture of our products.
Furthermore, some of our suppliers are located outside China, therefore trade or regulatory embargoes
imposed by foreign countries or China could result in delays or shortages of our raw materials that could
harm our business. If we are unable to identify alternative materials or suppliers and secure approval for
their use in a timely manner, our business could be harmed. Any change in suppliers could require
significant effort or investment in circumstances where the items supplied are integral to product
performance or incorporate unique technology, and the loss of any existing supply contract could have a
material adverse effect on us.

An increase in the market price of our raw materials and components may adversely affect our
profitability.

Our production processes require substantial amounts of raw materials and components. Some raw
materials and components may be susceptible to fluctuations in price and availability. Significant
fluctuations in raw material and component prices and availability will have a direct and negative impact
on our gross margins. One of our principal raw materials is bovine pericardium that we procure from
third-party suppliers. During the Track Record Period, the bovine pericardium was generally available
and sufficient for our demands, and the price of bovine pericardium from our suppliers was generally
stable. However, we cannot assure you that this will continue to be the case in the future. The prices of
bovine pericardium or other raw materials may be affected by a number of factors, including market
supply and demand, the PRC or international environmental and regulatory requirements, natural
disasters such as fires, outbreak of epidemics or diseases such as bovine spongiform encephalopathy and
the PRC and global economic conditions. A significant increase in the costs of raw materials may
increase our cost of sales and negatively affect our profit margins and, more generally, our business,
financial conditions, results of operation and prospects.
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Failure to manage our inventory effectively would materially and adversely affect our financial
condition, results of operations and cash flows.

To operate our business successfully and meet our customers’ demands and expectations, we must
manage our inventory for our products effectively to ensure immediate delivery when required. Our
inventory consists of raw materials, work in progress and finished goods. We regularly monitor our
inventory to reduce the risk of overstocking. We physically count all of our raw materials, work in
progress and finished goods on a monthly basis to identify products that are damaged, expired to
soon-to-be expired. As our inventories are subject to impairment if their net realizable value falls before
we sell them, a high inventory level would subject us to significant risk of impairment if there is a
significant decrease in the net realizable value of our raw materials, work in progress, or finished goods
within a short period of time. Any unexpected change in circumstances, such as a shift in market demand,
decline in selling price, or default by or loss of a customer, could materially and adversely affect the net
realizable value of our inventories.

Furthermore, as we will not be able to recoup our cash paid for raw materials during the production
process until the finished products are sold to customers and the purchase price is settled, our business is
subject to significant working capital requirements given the high inventory level and inventory turnover
days. Please refer to the paragraphs headed “Business—Inventory Management” in this prospectus. We
cannot assure you that these measures will be effective and our inventory level will not increase in the
future. If our inventory level increases in the future, our financial condition and cash flow could be
materially and adversely affected.

Risks Relating to Our Intellectual Property Rights

If we are unable to obtain and maintain patent protection for our products and product candidates
through intellectual property rights, or if the scope of such intellectual property rights obtained is not
sufficiently broad, third parties may compete directly against us.

Our success depends in large part on our ability to protect our proprietary technology, products and
product candidates from competition by obtaining, maintaining and enforcing our intellectual property
rights, including patent rights. We seek to protect the technology, products and product candidates that
we consider commercially important by filing patent applications in the PRC, the United States and other
countries, relying on trade secrets or medical regulatory protection or employing a combination of these
methods. This process is expensive and time-consuming, and we may not be able to file and prosecute all
necessary or desirable patent applications at a reasonable cost or in a timely manner. We may also fail to
identify patentable aspects of our research and development output before it is too late to obtain patent
protection. As a result, we may not be able to prevent competitors from developing and commercializing
competitive products in all such fields and territories.

Patents may be invalidated and patent applications may not be granted for a number of reasons,
including known or unknown prior deficiencies in the patent application or the lack of novelty of the
underlying invention or technology. We may also fail to identify patentable aspects of our research and
development output in time to obtain patent protection. In addition, publications of discoveries in the
scientific literature often lag behind the actual discoveries. For instance, in China and other jurisdictions,
patent applications for inventions are typically not published until 18 months after filing, or in some
cases, not at all. Under the Patent Law of the PRC ({*#E AN RILANE HF]%)) (the “Patent Law”)
promulgated by the Standing Committee of the National People’s Congress, as amended, patent
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applications for inventions are generally maintained in confidence until their publication at the end of 18
months from the filing date. The publication of discoveries in the scientific or patent literature frequently
occurs substantially later than the date on which the underlying discoveries were made and the date on
which patent applications were filed. Therefore, we cannot be certain that we were the first to make the
inventions claimed in our patents or pending patent applications or that we were the first to file for patent
protection of such inventions.

Furthermore, the PRC and, recently, the United States have adopted the “first-to-file” system under
which whoever first files a patent application will be awarded the patent if all other patentability
requirements are met. Under the first-to-file system, even after reasonable investigation we may be
unable to determine with certainty whether any of our products, processes, technologies, inventions,
improvement and other related matters have infringed upon the intellectual property rights of others,
because such third party may have filed a patent application without our knowledge while we are still
developing that product, and the term of patent protection starts from the date the patent was filed, instead
of the date it was issued. Therefore, the validity of issued patents, patentability of pending patent
applications and applicability of any of them to our programs may be lower in priority than third-party
patents issued on a later date if the application for such patents was filed prior to ours and the
technologies underlying such patents are the same or substantially similar to ours. In addition, we may be
involved in claims and disputes of intellectual property infringement in other jurisdictions (for example,
in the United States). In addition, under PRC patent law, any organization or individual that applies for a
patent in a foreign country for an invention or utility model accomplished in China is required to report to
the CNIPA, for confidentiality examination. Otherwise, if an application is later filed in China, the patent
right will not be granted.

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

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

Furthermore, although various extensions may be available, the life of a patent and the protection
it affords is limited. We may face competition for any approved product candidates even if we
successfully obtain patent protection once the patent life has expired for the product. The issued patents
and pending patent applications, if issued, for our products and product candidates are expected to expire
on various dates as described in the paragraph headed “Business—Intellectual Property Rights” in this
prospectus. Upon the expiration of our issued patents or patents that may issue from our pending patent
applications, we will not be able to assert such patent rights against potential competitors and our

business and results of operations may be adversely affected.

Given the amount of time required for the development, testing and regulatory review of new
product candidates, patents protecting such product candidates might expire before or shortly after such
product candidates are commercialized. As a result, our patents and patent applications may not provide
us with sufficient rights to exclude others from commercializing products similar or identical to ours.
Moreover, some of our patents and patent applications may in the future be co-owned with third parties.
If we are unable to obtain an exclusive license to any such third-party co-owners’ interest in such patents
or patent applications, such co-owners may be able to license their rights to other third parties, including
our competitors, and our competitors could market competing products and technology. In addition, we
may need the cooperation of any such co-owners of our patents in order to enforce such patents against
third parties, and such cooperation may not be provided to us. Any of the foregoing could have a material
adverse effect on our competitive position, business, financial conditions, results of operations and
prospects.

Failure to adequately protect our intellectual property rights may adversely affect our reputation and
disrupt our business.

Filing, prosecuting, maintaining and defending patents on products and product candidates in all
countries throughout the world could be prohibitively expensive for us, and our intellectual property
rights in some countries can have a different scope and strength from those in some other countries. In
addition, the laws of certain countries do not protect intellectual property rights to the same extent as the
laws of certain other countries do. Consequently, we may not be able to prevent third parties from
practicing our inventions in all countries, or from selling or importing medical products made using our
inventions in and into certain jurisdictions. Competitors may use our technologies in jurisdictions where
we have not obtained patent protection to develop their own products and further, may export otherwise
infringing products to certain jurisdictions where we have patent protection but where enforcement rights
are not as strong as those in certain other countries. These products may compete with our products and
product candidates and our patent rights or other intellectual property rights may not be effective or
adequate to prevent them from competing.
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Our success depends, in part, on our ability to protect our proprietary technologies. We have built
a comprehensive intellectual property portfolio in China and other overseas jurisdictions to protect our
technologies, inventions and know-how and ensure our future success with commercializing our
products. Please refer to the paragraphs headed “Business—Intellectual Property Rights” in this
prospectus for more details. Due to the different regulatory bodies and varying requirements in these
jurisdictions, we cannot assure you that we will be able to obtain patent protection for all or any aspects
of our products in all or any of these jurisdictions. The process of seeking patent protection can be
lengthy and expensive, and we cannot assure you that our patent applications will result in patents being
issued, or that our existing or future issued patents will be sufficient to provide us with meaningful
protection or commercial advantage. We cannot assure you that our current or potential competitors,
many of which have substantial resources and have made substantial investments in competing
technologies, do not have, and will not obtain, patents that will prevent, limit or interfere with our ability
to make, use or sell our products in either China or other countries. In addition, if we are unsuccessful in
obtaining trademark protection for our primary brands, we may be required to change our brand names,
which could materially adversely affect our business. Moreover, as our products mature, our reliance on
our trademarks to differentiate us from our competitors will increase, and as a result, if we are unable to
prevent third parties from adopting, registering or using trademarks and trade dress that infringe, dilute or
otherwise violate our trademark rights, our business could be materially adversely affected.

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

We may become involved in lawsuits to protect or enforce our intellectual property, which could be
expensive, time consuming and unsuccessful. Our patent rights relating to our products and product
candidates could be found invalid or unenforceable if being challenged in court or before the CNIPA
or courts or related intellectual property agencies in other jurisdictions.

Competitors may infringe our patent rights or misappropriate or otherwise violate our intellectual
property rights. To counter infringement or unauthorized use, litigation may be necessary in the future to
enforce or defend our intellectual property rights, to protect our trade secrets or to determine the validity
and scope of our own intellectual property rights or the proprietary rights of others. This can be expensive
and time consuming. Any claims that we assert against perceived infringers could also provoke these
parties to assert counterclaims against us alleging that we infringe their intellectual property rights. Many
of our current and potential competitors have the ability to dedicate substantially greater resources to
enforce and/or defend their intellectual property rights than we can. Accordingly, despite our efforts, we
may not be able to prevent third parties from infringing upon or misappropriating our intellectual
property. An adverse result in any litigation proceeding could put our patents, as well as any patents that
may issue in the future from our pending patent applications, at risk of being invalidated, held
unenforceable or interpreted narrowly. Furthermore, because of the substantial amount of discovery
required in connection with intellectual property litigation, some of our confidential information could be
compromised by disclosure during this type of litigation.

Defendant counterclaims alleging invalidity or unenforceability are commonplace, a third party
can assert invalidity or unenforceability of a patent on numerous grounds. Third parties may also raise
similar claims before administrative bodies in China or abroad, even outside the context of litigation.
Such proceedings could result in revocation or amendment to our patents in such a way that they no
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longer cover and protect our products or product candidates. The outcome following legal assertions of
invalidity and unenforceability is unpredictable. With respect to the validity of our patents, for example,
we, our patent counsel, and the patent examiner could be unaware of invalidating prior art during
prosecution. If a defendant were to prevail on a legal assertion of invalidity and/or unenforceability, we
would lose at least part, and perhaps all, of the patent protection on our products or product candidates.

Such a loss of patent protection could have a material adverse impact on our business.

If third parties claim that we infringe upon their intellectual property rights, we may incur liabilities
and financial penalties and may have to redesign or discontinue selling the affected product.

The medical device industry is litigious with respect to patents and other intellectual property
rights. Companies operating in our industry routinely seek patent protection for their product designs,
and many of our principal competitors have large patent portfolios. Companies in the medical device
industry have used intellectual property litigation to gain a competitive advantage. Whether a product
infringes a patent involves an analysis of complex legal and factual issues, the determination of which is
often uncertain. We face the risk of claims that we have infringed on third parties’ intellectual property
rights in the countries where we operate, principally China. In addition, a number of our employees have
previously worked for one or more of our competitors. There can be no assurance that such employees
have not used, or will not use in the future, their previous employers’ proprietary know-how or trade
secrets in their work for us, which could result in litigation against us. Prior to developing major new
products, we evaluate existing intellectual property rights. However, our competitors may also have filed
for patent protection which is not as yet a matter of public knowledge or claim trademark rights that have
not been revealed through our searches of relevant public records. Our efforts to identify and avoid
infringing on third parties’ intellectual property rights may not always be successful. Any claims of

patent or other intellectual property infringement, even those without merit, could:

° be expensive and time consuming to defend;

° result in us being required to pay significant damages to third parties;

° cause us to cease making or selling products that incorporate the challenged intellectual
property;

° require us to redesign, reengineer or rebrand our products, if feasible;

° require us to enter into royalty or licensing agreements in order to obtain the right to use a

third party’s intellectual property, which agreements may not be available on terms

acceptable to us or at all;

° divert the attention of our management; or

° result in hospitals and physicians terminating, deferring or limiting their purchase of the

affected products until resolution of the litigation.

In addition, new patents obtained by our competitors could threaten a product’s continued life in
the market even after it has already been introduced.
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Obtaining and maintaining our patent protection depends on compliance with various procedural,
document submission, fee payment, and other requirements imposed by governmental patent agencies,
and our patent protection could be reduced or eliminated for non-compliance with these requirements.

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

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

Depending on decisions by the NPC and the CNIPA, the laws and regulations governing patents
could change in unpredictable ways that would weaken our ability to obtain new patents or to enforce our
existing patents and patents that we might obtain in the future. The United States has enacted and is
currently implementing wide-ranging patent reform legislation. Recent U.S. Supreme Court rulings have
narrowed the scope of patent protection available in certain circumstances and weakened the rights of
patent owners in certain situations. There could be similar changes in the laws of other jurisdictions that
may impact the value of our patent rights or our other intellectual property rights. In addition to
increasing uncertainty with regard to our ability to obtain patents in the future, this combination of events
has created uncertainty with respect to the value of patents once obtained, if any.

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

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

In addition, while we typically require our employees, consultants and contractors involved in the
development of intellectual property to execute agreements assigning such intellectual property to us, we
may be unsuccessful in executing such an agreement with each party who in fact develops intellectual
property that we regard as our own, which may result in claims by or against us related to the ownership
of such intellectual property. If we fail in prosecuting or defending any such claims, in addition to paying
monetary damages, we may lose valuable intellectual property rights. Even if we are successful in
prosecuting or defending against such claims, litigation could result in substantial costs and be a
distraction to our management and scientific personnel.

RISKS RELATING TO OUR OPERATIONS

Our business, results of operations and financial position could be adversely affected by the outbreak
of COVID-19

There has been an outbreak of an infectious disease (“COVID-19”) caused by a novel coronavirus.
The first patient of COVID-19 was identified in Wuhan, Hubei province in late 2019, but as of the Latest
Practicable Date, there has yet to be any concrete evidence as to the origin of the coronavirus. The disease
quickly spread within the PRC and globally, and the affected cases and death tolls continued to increase.
The World Health Organization (the “WHO”) declared the outbreak a Public Health Emergency of
International Concern on January 30, 2020, and on March 11, 2020, amid the escalating situation, the
WHO further characterized COVID-19 as a global pandemic.

The outbreak, which has already resulted in a high number of fatalities, is likely to have an adverse
impact on the livelihood of the people in and the economy of China, particularly Wuhan city and Hubei
province. Although we do not have business operations in Hubei province, our business operation has also
been, and may continue to be, negatively affected by the outbreak. For example, many hospitals in China
allocated significant resources to contain COVID-19, and patients suffering from other diseases generally
avoided going to hospitals in order to prevent being infected. As a result, many neurointerventional
procedures were delayed or cancelled, and the demand for our neurointerventional procedural medical
devices decreased. In addition, the production volume of our commercialized products decreased because
as required by the competent authorities, we delayed the resumption of operation of our production
facilities after the Chinese New Year, and the patient enrollment for the ongoing clinical trials for
TaurusElite and Shenyi® Stent Retriever is also expected to be delayed because of the outbreak. Please
refer to the paragraphs headed “Summary— Recent Developments and No Material Adverse Change” for
a more detailed discussion of the relevant impact on us. In addition, we are uncertain as to when, or
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whether, the outbreak will be contained, and we also cannot predict if the impact will be short-lived or
long-lasting. If the outbreak of the coronavirus is not effectively controlled the negative impact on our

business, results of operations and financial position may be even more material.

Our future success depends on our ability to retain key executives and to attract, hire, retain and
motivate other qualified and highly skilled personnel.

We are highly dependent on Dr. Zhang, our Chief Executive Officer, Mr. Kongrong Karl Pan, our
Chief Operating Officer, and other management members to help us successfully implement our business
strategies. We do not maintain key person insurance for our management members. If any of them leaves
us for any reason including starting their own business that competes with our business, our business,

results of operations and prospects may be materially and adversely affected.

The success of our business also relies on our ability to attract, hire, retain and motivate qualified
scientific, technical, clinical, manufacturing, and sales and marketing personnel, as well as other
consultants and advisers, including scientific and clinical advisers, who assist us in formulating our
development and commercialization strategies. Although we have entered into employment agreements
and consulting agreements with each of our employees, consultants and advisers, they may terminate
their agreements with us at any time. The loss of the services of any of them could impede the

achievement of our research, development and commercialization objectives.

Furthermore, replacing executive officers, key employees and consultants may be difficult and may
take an extended period of time because of the limited number of individuals in our industry with the
breadth of skills and experience required to successfully develop, gain regulatory approval of and
commercialize products. Competition to hire from this limited pool is intense, and we may face
difficulties for hiring and retaining talents and highly skilled personnel from time to time as our
competitors may offer more attractive salary package, higher positions and better training opportunities
to such talents. As a result, we may be unable to hire, train, retain or motivate these key personnel or
consultants on acceptable terms given the competition among numerous medical device companies for
similar personnel. We also experience competition for the hiring of research and development and clinical
personnel from universities and research institutions. Our consultants and advisers may be engaged by
our competitors and may have commitments under consulting or advisory contracts with other entities
that may limit their availability to us. If we are unable to continue to attract and retain high quality
personnel, our ability to pursue our growth strategy will be limited.

We have a limited operating history, which may make it difficult to evaluate our current business and

predict our future performance.

We are a development-stage medical device company with a relatively short operating history.
Specifically, the operations of our transcatheter valve therapeutics business to date have primarily been
focused on the pre-clinical studies and clinical trials of our TAVR product candidates, and we have not yet
obtained any regulatory approval for any such product candidates. We have limited experience in the
manufacturing, product registration, and sales and marketing in relation to such transcatheter valve
therapeutics product candidates, and have not generated any revenue from them. With respect to our

neurointerventional business, we are also still in early stages of their lifecycle.
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As aresult of our limited operating history, and particularly in light of the rapidly evolving nature
of our industry, it may make it difficult to evaluate our current business and reliably predict our future
performance. Our historical results of operations might not be indicative of our future performance, and
we may encounter unforeseen expenses, difficulties, complications, delays and other known and
unknown factors. If we cannot address these risks and difficulties successfully, our business and
prospects will suffer.

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

As we seek to advance our product candidates through clinical trials and commercialization, and
further our commercialization of approved products, we plan to continue to expand our development,
manufacturing, marketing and sales capabilities. Particularly, our growth strategies include (i)
commercializing our product candidates, (ii) further strengthening our research and development
capabilities, (iii) expanding our product portfolio, and (iv) continuing to synergize business and boost
operational efficiency. Please refer to the paragraphs headed “Business—Our Strategies” in this
prospectus for more details. The success of our growth strategy will depend on, among other things, our
ability to continue to innovate and develop advanced technologies in the highly competitive medical
device market in China, maintain our efficient operating model, attract and retain skilled personnel who
have the specialized skills needed to design, develop and manufacture medical devices, obtain and
maintain regulatory approvals and effectively market our products using our network of distributors and
our own sales and marketing team. However, we have limited operational, administrative and financial
resources, which may be inadequate to sustain the growth we seek to achieve. In particular, in order to
implement our growth strategy, we will need to increase our investment in, among other things, our
research and development, manufacturing facilities, marketing and other areas of operations. If we are
unable to manage our growth and expansion effectively, our business may be adversely affected.

We face substantial competition, which may result in others discovering, developing or
commercializing competing products before or more successfully than we do.

The development and commercialization of new medical devices is highly competitive. We face
competition from other major companies focusing on the development of transcatheter valve therapeutic
medical devices and neurointerventional procedural medical devices worldwide. A number of companies
in the global and China markets currently market and sell transcatheter valve therapeutic medical devices
and/or neurointerventional procedural medical devices, or are pursuing the development of such products
for the treatment of valvular heart diseases and neurovascular diseases for which we are commercializing
our products or developing our product candidates.

Our commercial opportunities could be reduced or eliminated if our competitors develop and
commercialize products that are safer, more effective, have fewer severe adverse events, or are less
expensive than any products that we commercialize or may develop. Our competitors may also be
applying for marketing approvals in China or other countries for medical device products with the same
intended use as our products and product candidates. The ability of the relevant authorities, such as the
NMPA, to concurrently review multiple marketing applications for the same type of innovative medical
device may be limited. When our product and its competing products are subject to the NMPA’s
concurrent review, the NMPA’s schedule may be affected, and the registration process of our product may
be prolonged. Moreover, our competitors may obtain approval from the NMPA or other comparable
regulatory authorities for their products more rapidly than we obtain approval for ours, which could result
in our competitors establishing a strong market position before we are able to enter the market and/or
slow our regulatory approval.
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Many of our competitors may have significantly greater financial resources and expertise than we
do. Mergers and acquisitions in the medical device industries may result in even more resources being
concentrated among a small number of our competitors. Smaller and other early-stage companies may
also prove to be significant competitors, particularly through collaborative arrangements with large and
established companies. These third parties compete with us in recruiting and retaining qualified scientific
and management personnel, establishing clinical trial sites and patient registration for clinical trials, as
well as in acquiring technologies complementary to, or necessary for, our programs. Our business and

results of operations will suffer if we fail to compete effectively.

The medical device industry in China is rapidly evolving, and we may be unable to maintain or
enhance our market share in this industry for a variety of reasons.

The medical device industry in China is rapidly evolving due to economic growth in China,
changes in government policies and funding levels and other factors discussed in this prospectus. We
invest in research and development activities including various pre-clinical studies and clinical trials,
build a robust distributor network, establish relationships with hospitals and physicians, implement
necessary sales policies and discounts, as well as adjust our prices to distributors, from time to time

depending on market conditions.

Our inability to adequately respond to changes in market conditions in a timely manner could have
a material adverse effect on our business, financial condition, results of operation and return on capital
expenditures, which could cause a decline in our growth rates, reduce our revenues, harm our ability to
maintain our current market share in the transcatheter valve therapeutic medical device market and
neurointerventional procedural medical device market or to achieve our targeted market share in future
periods. If we cannot maintain our market position, our reputation may be materially and adversely
affected which could adversely affect our relationships with physicians and hospital administrators and
our long-term ability to effectively market and sell our products or conduct clinical trials for our new

products.

We may be unable to develop and commercialize our product candidates as anticipated if the third
parties with which we contract for and clinical trials do not perform in an acceptable manner, or if we
suffer setbacks in these clinical trials.

We rely on third parties, including clinical trial institutions, public hospitals, CROs and SMOs, to
assist us in designing, implementing and monitoring our clinical trials. If any of these parties terminates
its agreements with us, the development of the product candidates covered by those agreements could be
substantially delayed. In addition, these third parties may not successfully carry out their contractual
obligations, meet expected deadlines or follow regulatory requirements, including clinical and
manufacturing guidelines and protocols. Furthermore, if any of these parties fail to perform their
obligations under our agreements with them in the manner specified in those agreements, the NMPA
and/or other comparable regulatory authorities may not accept the data generated by those studies, which
would increase the cost of and the development time for the relevant product candidate. If any of the
pre-clinical studies or clinical trials of our product candidates is affected by any of the above-mentioned
reasons, we will be unable to meet our anticipated development or commercialization timelines, which
would have a material adverse effect on our business and prospects.
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We have entered into collaborations, and may establish or seek collaborations or strategic alliances or
enter into licensing arrangements in the future, and we may not realize the benefits of such
collaborations, alliances or licensing arrangements.

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

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

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

° collaborators may not pursue development and commercialization of our product candidates
or may elect not to continue or renew development or commercialization programs based on
clinical trial results, or change their strategic focus due to the acquisition of competitive
products, availability of funding, or other external factors, such as a business combination
that diverts resources or creates competing priorities;

° collaborators may delay clinical trials, provide insufficient funding for a clinical trial, stop
a clinical trial, abandon a product candidate, repeat or conduct new clinical trials, or require
a new design of a product candidate for clinical testing;

. collaborators could independently develop, or develop with third parties, products that
compete directly or indirectly with our products or product candidates;

° a collaborator with marketing and distribution rights to one or more products may not
commit sufficient resources to their marketing and distribution;

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

° disputes may arise between us and a collaborator that cause the delay or termination of the

research, development or commercialization of our product candidates, or that result in
costly litigation or arbitration that diverts management attention and resources;
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° collaborations may be terminated and, if terminated, may result in a need for additional
capital to pursue further development or commercialization of the applicable product

candidates; and/or

° collaborators may own or co-own intellectual property covering our products that results
from our collaborating with them, and in such cases, we would not have the exclusive right

to commercialize such intellectual property.

As a result, we may not be able to realize the benefit of current or future collaborations, strategic
partnerships or the license of our third-party products if we are unable to successfully integrate such
products with our existing operations and company culture, which could delay our timelines or otherwise
adversely affect our business. We also cannot be certain that, following a strategic transaction or license,
we will achieve the revenue or specific net income that justifies such transaction. If we fail to enter into
collaborations and do not have sufficient funds or expertise to undertake the necessary development and
commercialization activities, we may not be able to further develop our product candidates or bring them
to market and generate product sales revenue, which would harm our business prospects, financial

condition and results of operations.

Acquisitions or strategic partnerships may increase our capital requirements, dilute our Shareholders,
cause us to incur debt or assume contingent liabilities, and subject us to other risks.

To enhance our growth, we may acquire businesses, products, technologies or know-how or enter
into strategic partnerships that we believe would benefit us in terms of product development, technology
advancement or distribution network, among others. Any completed, in-process or potential acquisition
or strategic partnership may entail numerous risks, including:

° increased operating expenses, including research and development expenses due to an
increased number of product candidates, administrative expenses as well as selling and
distribution expenses, which result in an increased cash requirements;

° the assumption of additional indebtedness or contingents;
° the issuance of our equity securities;
° assimilation of operations, intellectual property and products of an acquired company,

including difficulties associated with integrating new personnel;

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

initiatives in pursuing such a strategic merger or acquisition;

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

° risks and uncertainties associated with the other party to such a transaction, including the

prospects of that party and their existing products and product candidates and regulatory

approvals; and/or
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° our inability to generate revenue from acquired technology and/or products sufficient to
meet our objectives in undertaking the acquisition or even to offset the associated
acquisition and maintenance costs.

We may also discover deficiencies in internal controls, data adequacy and integrity, product quality
and regulatory compliance, and product liabilities in businesses we acquire which we did not uncover
prior to such acquisition. As a consequence, we may become subject to penalties, lawsuits or other
liabilities. Further, any difficulties in the integration of acquired businesses, product or technologies or
unexpected penalties, lawsuits or liabilities in connection with such businesses, product or technologies
could have a material adverse effect on our business, financial condition and results of operation. In
addition, if we undertake acquisitions, we may issue dilutive securities, assume or incur debt obligations,
incur large one-time expenses and acquire intangible assets that could result in significant future
amortization expense.

It may be difficult for you to evaluate our business and our prospects due to our Group’s limited
operating history in its current form.

We acquired Achieva in March 2019, and have a limited history operating on a combined basis. The
financial information included in this prospectus includes financial information of our Group in its
current state only from the date of the acquisition of Achieva from March 2019 through December 31,
2019. As a result of the limited track record of our Group in its current state, it may be difficult for you to
evaluate our combined business, results of operations and prospects.

If we fail to successfully integrate the business of Achieva or any future targets into our operations,
our post-acquisition performance and business prospects may be adversely affected.

We acquired Achieva in March 2019. However, we may not be able to integrate Achieva to achieve
the expected synergies with our existing operations and to fulfill the contemplated purposes of the
acquisition. These synergies are inherently uncertain, and are subject to significant business, economic
and competitive uncertainties and contingencies, many of which are difficult to predict and may be
beyond our control. Also, the synergies from our acquisition of Achieva may be offset by costs incurred
in the acquisition, increases in other expenses, operating losses or other problems in the business. As a
result, there can be no assurance that these synergies will be achieved.

If we become subject to litigation, legal or contractual disputes, governmental investigations or
administrative proceedings, our management’s attention may be diverted and we may incur substantial
costs and liabilities.

We may from time to time become subject to various litigation, legal or contractual disputes,
investigations or administrative proceedings arising in the ordinary course of our business, including but
not limited to various disputes with or claims from our suppliers, customers, contractors, business
partners and other third parties that we engage for our business operations. On-going or threatened
litigation, legal or contractual disputes, investigations or administrative proceedings may divert our
management’s attention and consume their time and our other resources. In addition, any similar claims,
disputes or legal proceedings involving us or our employees may result in damages or liabilities, as well
as legal and other costs and may cause a distraction to our management. Furthermore, any litigation, legal
or contractual disputes, investigations or administrative proceedings which are initially not of material
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importance may escalate and become important to us, due to a variety of factors, such as the facts and
circumstances of the cases, the likelihood of loss, the monetary amount at stake and the parties involved.
If any verdict or award is rendered against us or if we settle with any third parties, we could be required
to pay significant monetary damages, assume other liabilities and even to suspend or terminate the related
business projects. In addition, negative publicity arising from litigation, legal or contractual disputes,
investigations or administrative proceedings may damage our reputation and adversely affect the image
of our brands and products. Consequently, our business, financial condition and results of operations may
be materially and adversely affected.

We could be subject to criminal sanctions or civil penalties if we violate any applicable anti-kickback,
false claims laws, physician payment transparency laws, fraud and abuse laws or similar healthcare
and security laws and regulations in China and other jurisdictions.

Healthcare providers, physicians and others play a primary role in the recommendation and
prescription of any products for which we obtain regulatory approval. Our operations are subject to
various applicable anti-kickback, false claims laws, physician payment transparency laws, fraud and
abuse laws or similar healthcare and security laws and regulations in China, including, without
limitation, criminal law of the PRC, Regulations on the Supervision and Administration of Medical
Devices (B WA B & #EH6)) and the Administrative Measures for the Registration of Medical
Devices ({5 Beds il st M ¥ ) ). These laws may impact, among other things, our proposed sales,
marketing and education programs. Violations of fraud and abuse laws may be punishable by criminal
and/or civil sanctions, including penalties, fines and/or exclusion or suspension from governmental

healthcare programs and debarment from contracting with the PRC government.

Neither the PRC government nor the PRC courts have provided definitive guidance on the
applicability of fraud and abuse laws to our business. Law enforcement authorities are increasingly
focused on enforcing these laws, and some of our practices may be challenged under these laws. Efforts
to ensure that our business arrangements with third parties comply with applicable healthcare laws and
regulations will involve substantial costs. Governmental authorities could conclude that our business
practices may not comply with current or future statutes, regulations or case law involving applicable
fraud and abuse or other healthcare laws and regulations. If any such actions are instituted against us, and
we are not successful in defending ourselves or asserting our rights, those actions could have a significant
impact on our business, including the imposition of civil, criminal and administrative penalties, damages,
disgorgement, monetary fines, possible exclusion from participation in governmental healthcare
programs, contractual damages, reputational harm, diminished profits and future earnings, and
curtailment of our operations, any of which could adversely affect our ability to operate our business and
our results of operations. In addition, we are subject to equivalents of each of the healthcare laws
described above in other jurisdictions, among others, some of which may be broader in scope and may
apply to healthcare services reimbursed by any source, not just governmental payors, including private
insurers. There are ambiguities as to what is required to comply with these requirements, and if we fail to

comply with an applicable law requirement, we could be subject to penalties.

If any of the physicians or other providers or entities with whom we do business are found to be not
in compliance with applicable laws, they may be subject to criminal, civil or administrative sanctions,
including exclusions from government funded healthcare programs, which may also adversely affect our

business.
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If we or our business partners fail to protect patient data and privacy, our reputation will be damaged
and we might be subject to fines or other regulatory punishments.

The personal information of patients or subjects for our clinical trials is highly sensitive and we are
subject to strict requirements under the applicable privacy protect regulations in the relevant
jurisdictions. Whilst we have adopted security policies and measures to protect our proprietary data and
patients’ privacy, privacy leakage incidents might not be avoided due to human error, employee
misconduct or system breakdown. We also cooperate with third parties including principal investigators,
hospitals, CROs and SMOs for our clinical trials. Any leakage or abuse of patient data by our third-party
partners may be perceived by the patients as a result of our failure. Any failure or perceived failure by us
to prevent information security breaches or to comply with privacy policies or privacy-related legal
obligations, or any compromise of information security that results in the unauthorized release or transfer
of personally identifiable information or other patient data, could cause our customers to lose trust in us
and could expose us to legal claims. Whilst we have made efforts to ensure our compliance with the
applicable privacy regulations in various jurisdictions, we may not be capable of adjusting our internal
policies in a timely manner and any failure to comply with applicable regulations could also result in
regulatory enforcement actions against us.

If our employees or distributors engage in bribery or corrupt practices or other improper conduct, we
may be subject to liability and our reputation and business could be harmed.

We are subject to the anti-bribery laws of various jurisdictions, particularly in China. As our
business expands, the applicability of the applicable anti-bribery laws to our operations has increased.
Our procedures and controls to monitor compliance with anti-bribery law may fail to protect us from
reckless or criminal acts committed by our employees or agents. We could be liable for actions taken by
our employees or distributors that violate anti-bribery, anti-corruption and other related laws and
regulations in China or other countries. The government authorities may seize the products involved in
any illegal or improper conduct engaged in by our employees or distributors. We may be subject to
claims, fines or suspension of our operations. Our reputation, our sales activities or the price of our
Shares could be adversely affected if our Company is associated with any negative publicity as a result of
illegal or improper actions, or allegations of illegal or improper actions, taken by our employees or
distributors.

It is also possible that the Chinese government or other government authorities in countries where
we sell our products could adopt new or different regulations affecting the way in which medical devices
are sold to address bribery, corruption or other concerns. Any such new or different regulations could
possibly increase the costs incurred by us, our distributors in selling our products or impose restrictions
on sales and marketing activities, which could in turn increase our costs. As we currently depend
substantially on distributors for the sale of our products, any misconduct by our distributors or changes in
the regulatory environment regarding the sale of medical devices could have a material adverse impact on

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

We are subject to numerous environmental, health and safety laws and regulations, including those
governing laboratory procedures and the handling, use, storage, treatment and disposal of hazardous
materials and wastes. Our operations involve the use of hazardous and flammable chemical materials and
special equipment. Our operations also produce hazardous waste. We have entered into hazardous waste
disposal agreements with third parties for the disposal of these materials and wastes. We cannot eliminate
the risk of contamination or injury from these materials. In the event of contamination or injury resulting
from our use of hazardous materials, we could be held liable for any resulting damages, and any liability
could exceed our resources. We could also incur significant costs associated with civil or criminal fines
and penalties.

Although we maintain insurance policies that cover losses arising from accidents and natural
calamities in respect of our machinery, equipment, inventory and other fixed assets in our research and
manufacturing facilities, this insurance may not provide adequate coverage against potential liabilities
resulting from the use of or exposure to hazardous materials. We do not maintain insurance for
environmental liability or toxic tort claims that may be asserted against us in connection with our storage,
use or disposal of biological or hazardous materials.

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

We have historically received government grants and subsidies for our research and development
activities and we may not receive such grants or subsidies in the future.

We have historically received government grants in the form of subsidies for certain of our product
development projects. For the years ended December 31, 2018 and 2019, we recognized government
grants of RMB2.3 million and RMB3.6 million, respectively. For further details of our government
grants, please refer to the paragraphs headed “Financial Information—Discussion of Certain Selected
Items from the Consolidated Statements of Financial Position—Deferred Income” in this prospectus. Our
eligibility for government grants is dependent on a variety of factors, including the assessment of our
improvement on existing technologies, relevant government policies, the availability of funding at
different granting authorities and the research and development progress made by other peer companies.
In addition, the policies according to which we historically received government grants may be halted by
the relevant government entities at their sole discretion. There is no assurance that we will continue to
receive such government grants or receive similar level of government grants, or at all, in the future.

Share-based payments may cause shareholding dilution to our existing Shareholders and have a
material and adverse effect on our financial performance.

We adopted the Share Incentive Schemes for the benefit of our directors, employees and certain
consultants as remuneration for their services provided to us to incentivize and reward the eligible
persons who have contributed to the success of our Company. For more details, please refer to the
paragraphs headed “Appendix IV—Statutory and General Information—D. Share Incentive Schemes” in
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this prospectus. In 2018 and 2019, we incurred share-based compensation expenses for our employees of
RMB269,000 and RMB17.4 million, respectively. To further incentivize our employees and consultants
to contribute to us, we may grant additional share-based compensation in the future. Issuance of
additional Shares with respect to such share-based payment may dilute the shareholding percentage of
our existing Shareholders. Expenses incurred with respect to such share-based payment may also increase
our operating expenses and therefore have a material and adverse effect on our financial performance.

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

Certain of our bank balances and cash, other receivables, financial instruments issued to investors
and other payables are denominated in foreign currencies. Therefore, we are exposed to foreign currency
risk. We recorded exchange losses on financial instruments issued to investors under finance costs of
RMB4.6 million in 2018. We recorded exchange gains on financial instruments issued to investors under
finance costs of RMB2.4 million in 2019. The exchange rate of RMB against USD and other foreign
currencies fluctuates is affected by, among other things, the policies of the PRC Government and changes
in China’s and international political and economic conditions, as well as supply and demand in the local
market. It is difficult to predict how market forces or government policies may impact the exchange rate
between RMB, USD, HKD or other currencies in the future. In addition, the PBOC regularly intervenes in
the foreign exchange market to limit fluctuations in RMB exchange rates and achieve policies goals.
There remains significant international pressure on the PRC Government to adopt a more flexible
currency policy, which, together with domestic policy considerations, could result in a significant
appreciation of RMB against USD, HKD or other foreign currencies.

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

We are exposed to risks in connection with the wealth management products we purchased.

We had financial assets at fair value through profit or loss of RMB15.0 million as at December 31,
2019, which were mainly related to the wealth management products we purchased. Pursuant to the
Guidance on Regulating Financial Institution’s Asset Management Business (€ [/ A5 i 4 il i bl & = 4
HZEF M H5 8% L)) promulgated by the People’s Bank of China, the China Banking and Insurance
Regulatory Commission, the China Security Regulatory Commission and the State Administration of
Foreign Exchange on April 27, 2019, financial institutions selling wealth management products shall not
guarantee the returns of principal and interest of such products. As a result, the returns of our investments
on the wealth management products were not guaranteed, and therefore were measured at fair value
through profit or loss. We are exposed to credit risks in relation to these financial assets, which may
adversely affect their fair value. Net changes in their fair value are recorded as our other income or losses,
and therefore directly affect our results of operations. We may continue to invest in wealth management
products in the future when we believe that we have surplus cash on-hand and the potential investment
returns are attractive. However, there can be no assurance that our internal management and investment
strategy will be effective and adequate with respect to our purchased wealth management products. We
cannot guarantee that we will not experience losses with respect to such investments in the future or that
such losses or other potentially negative consequences due to such investments will not have material
adverse effects on our business, results of operations and prospects.
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Our internal computer systems may fail or suffer security breaches.

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

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

We could be subject to risks caused by misappropriation, misuse, leakage, falsification or
intentional or accidental release or loss of information maintained in the information systems and
networks of our Company and our vendors, including personal information of our employees and
patients, and company and vendor confidential data. In addition, outside parties may attempt to penetrate
our systems or those of our vendors or fraudulently induce our personnel or the personnel of our vendors
to disclose sensitive information in order to gain access to our data and/or systems. Like other companies,
we have on occasion experienced, and will continue to experience, threats to our data and systems,
including malicious codes and viruses, phishing, and other cyber-attacks. The number and complexity of
these threats continue to increase over time. If a material breach of our information technology systems
or those of our vendors occurs, the market perception of the effectiveness of our security measures could
be harmed and our reputation and credibility could be damaged. We could be required to expend
significant amounts of money and other resources to repair or replace information systems or networks.
In addition, we could be subject to regulatory actions and/or claims made by individuals and groups in
private litigation involving privacy issues related to data collection and use practices and other data
privacy laws and regulations, including claims for misuse or inappropriate disclosure of data, as well as
unfair or deceptive practices. Although we develop and maintain systems and controls designed to
prevent these events from occurring, and we have a process to identify and mitigate threats, the
development and maintenance of these systems, controls and processes is costly and requires ongoing
monitoring and updating as technologies change and efforts to overcome security measures become
increasingly sophisticated. Moreover, despite our efforts, the possibility of these events occurring cannot
be eliminated entirely.
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If parties on whom we rely fail to maintain the necessary licenses for the development, production,
sales and distribution of our products, our ability to conduct our business could be materially
impaired.

Third parties including research institutions, CROs, SMOs, distributors and suppliers on whom we
may rely to research, develop, produce, promote, sell and distribute our products, may be required to
obtain, maintain and renew various permits, licenses and certificates to develop, produce, promote and
sell our products. Third parties on whom we rely may also be subject to regular inspections,
examinations, inquiries or audits by regulatory authorities, and an adverse outcome of such inspections,
examinations, inquiries or audits may result in the loss or non-renewal of the relevant permits, licenses
and certificates. Moreover, the criteria used in reviewing applications for, or renewals of permits, licenses
and certificates may change from time to time, and there can be no assurance that third parties on whom
we rely will be able to meet new criteria that may be imposed to obtain or renew the necessary permits,
licenses and certificates. Many of such permits, licenses and certificates are material to the operation of
such third parties’ business, and if parties on whom we rely fail to maintain or renew material permits,
licenses and certificates, our ability to conduct our business could be materially impaired. Furthermore, if
the interpretation or implementation of existing laws and regulations change, or new regulations come
into effect, requiring parties on whom we rely to obtain any additional permits, licenses or certificates
that were previously not required to operate their respective businesses, there can be no assurance that
parties on whom we rely will successfully obtain such permits, licenses or certificates, which in turn will
adversely affect our ability to conduct our business.

Business disruptions could seriously harm our future revenue and financial condition and increase
our costs and expenses.

Our operations, and those of our distributors, suppliers and other business partners, could be
subject to natural or man-made disasters, health epidemic, or business interruptions, for which we are
predominantly self-insured. The occurrence of any of these business disruptions could seriously harm our
and our partners’ operations and financial condition and increase our and their costs and expenses. Our
ability to obtain supplies of our products and product candidates could be disrupted if the operations of
these suppliers are affected by a man-made or natural disaster, health epidemic, or other business
interruption. Damage or extended periods of interruption to our corporate, development, research or
manufacturing facilities due to fire, natural disaster, health epidemic, power loss, communications
failure, unauthorized entry or other events could cause us to cease or delay development or
commercialization of some or all of our product candidates.

For example, the recent outbreak of COVID-19 could significantly affect our industry and cause
temporary suspension of projects and shortage of labor and raw materials, which would severely disrupt
our operations and have a material adverse effect on our business, financial condition and results of
operations. Our operations could also be disrupted if any of our employees or employees of our
distributors, suppliers and other business partners were suspected of contracting or contracted
COVID-19, since this could require us and our distributors, suppliers and other business partners to
quarantine some or all of these employees and disinfect facilities used for operations.

Although we maintain insurance policies that cover losses arising from accidents and natural
disasters in respect of our machinery, equipment, inventories and other fixed assets in our research and
manufacturing facilities, our insurance might not cover all losses under such circumstances and our
business may be seriously harmed by such delays and interruption.
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We have limited insurance coverage to adequately cover all the risks and hazards associated with our
operations.

We operate in the medical device industry, which involves numerous operating risks and
occupational hazards. We maintain certain insurance policies as of the Latest Practicable Date. For
example, we maintain insurance policies that cover losses arising from accidents and natural calamities in
respect of our machinery, equipment, inventories and other fixed assets in our research and
manufacturing facilities. We do not maintain product liability insurance policies. For more details of our
insurance policies, please refer to the paragraphs headed “Business—Insurance” in this prospectus.

We cannot assure you that the existing insurance coverage is sufficient to compensate for actual
losses suffered or incurred. To the extent that such losses or payments are not insured or the insured
amount is not adequate, the payments that we may be required to make may have a material and adverse
effect on our business, results of operations and financial condition. For the specific risks of inadequate
insurance coverage in the event of product liability claims, please refer to the paragraphs headed “We
may be exposed to potential product liability claims and product recalls, and our insurance coverage may
be inadequate to protect us from all the liabilities we may incur” in this section.

Our business significantly depends on our reputation and customer perception of us, and any negative
publicity on us or other harm to our reputation or failure to maintain and enhance our recognition and
reputation may materially adversely affect our business, financial condition and results of operations.

Our reputation and customer perception of our brand are critical to our business. Maintaining and
enhancing our reputation and recognition depend primarily on the quality and consistency of our
products, as well as continued promotion efforts.

Our promotion efforts may be expensive and ineffective. In addition, our reputation and customer
perception of our Company could suffer in events that:

° our products fail to gain acceptance by patients, doctors and hospitals;

° our products are defective or malfunction;

° lawsuits or regulatory investigations are instituted against us or relating to our products or
industry;

° we provide poor or ineffective customer service; or

° we are subject to product liability claims.

If we are unable to maintain and further enhance our reputation and recognition, our ability to
attract and retain customers may be impeded and our business prospects may be materially adversely
affected. Any negative incident or negative publicity concerning us, our products, our management, our
employees and our distributors, regardless of its veracity, could harm our image and diminish the trust
from our customers and the market, which could in turn result in decreased sales of our products and
materially and adversely affect our business. As a result, we may be required to spend significant time and
incur substantial costs in response to allegations and negative publicity, and may not be able to diffuse
them to the satisfaction of our investors and customers.
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Failure to make adequate statutory social welfare contribution for our employees may subject us to
penalties.

Pursuant to PRC laws and regulations, we are required to participate in the employee social welfare
plan administered by local governments. Such plan consists of pension insurance, medical insurance,
work-related injury insurance, maternity insurance, unemployment insurance and housing provident
fund. The amount we are required to contribute for each of our employees under such plan should be
calculated based on the employee’s actual salary level of previous year, and be subject to a minimum and
maximum level as from time to time prescribed by local authorities. During the Track Record Period, we
did not pay social insurance and housing provident fund in full for our employees based on their actual
salary level. As a result, we may be required by competent authorities to pay the outstanding amount, and
could be subject to late payment penalties or enforcement application made to the court. As of the Latest
Practicable Date, no competent government authorities had imposed administrative action, fine or
penalty to us with respect to this non-compliance incident nor had any competent government authorities
required us to settle the outstanding amount of social insurance payments and housing provident fund
contributions. We have made provisions for the outstanding balance of relevant social insurance
payments and housing provident fund contributions according to applicable PRC regulations. As of
December 31, 2018 and December 31, 2019, our provision amount were approximately RMBO0.5 million
and RMB1.7 million for social insurance underpayment and housing provident fund underpayment
(including the provision of Achieva after our acquisition of Achieva in March 2019), respectively. For
more details, please refer to the paragraphs headed “Business—Employees” in this prospectus.

On July 20, 2018, the General Office of the Communist Party of China and the General Office of
the State Council of the PRC issued the Reform Plan of the State Tax and Local Tax Collection
Administration System (<[2 %8 # B E0E #4 6l 205 77 %)) (the “Reform Plan”). Pursuant to the Reform
Plan, starting from January 1, 2019, tax authorities shall be responsible for the collection of social
insurance contributions in the PRC. However, no specific implementing rules for the Reform Plan have
been issued, and the effect of the Reform Plan is uncertain at the current stage. We cannot guarantee that
the amount of social insurance contributions we would be required to pay will not increase, nor that we
would not be required to pay any shortfalls or be subject to any penalties or fines, any of which may have
a material adverse effect on our business and results of operations.

We cannot assure you that the competent local government authorities will not require us to pay the
outstanding amount within a specified time limit or impose late fees or fines on us, which may materially
and adversely affect our financial condition and results of operations.

Risks relating to our failure to complete property leasing registrations for our lease properties

As of the Latest Practicable Date, we leased properties of a total gross floor area of 1,456.3 sq.m.
Pursuant to the applicable PRC laws and regulations, property lease agreements must be registered with
the local branch of the Ministry of Housing and Urban-Rural Development of the PRC. As of the Latest
Practicable Date, we had not completed the relevant property leasing registrations for our leased
properties. According to our PRC Legal Advisers, the failure to complete the registration process does not
affect the validity of the property lease agreements but a maximum penalty of RMB10,000 may be
imposed on us for the non-registration of each lease. We cannot assure we will not be subject to any
penalties arising from the non-registration of lease agreements and any disputes arising out of our leased
properties in the future.
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RISKS RELATING TO DOING BUSINESS IN CHINA

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

We conduct the majority of our operations in China. The medical device industry in China is
subject to comprehensive government regulation and supervision, encompassing the approval,
registration, manufacturing, packaging, licensing and marketing of new devices. In recent years, the
regulatory framework in China regarding the medical device industry has undergone significant changes,
and we expect that it will continue to undergo significant changes. Any such changes or amendments may
result in increased compliance costs on our business or cause delays in or prevent the successful
development or commercialization of our product candidates in China and reduce the benefits we believe
are available to us from developing and manufacturing transcatheter valve therapeutic medical devices
and neurointerventional procedural medical devices in China.

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

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

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

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

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

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

Additionally, the reform of the medical device approval system in 2017 may face implementation
challenges. The timing and full impact of such reforms is uncertain and could prevent us from
commercializing our product candidates in a timely manner. In addition, any administrative and court
proceedings in China may be protracted, resulting in substantial costs and diversion of resources and
management attention. Since PRC administrative and court authorities have significant discretion in
interpreting and implementing statutory and contractual terms, it may be more difficult to evaluate the
outcome of administrative and court proceedings and the level of legal protection we enjoy than in more
developed legal systems. These uncertainties may impede our ability to enforce the contracts we have
entered into and could materially and adversely affect our business, financial condition and results of
operations.

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

We are incorporated under the laws of the Cayman Islands, but substantially all of our assets are
located in the PRC. In addition, a majority of our Directors and senior management personnel reside
within the PRC, and substantially all of their 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 our
Directors and senior management personnel, including with respect to matters arising under the U.S.
federal securities laws or applicable state securities laws.

On July 14, 2006, the Supreme People’s Court of the PRC and the government of Hong Kong
Special Administrative Region entered into the Arrangement on Reciprocal Recognition and Enforcement
of Judgments in Civil and Commercial Matters by the Courts of the Mainland and of the Hong Kong
Special Administrative Region Pursuant to Choice of Court Agreements between Parties Concerned
KRR TR 3 B 7 8 4 ol A BB 35 o A L 5 ) RSB A T 3 e B o B o 1) IR P S R AR IR 2 8D ) (the
“Arrangement”). Under the Arrangement, where any designated PRC court or any designated Hong
Kong court has made an enforceable final judgment requiring payment of money in a civil or commercial
case under a choice of court agreement in writing, any party concerned may apply to the relevant PRC
court or Hong Kong court for recognition and enforcement of the judgment. A choice of court agreement
in writing is defined as any agreement in writing entered into between parties after the effective date of
the Arrangement in which a Hong Kong court or a PRC court is expressly selected as the court having sole
jurisdiction for the dispute. Therefore, it is not possible to enforce a judgment rendered by a Hong Kong
court in the PRC if the parties in dispute have not agreed to enter into a choice of court agreement in
writing. Although the Arrangement became effective on August 1, 2008, the outcome and effectiveness of
any action brought under the Arrangement remain uncertain. In addition, the PRC has not entered into a
treaty for the reciprocal recognition and enforcement of court judgments with the United States, the
United Kingdom, Japan and most other western countries, and Hong Kong has no arrangement for the
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reciprocal enforcement of judgments with the United States. As a result, recognition and enforcement in
the PRC or Hong Kong of judgment of a court in the United States or any other jurisdictions mentioned
above in relation to any matter that is not subject to a binding arbitration provision may be difficult or
impossible.

We may be treated as a resident enterprise for PRC tax purposes under the EIT Law of the PRC, and
the dividends payable to investors and gains on the sale of our Shares by our investors may become
subject to PRC tax. Under the EIT Law of the PRC, our offshore subsidiaries may therefore be subject
to PRC income tax on their worldwide taxable income.

Under applicable PRC tax laws, regulations and statutory documents, non-PRC resident
individuals and enterprises are subject to different tax obligations with respect to dividends received from
us or gains realized upon the sale or other disposition of our Shares. Non-PRC individuals are generally
subject to PRC individual income tax under the Individual Income Tax Law of the PRC
(P EE N R IL AR N B 753 B %)) with respect to PRC source income or gains at a rate of 20% unless
specifically exempted by the tax authority of the State Council or reduced or eliminated by an applicable
tax treaty. We are required to withhold related tax from dividend payments. Pursuant to applicable
regulations, domestic non-foreign-invested enterprises issuing shares in Hong Kong may generally, when
distributing dividends, withhold individual income tax at the rate of 10%. However, withholding tax on
distributions paid by us to non-PRC individuals may be imposed at other rates pursuant to applicable tax
treaties (and up to 20% if no tax treaty is applicable) if the identity of the individual holder of the Shares
and the tax rate applicable thereto are known to us.

Non-PRC resident enterprises that do not have establishments or premises in the PRC, or that have
establishments or premises in the PRC but their income is not related to such establishments or premises
are subject to PRC EIT at the rate of 10% on dividends received from PRC companies and gains realized
upon disposition of equity interests in the PRC companies pursuant to the EIT Law and other applicable
PRC tax regulations and statutory documents, which may be reduced or eliminated under special
arrangements or applicable treaties between the PRC and the jurisdiction where the non-resident
enterprise resides. Pursuant to applicable regulations, we intend to withhold tax at a rate of 10% from
dividends paid to non-PRC resident enterprise holders of our Shares (including HKSCC Nominees).
Non-PRC resident enterprises that are entitled to be taxed at a reduced rate under an applicable income
tax treaty 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’
verification.

There remains significant uncertainty as to the interpretation and application of the relevant PRC
tax laws by the PRC tax authorities, including whether and how individual income tax or EIT on gains
derived by holders of our Shares from their disposition of our Shares may be collected. If any such tax is
collected, the value of our Shares may be materially and adversely affected.

Under the EIT Law, an enterprise established outside the PRC with “de facto management bodies”

]

within China is considered a “resident enterprise,” meaning that it is treated in a manner similar to a
Chinese enterprise for PRC EIT purposes. The implementing rules of the EIT Law define “de facto
management bodies” as “management bodies that exercise substantial and overall management and
control over the production and operations, personnel, accounting, and properties” of the enterprise. In
addition, the Notice Regarding the Determination of Chinese-Controlled Offshore Incorporated

Enterprises as PRC Tax Resident Enterprises on the Basis of De Facto Management Bodies ({[H ZBi 15 /)
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R A 35 A1 G A o R B A AR DR B R A B AT M DUE i R ZE AT BRI BRI B9 A1), or Circular 82,
specifies that certain Chinese-controlled offshore incorporated enterprises, defined as enterprises
incorporated under the laws of foreign countries or territories and that have PRC enterprises or enterprise
groups as their primary controlling shareholders, will be classified as resident enterprises if all of the
following are located or resident in China: (i) senior management personnel and departments that are
responsible for daily production, operation and management; (ii) financial and personnel
decision-making bodies; (iii) key properties, accounting books, company seal, and minutes of board
meetings and shareholders’ meetings; and (iv) half or more of senior management or directors having
voting rights. State Administration of Taxation of the PRC, or the SAT, has subsequently provided further
guidance on the implementation of Circular 82.

As substantially all of the operational management of our Company is currently based in the PRC,
our offshore subsidiaries may be deemed to be “PRC resident enterprises” for the purpose of the EIT Law.
If our offshore subsidiaries are deemed PRC resident enterprises, they could be subject to the EIT at 25%
on our global income, except that the dividends we receive from our PRC subsidiaries may be exempt
from the EIT to the extent such dividend income constitutes “dividends received by a PRC resident
enterprise from its directly invested entity that is also a PRC resident enterprise.” It is, however, unclear
what type of enterprise would be deemed a “PRC resident enterprise” for such purposes. The EIT on our
subsidiaries’ global income could significantly increase our tax burden and adversely affect our cash
flows and profitability.

The discontinuation of any preferential tax treatment currently available to us could adversely affect
our results of operations, cash flow and prospects.

During the Track Record Period, we enjoyed preferential tax treatment. For example, Achieva
Shanghai has obtained the “High and New Technology Enterprise” accreditation and, accordingly, was
entitled to a preferential income tax rate of 15% on its estimated assessable profits from 2016 to 2018. In
addition, we enjoyed super deduction of 175% of qualifying research and development expenses as tax
deductible expenses during the Track Record Period, pursuant to the relevant laws and regulations
promulgated by the State Administration of Taxation of the PRC which has been effective from 2018
onwards. The tax effect of the super deduction for research and development expenses was RMBS5.2
million and RMB10.3 million for 2018 and 2019, respectively. For more details on the preferential tax
treatments, please refer to the paragraphs headed “Financial Information—Description of Selected
Components of Consolidated Statements of Comprehensive Loss—Income Tax Expenses” and Note 12 of

Appendix I to this prospectus.

Our eligibility to receive these preferential tax treatment requires that we continue to qualify for
them. The incentives are provided to us at the discretion of the central government or relevant local
government authorities, which could determine at any time to eliminate or reduce these preferential tax
treatment, generally with prospective effect. Since our receipt of the preferential tax treatment is subject
to periodic time lags and changing government practice, as long as we continue to receive these
preferential tax treatment, our net income in a particular period may be higher or lower relative to other
periods depending on the potential changes in these preferential tax treatment in addition to any business
or operational factors that we may otherwise experience. The discontinuation of preferential tax
treatment currently available to us could have an adverse effect on our financial condition, results of
operations, cash flows and prospects.
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Payment of dividends is subject to restrictions under PRC law and regulations.

Under PRC law and regulations, we may only pay dividends out of distributable profits.
Distributable profits are our after-tax profits, less any recovery of accumulated losses and appropriations
to statutory and other reserves that we are required to make. As a result, we may not have sufficient or any
distributable profit to enable us to make dividend distributions to our Shareholders, including in periods
for which our financial statements indicate we are profitable. Any distributable profit not distributed in a
given year is retained and available for distribution in subsequent years.

Moreover, our operating subsidiaries in the PRC may not have distributable profit as determined
under PRC GAAP. Accordingly, we may not receive sufficient distributions from our subsidiaries and
joint ventures for us to pay dividends. Failure by our operating subsidiaries and joint ventures to pay us
dividends could adversely impact our ability to make dividend distributions to our Shareholders and our
cash flow, including periods in which we are profitable.

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

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

Regulations relating to offshore investment activities by PRC residents may subject us to fines or
sanctions imposed by the PRC government, including restrictions on our PRC subsidiary’s abilities to
pay dividends or make distributions to us and our ability to increase our investment in our PRC
subsidiary.

The SAFE has promulgated several regulations requiring PRC residents to register with PRC
government authorities before engaging in direct or indirect offshore investment activities, including
Circular of the State Administration of Foreign Exchange on the Administration of Foreign Exchange
Involved in Overseas Investment, Financing and Roundtrip Investment through Special Purpose Vehicles
Conducted by domestic Residents in China via Special-Purpose Companies (B2 35 A J& B 48 48 #7 5k B
()2 B35 ANl SR R B A R B T ] L 4 ) ) (“SAFE Circular 377), issued and effective
on July 4, 2014. SAFE Circular 37 requires PRC residents to register with local branches of the SAFE in
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connection with their direct establishment or indirect control of an offshore entity, for the purpose of
overseas investment and financing, with assets or equity interests of onshore companies or offshore assets
or interests held by the PRC residents, referred to in SAFE Circular 37 as a “special purpose vehicle.”
SAFE Circular 37 further requires amendment to the registration in the event of any significant changes
with respect to the special purpose vehicle. If a shareholder who is a PRC citizen or resident does not
complete the registration with the local SAFE branches, the PRC subsidiaries of the special purpose
vehicle may be prohibited from distributing their profits and proceeds from any reduction in capital or
liquidation to the special purpose vehicle, and the special purpose vehicle may be restricted to contribute
additional capital to its PRC subsidiaries. Moreover, failure to comply with the various SAFE registration
requirements described above may result in liabilities for the PRC resident under PRC laws for evasion of
applicable foreign exchange restrictions, including (1) the requirement by the SAFE to return the foreign
exchange remitted overseas within a period of time specified by the SAFE, with a fine of up to 30% of the
total amount of foreign exchange remitted overseas and deemed to have been evasive and (2) in
circumstances involving serious violations, a fine of no less than 30% of and up to the total amount of
remitted foreign exchange deemed evasive. For details, please refer to the paragraphs headed “History,
Development and Corporate Structure—PRC Legal Compliance—Circular 37” in this prospectus.

We may not at all times be fully aware or informed of the identities of all our beneficiaries who are
PRC nationals, and may not always be able to compel our beneficiaries to comply with the requirements
of SAFE Circular 37. As a result, we cannot assure you that all of our Shareholders or beneficiaries who
are PRC nationals will at all times comply with, or in the future make or obtain and applicable

registrations or approvals required by SAFE Circular 37 or other related regulations.

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

During the Track Record Period, we purchased raw materials for our products from certain
overseas suppliers. In the event that China and/or the countries from which we import raw materials
impose import tariffs, trade restrictions or other trade barriers affecting the importation of such
components or raw materials, we may not be able to obtain a steady supply of necessary components or
raw materials at competitive prices, and our business and operations may be materially and adversely
affected. We also sell a small portion of our products to certain foreign countries and may continue to do
so in the future. Our business is therefore subject to constantly changing international economic,
regulatory, social and political conditions, and local conditions in foreign countries and regions. It is
notably that 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 European Union, 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 to procure from overseas suppliers or even becoming illegal to export. Furthermore, there can
be no assurance that our existing or potential service providers or collaboration partners will not alter
their perception of us or their preferences as a result of adverse changes to the state of political
relationships between China and the relevant foreign countries or regions. Tensions and political
concerns between China and the relevant foreign countries or regions may therefore adversely affect our
business, financial condition, results of operations, cash flows and prospects.
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RISKS RELATING TO THE GLOBAL OFFERING

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

Prior to this Global Offering, there has been no public market for our Shares. The Offer Price for
our Offer Shares was the result of negotiations among us and the Joint Global Coordinators (for
themselves and on behalf of the Underwriters) and the Offer Price may differ significantly from the
market price for our Shares following this Global Offering. We have applied for listing of and permission
to deal in our Offer Shares on the Stock Exchange. On April 30, 2018, Stock Exchange adopted new rules
under Chapter 18A of Listing Rules, or Chapter 18A. Chapter 18A permits for the first time listing on the
Stock Exchange of pre-revenue, loss making Biotech Companies such as us. As required by Chapter 18A,
our stock marker PEIJTA-B includes the letter “B” to denote we are a Biotech Company listed pursuant to
Chapter 18A.

A listing on the Stock Exchange, however, does not guarantee that an active and liquid trading
market for the Shares will develop, or if it does develop, that it will be sustained following the Global
Offering, or that the market price of the Shares will not decline following the Global Offering. In
addition, the trading price and trading volume of the Shares may be subject to significant volatility in
responses to various factors, including:

° our financial results;

° unexpected business interruptions resulting from natural disasters or power shortages;

° major changes in our key personnel or senior management;

° changes in laws and regulations in China;

° our inability to compete effectively in the market;

° our inability to obtain or maintain regulatory approval for our operations;

° fluctuations in stock market prices and volume;

° changes in analysts’ estimates of our financial performance;

° political, economic, financial and social developments in China and Hong Kong and in the

global economy; and

° involvement in material litigation.

Biotech Companies listed under Chapter 18A are generally viewed as being early stage and
significantly riskier than those companies traditionally listed on the Stock Exchange. The trading market
for Biotech Companies (including the depth and liquidity for that market) may take time to develop and
could be subject to significant and adverse changes. Our shares and the shares of other Biotech
Companies could be subject to significant volatility unrelated to company specific performance or
corporate developments. For example, adverse announcements by another unrelated Chapter 18 A Biotech
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Company could adversely impact the trading price for the Shares. Moreover, shares of other companies
listed on the Stock Exchange with significant operations and assets in China have experienced price
volatility in the past, and it is possible that our Shares may be subject to changes in price not directly

related to our performance.

You will incur immediate and significant dilution and raising additional capital may cause further

dilution or restrict our operation.

The Offer Price of the Offer Shares is higher than the net tangible asset value per Share
immediately prior to the Global Offering. Therefore, purchasers of the Offer Shares in the Global
Offering will experience an immediate dilution in pro forma consolidated net tangible asset value. There
can be no assurance that if we were to immediately liquidate after the Global Offering, any assets will be
distributed to Shareholders after the creditors’ claims. If we raise additional capital through the sale of
equity or convertible debt securities, your ownership interest will be diluted, and the terms of these
securities may include liquidation or other preferences that adversely affect your rights as a shareholder.
Debt financing and preferred equity financing, if available, may involve agreements that include
covenants limiting or restricting our ability to take specific actions, such as incurring additional debt,
making capital expenditures, limitations on our ability to acquire or license intellectual property rights or

declaring dividends, or other operating restrictions.

There will be a time gap before trading of our Shares commences, and the price of our Shares when

trading begins could be lower than the Offer Price in this prospectus.

The Offer Price is determined at HK$15.36, and trading of our Shares on the Hong Kong Stock
Exchange will only commence when they are delivered, which is expected to be on May 15, 2020. As a
result, investors may not be able to sell or otherwise deal in the Shares before the commencement of
trading. Accordingly, holders of our Shares are subject to the risk that the price of the Shares when
trading begins could be lower than the Offer Price as a result of adverse market conditions or other

adverse developments that may occur between the time of sale and the time trading begins.

Future sales or perceived sales of a substantial number of our Shares in the public market following
the Global Offering could materially and adversely affect the price of our Shares and our ability to
raise additional capital in the future, and may result in dilution of your shareholding.

Prior to the Global Offering, there has not been a public market for our Shares. Future sales or
perceived sales by our existing Shareholders of our Shares after the Global Offering could result in a
significant decrease in the prevailing market price of our Shares. Only a limited number of the Shares
currently outstanding will be available for sale or issuance immediately after the Global Offering due to
contractual and regulatory restrictions on disposal and new issuance. Nevertheless, after these
restrictions lapse or if they are waived, future sales of significant amounts of our Shares in the public
market or the perception that these sales may occur could significantly decrease the prevailing market

price of our Shares and our ability to raise equity capital in the future.
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We cannot assure you that we will declare and distribute any amount of dividends in the future.

There can be no assurance that we will declare and pay dividends because the declaration, payment
and amount of dividends are subject to the discretion of our Directors, depending on, among other
considerations, our operations, earnings, cash flows and financial position, operating and capital
expenditure requirements, our strategic plans and prospects for business development, our constitutional
documents and applicable law. For more details on our dividend policy, please refer to the paragraphs
headed “Financial Information—Dividend” in this prospectus.

We cannot make fundamental changes to our business without the consent of the Stock Exchange.

On April 30, 2018, the Hong Kong Stock Exchange adopted new rules under Chapter 18A of its
Rules Governing the Listing of Securities on the Stock Exchange. Under these rules, without the prior
consent of the Stock Exchange, we will not be able to effect any acquisition, disposal or other transaction
or arrangement or a series of acquisitions, disposals or other transactions or arrangements, which would
result in a fundamental change in our principal business activities as set forth in this prospectus. As a
result, we may be unable to take advantage of certain strategic transactions that we might otherwise
choose to pursue in the absence of Chapter 18A. Were any of our competitors that are not listed on the
Stock Exchange to take advantage of such opportunities in our place, we may be placed at a competitive
disadvantage, which could have a material adverse effect on our business, financial condition and results
of operations.

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 with which you
may not agree or which do not yield a favorable return to our shareholders. We plan to use the net
proceeds from the Global Offering to continue the research and development activities of our product
candidates to commercialization, strengthen our research and development capabilities, and to expand
our product portfolio, among others. For details, please refer to the “Future Plans and Use of
Proceeds—Use of Proceeds” in this prospectus.

However, our management will have discretion as to the actual application of our net proceeds. You
are entrusting your funds to our management, whose judgment you must depend on, for the specific uses
we will make of the net proceeds from this Global Offering.

Facts, forecasts and statistics in this prospectus relating to the transcatheter valve therapeutic medical
devices and neurointerventional procedural medical device industry may not be fully reliable.

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

be unduly relied upon.

You should read the entire prospectus carefully, and we strongly caution you not to place any reliance

on any information contained in press articles or other media regarding us or the Global Offering.

Subsequent to the date of this prospectus but prior to the completion of the Global Offering, there
may be press and media coverage regarding us and the Global Offering, which may contain, among other
things, certain financial information, projections, valuations and other forward-looking information
about us and the Global Offering. We have not authorized the disclosure of any such information in the
press or media and do not accept responsibility for the accuracy or completeness of such press articles or
other media coverage. We make no representation as to the appropriateness, accuracy, completeness or
reliability of any of the projections, valuations or other forward-looking information about us. To the
extent such statements are inconsistent with, or conflict with, the information contained in this document,
we disclaim responsibility for them. Accordingly, prospective investors are cautioned to make their
investment decisions on the basis of the information contained in this document only and should not rely

on any other information.
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WAIVERS FROM STRICT COMPLIANCE WITH THE LISTING RULES AND
EXEMPTIONS FROM COMPLIANCE WITH THE COMPANIES (WINDING
UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

In preparation for the Global Offering, our Company has sought the following waivers from strict
compliance with the relevant provisions of the Listing Rules and exemptions from compliance with the
Companies (Winding Up and Miscellaneous Provisions) Ordinance.

WAIVER IN RELATION TO MANAGEMENT PRESENCE IN HONG KONG

Pursuant to Rule 8.12 of the Listing Rules, an issuer must have sufficient management presence in
Hong Kong. This normally means that at least two of its executive directors must be ordinarily resident in
Hong Kong.

We do not have sufficient management presence in Hong Kong for the purposes of satisfying the
requirements under Rule 8.12 of the Listing Rules. Our Group’s management, business operations and
assets are primarily based outside Hong Kong. The principal management headquarters and senior
management of the Group are primarily based in China. Our Company considers that the Group’s
management is best able to attend to its functions by being based in the PRC. Our Directors consider that
the appointment of executive Directors who will be ordinarily resident in Hong Kong would not be
beneficial to, or appropriate for, the Group and therefore would not be in the best interests of our
Company and the Shareholders as a whole. Accordingly, we have applied to the Stock Exchange for, and
the Stock Exchange has granted, a waiver from strict compliance with the requirements under Rule 8.12
of the Listing Rules. We will ensure that there is an effective channel of communication between us and
the Stock Exchange by way of the following arrangements:

(a)  we have appointed two authorized representatives pursuant to Rule 3.05 of the Listing
Rules, who will act as our principal channel of communication with the Stock Exchange.
The two authorized representatives appointed are Ms. Hong Ye, our executive Director and
the Board Secretary of our Company and Ms. Pui Chun Hannah Suen, our company
secretary, to be the principal communication channel at all times between the Stock
Exchange and our Company. Each of our authorised representatives will be available to meet
with the Stock Exchange in Hong Kong within a reasonable time frame upon the request of
the Stock Exchange and will be readily contactable by telephone, facsimile and email;

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

(c)  although our executive Directors and non-executive Director are not ordinary residents in
Hong Kong, each of our Directors possesses or can apply for valid travel documents to visit
Hong Kong and is able to meet with the Stock Exchange within a reasonable period of time,
when required;

(d)  we have appointed Maxa Capital Limited as our compliance adviser, pursuant to Rule 3A.19
of the Listing Rules, who will have access at all times to our authorized representatives,
Directors and senior management, and will act as an additional channel of communication
between the Stock Exchange and us; and

(e)  we have provided the Stock Exchange with the contact details of each Director (including
their respective mobile phone number, office phone number and e-mail address).

— 86 —



WAIVERS FROM STRICT COMPLIANCE WITH THE LISTING RULES AND
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UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

Our Company will inform the Stock Exchange as soon as practicable in respect of any change in
the authorized representatives, the Directors and/or the compliance adviser in accordance with the

Listing Rules.

WAIVER AND EXEMPTION IN RELATION TO THE SHARE OPTION PLAN

Under the Third Schedule to the Companies (Winding up and Miscellaneous Provisions)
Ordinance, the prospectus of the Company is required to include, among other things, details of the
number, description and amount of any shares in or debentures of the Company which any person has, or
is entitled to be given, an option to subscribe for, together with certain particulars of each option, namely
the period during which it is exercisable, the price to be paid for the Shares or debentures subscribed for
under it, the consideration (if any) given or to be given for it and the names and addresses of the persons

to whom it was given.

Under Rule 17.02(1)(b) of the Listing Rules, a new listing applicant must disclose in the
prospectus full details of all outstanding options. Paragraph 27 of Part A of Appendix 1 to the Listing
Rules also requires the disclosure of particulars of any capital of any member of the Group which is under
option, or agreed conditionally or unconditionally to be put under option, including the consideration for
which the option was or will be granted and the price and duration of the option, and the name and address

of the grantees.

According to the Guidance Letter HKEX-GL11-09 (July 2009) (Updated in March 2014), the
Stock Exchange would normally grant waivers from disclosing the names and addresses of certain
grantees if the issuer could demonstrate that such disclosures would be irrelevant and unduly
burdensome, subject to certain conditions specified therein.

As of the Latest Practicable Date, our Company had outstanding options granted under the Share
Option Plan to 184 grantees, including a total of eight Directors and senior management and other
connected persons of our Company and 176 other employees, former employees or consultants of our
Group, to subscribe for an aggregate of 47,585,473 Shares (as adjusted after Capitalization Issue),
representing 7.80% of the total number of Shares in issue immediately after completion of the Global
Offering (assuming the Over-allotment Option is not exercised and no Shares are allotted and issued
under the Share Incentive Schemes), on the terms set out in the paragraph headed “Statutory and General

Information—D. Share Incentive Schemes—1. Share Option Plan” in Appendix IV to this prospectus.

Amongst the total number of Shares granted under the Share Option Plan, as of the Latest
Practicable Date, awards of options for an aggregate of 35,675,766 Shares (as adjusted after
Capitalization Issue) representing 5.85% of the total number of Shares in issue immediately after
completion of the Global Offering (assuming there will be no allotment or issuance immediately after
completion of the Global Offering, whether pursuant to the exercise of the Over-allotment Option or
under the Share Incentive Schemes) have been granted to eight eligible participants (being a Director or
member of the senior management) by the Company under the Share Option Plan. For details, please refer
to the section headed “Statutory and General information—D. Share Incentive Schemes—1. Share Option

Plan” in Appendix IV to the prospectus.
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Our Company has applied to the Stock Exchange and the SFC, respectively for, (i) a waiver from

strict compliance with the disclosure requirements under Rule 17.02(1)(b) of, and paragraph 27 of

Appendix 1A to, the Listing Rules; and (ii) a certificate of exemption under section 342A of the

Companies (Winding Up and Miscellaneous Provisions) Ordinance exempting our Company from strict

compliance with the disclosure requirements under paragraph 10(d) of Part I of the Third Schedule to the

Companies (Winding Up and Miscellaneous Provisions) Ordinance, on the ground that strict compliance

with the above requirements would be unduly burdensome for our Company for the following reasons:

(a)

(b)

()

(d)

(e)

given that 184 grantees are involved, strict compliance with such disclosure requirements in
setting out full details of all the grantees under the Share Option Plan in the prospectus
would be costly and unduly burdensome for our Company in light of a significant increase in

cost and timing for information compilation, prospectus preparation and printing;

as of the Latest Practicable Date, among all the grantees, eight grantees were Directors or,
the senior management or other connected persons of our Company and the remaining 176
grantees are only employees, former employees or consultants of our Group, and strict
compliance with the Share Option Disclosure Requirements to disclose names, addresses,
and entitlements on an individual basis in this prospectus will therefore require about 16
pages of additional disclosure that does not provide any material information to the

investing public;

the grant and exercise in full of the options under the Share Option Plan will not cause any

material adverse impact to the financial position of our Company;

non-compliance with the above disclosure requirements would not prevent our Company
from providing its potential investors with an informed assessment of the activities, assets,

liabilities, financial position, management and prospects of our Company; and

material information relating to the options under the Share Option Plan will be disclosed in
this prospectus, including the total number of Shares subject to the Share Option Plan, the
exercise price per Share (if applicable), the potential dilution effect on the shareholding and
impact on earnings per Share upon full allotment and issuance under the Share Option Plan.
Our Directors consider that the information that is reasonably necessary for potential
investors to make an informed assessment of our Company in their investment decision

making process has been included in this prospectus.

In light of the above, our Directors are of the view that the grant of the waiver and exemption

sought under this application will not prejudice the interests of the investing public.
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The Stock Exchange has agreed to grant to the Company the requested waiver subject to the

conditions that:

(a)

(b)

(c)

(d)

(e

()

()

(h)

full details of the options granted by the Company under the Share Option Plan to each of
our Directors, the senior management of our Group, the other connected persons of our
Company, and other grantees who have been granted options to subscribe for 400,000 Shares
or more, are disclosed in the paragraph headed “Statutory and General Information—D.
Share Incentive Schemes—1. Share Option Plan” in Appendix IV to this prospectus, such
details to include all the particulars required under Rule 17.02(1)(b) of, and paragraph 27 of
Appendix 1A to, the Listing Rules, and paragraph 10 of Part I of the Third Schedule to the
Companies (Winding Up and Miscellaneous Provisions) Ordinance;

in respect of the options granted by the Company under the Share Option Plan to current and
former employees and consultants other than those referred to in point (a) above, the
following details are disclosed in this prospectus: (1) aggregate number of grantees and
number of Shares underlying the options under the Share Option Plan, (2) the consideration
paid for the grant of the options granted under the Share Option Plan (if any), and (3) the

exercise period and the exercise price of the options granted under the Share Option Plan;

the aggregate number of Shares underlying the options granted under the Share Option Plan
and the percentage of our Company’s total issued share capital represented by such number

of Shares are disclosed in this prospectus;

the dilutive effect and impact on earnings per Share upon the full exercise of the options
granted under the Share Option Plan are disclosed in the paragraph headed “Statutory and
General Information—D. Share Incentive Schemes—1. Share Option Plan” in Appendix IV

to this prospectus;

a summary of the major terms of the Share Option Plan are disclosed in the paragraph
headed “Statutory and General Information—D. Share Incentive Schemes—1. Share Option
Plan” in Appendix IV to this prospectus;

the particulars of the waiver are disclosed in this prospectus;

a full list of all the grantees (including the persons referred to in point (a) above) who have
been granted options under the Share Option Plan, containing all the particulars as required
under the Share Option Disclosure Requirements, will be made available for public
inspection in accordance with the section headed “Documents Delivered to the Registrar of
Companies and Available for Inspection” in Appendix V to this prospectus; and

the grant of certificate of exemption under the Companies (Winding Up and Miscellaneous
Provisions) Ordinance from the SFC exempting our Company from the disclosure
requirements provided in paragraph 10(d) of Part I of the Third Schedule to the Companies
(Winding Up and Miscellaneous Provisions) Ordinance.
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The SFC has agreed to grant to our Company the certificate of exemption under section 342A of
the Companies (Winding Up and Miscellaneous Provisions) Ordinance exempting the Company from
strict compliance with paragraph 10(d) subject to the conditions that:

(a)  full details of the options granted by the Company under the Share Option Plan to each of
our Directors, the senior management of our Group, the other connected persons of our
Company, and other grantees who have been granted options to subscribe for 400,000 Shares
or more, are disclosed in the paragraph headed “Statutory and General Information—D.
Share Incentive Schemes—1. Share Option Plan” in Appendix IV to this prospectus, such
details to include all the particulars required under paragraph 10 of Part I of the Third
Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance;

(b)  inrespect of the options granted by the Company under the Share Option Plan to current and
former employees or consultants other than those referred to in point (a) above, the
following details are disclosed in this prospectus: (1) aggregate number of grantees and
number of Shares underlying the options granted under the Share Option Plan, (2) the
consideration paid for the grant of the options under the Share Option Plan (if any), and (3)
the exercise period and the exercise price for the options granted under the Share Option
Plan;

(c)  afull list of all the grantees (including the persons referred to in point (a) above) who have
been granted options to subscribe for Shares under the Share Option Plan, containing all the
particulars as required in paragraph 10 of Part I of the Third Schedule to the Companies
(Winding Up and Miscellaneous Provisions) Ordinance, be made available for public
inspection in accordance with the section headed “Documents Available for Inspection” in
Appendix V to this prospectus; and

(d)  the particulars of the exemption are disclosed in this prospectus and this prospectus will be
issued on or before May 5, 2020.

Further details of the Share Option Plan are set forth in the section headed “Statutory and General
Information—D. Share Incentive Schemes—1. Share Option Plan” in Appendix IV to this prospectus.

EXEMPTION IN RESPECT OF FINANCIAL STATEMENTS IN THIS PROSPECTUS

Section 342(1)(b) of the Companies (Winding Up and Miscellaneous Provisions) Ordinance
requires all prospectuses to include matters specified in Part I of the Third Schedule to the Companies
(Winding Up and Miscellaneous Provisions) Ordinance, and set out the reports specified in Part II of the
Third Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance.

Paragraph 27 of Part I of the Third Schedule to the Companies (Winding Up and Miscellaneous
Provisions) Ordinance requires a company to include in its prospectus a statement as to the gross trading
income or sales turnover (as the case may be) of the company during each of the three financial years
immediately preceding the issue of the prospectus, including an explanation of the method used for the
computation of such income or turnover and a reasonable breakdown between the more important trading
activities.
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Paragraph 31 of Part II of the Third Schedule to the Companies (Winding Up and Miscellaneous
Provisions) Ordinance further requires the company to include in its prospectus a report by the auditors of
the company with respect to (i) the profits and losses of the company and (ii) the assets and liabilities of
the company for each of the three financial years immediately preceding the issue of the prospectus.

Section 342A(1) of the Companies (Winding Up and Miscellaneous Provisions) Ordinance
provides that the SFC may issue, subject to such conditions (if any) as the SFC thinks fit, a certificate of
exemption from the compliance with the relevant requirements under the Companies (Winding Up and
Miscellaneous Provisions) Ordinance if, having regard to the circumstances, the SFC considers that the
exemption will not prejudice the interests of the investing public and compliance with any or all of such
requirements would be irrelevant or unduly burdensome, or would otherwise be unnecessary or

inappropriate.

Rule 4.04(1) of the Listing Rules requires that the consolidated results of the Group in respect of
each of the three financial years immediately preceding the issue of the prospectus be included in the

Accountant’s Report to this prospectus.

The Listing Rules require that an eligible biotech company must have been in operation in its
current line of business for at least two financial years prior to listing under substantially the same
management. Rule 18A.06 of the Listing Rules requires that an eligible biotech company must comply
with Rule 4.04 of the Listing Rules modified so that references to “three financial years” or “three years”
in Rule 4.04 shall instead reference to “two financial years” or “two years”, as the case may be. Further,
pursuant to Rule 8.06 of the Listing Rules, the latest financial period reported on by the reporting
accountants for a new applicant must not have ended more than six months from the date of the listing
document.

In compliance with the abovementioned requirements under the Listing Rules, the accountant’s
report of our Company set out in Appendix I to this prospectus is currently prepared to cover the two
financial years ended December 31, 2019.

As such, the Joint Sponsors have applied on behalf of our Company to the SFC for a certificate of
exemption from strict compliance with paragraph 27 of Part I and paragraph 31 of Part II of the Third
Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance regarding the
inclusion of the accountant’s report covering the full three financial years immediately preceding the

issue of this prospectus on the following grounds:

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

(b)  the Accountant’s Report for each of the two financial years ended December 31, 2018 and

2019 has been prepared and is set out in Appendix I to the Prospectus in accordance with
Rule 18A.06 of the Listing Rules;
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(c)  notwithstanding that the financial results set out in this prospectus are only for the two
financial years ended December 31, 2018 and 2019 in accordance with Chapter 18A of the
Listing Rules, other information required to be disclosed under the Listing Rules and
requirements under the Companies (Winding Up and Miscellaneous Provisions) Ordinance

has been adequately disclosed in this prospectus pursuant to the relevant requirements;

(d)  given that our Company is only required to disclose its financial results for the two financial
years ended December 31, 2018 and 2019 in accordance with Chapter 18A of the Listing
Rules and preparation of the financial results for the year ended December 31, 2017 would
require additional work to be performed by our Company and its auditors, strict compliance
with section 342(1)(b) of the Companies (Winding Up and Miscellaneous Provisions)
Ordinance in relation to the requirements of paragraph 27 of Part I and paragraph 31 of Part
IT of the Third Schedule to the Companies (Winding Up and Miscellaneous Provisions)

Ordinance would be unduly burdensome for our Company; and

(e)  the Accountant’s Report covering the two financial years ended December 31, 2018 and
2019, together with other disclosure in this prospectus, has already provided the potential
investors with adequate and reasonable up-to-date information in the circumstances to form
a view on the track record of our Company; and that all information which is necessary for
the investing public to make an informed assessment of the business, assets and liabilities,
financial position, management and prospects has been included in this prospectus.

Therefore, the exemption would not prejudice the interest of the investing public.

The SFC has granted a certificate of exemption under section 342A of the Companies (Winding Up
and Miscellaneous Provisions) Ordinance exempting our Company from strict compliance with
paragraph 27 of Part I and paragraph 31 of Part II of the Third Schedule to the Companies (Winding Up
and Miscellaneous Provisions) Ordinance on the condition that particulars of the exemption are set out in

this prospectus and this prospectus will be issued on or before May 5, 2020.

CORNERSTONE SUBSCRIPTION BY EXISTING SHAREHOLDERS AND THEIR CLOSE
ASSOCIATES

Rule 9.09 of the Listing Rules provides that there must be no dealing in the securities for which
listing is sought by any core connected person of an issuer (except as permitted by Rule 7.11 of the

Listing Rules) from 4 clear business days before the expected hearing date until listing is granted.

Rule 10.04 of the Listing Rules provides that a person who is an existing shareholder of the issuer
may only subscribe for or purchase securities for which listing is sought if no securities will be offered to
them on a preferential basis and no preferential treatment will be given to them in the allocation of

securities.
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Paragraph 5(2) of Appendix 6 to the Listing Rules provides, inter alia, that without the prior
written consent of the Stock Exchange, no allocations will be permitted to directors or existing
shareholders of the applicant or their close associates, whether in their own names or through nominees,
unless any actual or perceived preferential treatment arising from their ability to influence the applicant

during the allocation process can be addressed.

Our Company has applied for a waiver from strict compliance with the requirements (i) under Rule
10.04 of, and a consent under paragraph 5(2) of Appendix 6 to, the Listing Rules, to allow China
Structural Reform Fund Corporation Limited (a close associate of an existing shareholder of our
Company, EverestLu); and (ii) under Rules 9.09 and 10.04 of, and a consent under paragraph 5(2) of
Appendix 6 to, the Listing Rules, to allow LAV Aero Limited (an existing shareholder of our Company)
to subscribe for Shares in the Global Offering (the “Participating Shareholders”), subscribing as

cornerstone investors.

The Stock Exchange has granted the requested waivers and consents subject to the conditions that:

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

(b)  the Offer Shares to be subscribed by and allocated to the Participating Shareholders under
the Global Offering will be at the same Offer Price and in respect of Participating
Shareholders subscribing by way of cornerstone investment, on substantially the same terms
as other cornerstone investors (including being subject to a six-month lock up arrangement

following Listing);

(c) no preferential treatment has been, nor will be, given to the Participating Shareholders by
virtue of their relationship with the Company in any allocation in the placing tranche, other
than the preferential treatment of assured entitlement under their cornerstone investments
(in respect of Participating Shareholders subscribing as cornerstone investors) which follow
the principles set out in the Guidance Letter HKEX-GL51-13, that the cornerstone
investment agreements of the Participating Shareholders do not contain any material terms
which are more favorable to them than those in other cornerstone investment agreements;
and

(d)  details of the allocation of the Offer Shares by the Participating Shareholders in the Global
Offering as cornerstone investors are disclosed in this prospectus and will be disclosed in

the allotment results announcement of our Company.

For further information about the cornerstone investments of the Participating Shareholders,

please refer to the section headed “Cornerstone Placing” in this prospectus.
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INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

DIRECTORS’ RESPONSIBILITY FOR THE CONTENTS OF THIS PROSPECTUS

This prospectus, for which our 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 and the Listing Rules for
the purpose of giving information to the public with regard to the Group. Our Directors, having made all
reasonable enquiries, confirm that, to the best of their knowledge and belief, the information contained in
this prospectus is accurate and complete in all material respects and not misleading or deceptive, and
there are no other matters the omission of which would make any statement in this prospectus misleading.

UNDERWRITING AND INFORMATION ON THE GLOBAL OFFERING

This prospectus is published solely in connection with the Hong Kong Public Offering, which
forms part of the Global Offering. The Global Offering comprises the Hong Kong Public Offering of
initially 15,252,000 Offer Shares and the International Offering of initially 137,259,000 Offer Shares
(subject to, in each case, reallocation on the basis referred to under the section headed “Structure of the
Global Offering” in this prospectus and, in case of the International Offering, to any exercise of the

Over-allotment Option).

The listing of our Shares on the Stock Exchange is sponsored by the Joint Sponsors and the Global
Offering is managed by the Joint Global Coordinators. The Hong Kong Public Offering is fully
underwritten by the Hong Kong Underwriters pursuant to the Hong Kong Underwriting Agreement. The
International Underwriting Agreement relating to the International Offering is expected to be entered into
on or around Friday, May 8, 2020. Further information regarding the Underwriters and the Underwriting
Agreements are set out in the section headed “Underwriting” in this prospectus.

The Hong Kong Offer Shares are offered solely on the basis of the information contained and
representations made in this prospectus and the Application Forms and on the terms and subject to the
conditions set out herein and therein. No person is authorized to give any information in connection with
the Global Offering or to make any representation not contained in this prospectus and the relevant
Application Forms, and any information or representation not contained herein and therein must not be
relied upon as having been authorized by our Company, the Joint Sponsors, the Joint Global
Coordinators, the Joint Bookrunners, the Joint Lead Managers, the Underwriters, any of their respective
directors, officers, employees, partners, agents, employees or advisers or any other party involved in the
Global Offering.

Neither the delivery of this prospectus nor any subscription or acquisition made under it shall,
under any circumstances, constitute a representation that there has been no change or development
reasonably likely to involve a change in our affairs since the date of this prospectus or imply that the
information contained in this prospectus is correct as of any date subsequent to the date of this
prospectus.

Further information regarding the structure of the Global Offering, including its conditions, are set
out in the section headed “Structure of the Global Offering”, and the procedures for applying for our
Hong Kong Offer Shares are set out in the section headed “How to Apply for the Hong Kong Offer
Shares” in this prospectus and in the relevant Application Forms.
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RESTRICTIONS ON OFFER AND SALE OF THE OFFER SHARES

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

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. Accordingly, without limitation to the following, this prospectus may
not be used for the purpose of, and does not constitute, an offer or invitation in any jurisdiction or in any
circumstances in which such an offer or invitation is not authorized or to any person to whom it is
unlawful to make such an offer or invitation. The distribution of this prospectus and the offering and sales
of the Offer Shares in other jurisdictions are subject to restrictions and may not be made except as
permitted under the applicable securities laws of such jurisdictions pursuant to registration with or
authorization by the relevant securities regulatory authorities or an exemption therefrom. In particular,
the Hong Kong Offer Shares have not been publicly offered or sold, directly or indirectly, in the PRC or
the United States.

APPLICATION FOR LISTING ON THE STOCK EXCHANGE

We have applied to the Listing Committee for the granting of the listing of, and permission to deal
in, the Shares in issue (including the Shares issued pursuant to the conversion of the Preferred Shares and
the Capitalization Issue), the Offer Shares to be issued by us pursuant to the Global Offering (including
any Shares which may be issued pursuant to the exercise of the Over-allotment Option) and the exercise
of options which were granted under the Share Option Plan or may be granted under the Share Option
Scheme and the RSUs that may be granted under the RSU Scheme.

Dealings in the Shares on the Stock Exchange are expected to commence on Friday, May 15, 2020.
Save as disclosed in this prospectus, no part of our Shares or loan capital is listed or dealt in on any other
stock exchange and no such listing or permission to list is being or proposed to be sought on any other
stock exchange as of the date of this prospectus. All the Offer Shares will be registered on the Hong Kong
register of members of our Company in order to enable them to be traded on the Stock Exchange.

Under section 44B(1) of the Companies (Winding Up and Miscellaneous Provisions) Ordinance,
any allotment made in respect of any application will be invalid if the listing of, and permission to deal in,
our Shares on the Stock Exchange is refused before the expiration of three weeks from the date of the
closing of the application lists, or such longer period (not exceeding six weeks) as may, within the said
three weeks, be notified to our Company by or on behalf of the Stock Exchange.

PROFESSIONAL TAX ADVICE RECOMMENDED

Potential investors in the Global Offering are recommended to consult their professional advisers
as to the taxation implications of subscribing for, purchasing, holding or disposal of, and/or dealing in the
Offer Shares or exercising rights attached to them. None of us, the Joint Sponsors, the Joint Global
Coordinators, the Joint Bookrunners, the Joint Lead Managers, the Underwriters, any of their respective
directors, officers, employees, partners, agents, advisers or representatives or any other person or party
involved in the Global Offering accepts responsibility for any tax effects on, or liabilities of, any person
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resulting from the subscription, purchasing, holding, disposition of, or dealing in, the Offer Shares or

exercising any rights attached to them.

OVER-ALLOTMENT OPTION AND STABILIZATION

Details of the arrangements relating to the Over-allotment Option and stabilization are set out

under the sections headed “Underwriting” and “Structure of the Global Offering” in this prospectus.

HONG KONG REGISTER OF MEMBERS AND HONG KONG STAMP DUTY

Our Company’s principal register of members will be maintained by its principal share registrar,
Campbells Corporate Services Limited, in the Cayman Islands. All of the Offer Shares issued pursuant to
the Global Offering will be registered on our Company’s Hong Kong share register to be maintained in
Hong Kong by our Hong Kong Share Registrar, Computershare Hong Kong Investor Services Limited.
Dealings in the Shares registered in our Company’s Hong Kong share register will be subject to Hong

Kong stamp duty.

Unless determined otherwise by our Company, dividends payable in Hong Kong dollars in respect
of Shares will be paid to the Shareholders listed on the Hong Kong share register of our Company, by
ordinary post, at the Shareholders’ risk, to the registered address of each Shareholder.

SHARES WILL BE ELIGIBLE FOR ADMISSION INTO CCASS

Subject to the granting of the listing of, and permission to deal in, the Shares on the Stock
Exchange and compliance with the stock admission requirements of HKSCC, the Shares will be accepted
as eligible securities by HKSCC for deposit, clearance and settlement in CCASS with effect from the date
of commencement of dealings in the Shares on the Stock Exchange or on any other date as determined by
HKSCC. Settlement of transactions between participants of the Stock Exchange is required to take place
in CCASS on the second Business Day after any trading day. All activities under CCASS are subject to
the General Rules of CCASS and CCASS Operational Procedures in effect from time to time. All

necessary arrangements have been made enabling the Shares to be admitted into CCASS.

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

PROCEDURES FOR APPLICATION FOR HONG KONG OFFER SHARES

The procedures for applying for Hong Kong Offer Shares are set out in the section headed “How to

Apply for the Hong Kong Offer Shares” in this prospectus and on the Application Forms.

STRUCTURE OF THE GLOBAL OFFERING

Details of the structure of the Global Offering, including its conditions, are set out in the section

headed “Structure of the Global Offering” in this prospectus.
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EXCHANGE RATE CONVERSION

Solely for your convenience, this prospectus contains translations among certain amounts
denominated in Renminbi, Hong Kong dollars and U.S. dollars. No representation is made that the
amounts denominated in one currency could actually be converted into the amounts denominated in
another currency at the rates indicated or at all. Unless indicated otherwise, (i) the translations between
Renminbi and U.S. dollars were made at the rate of RMB7.0803 to US$1.00, (ii) the translations between
U.S. dollars and Hong Kong dollars were made at the rate of HK$7.7512 to US$1.00; and (iii) the
translation between Hong Kong dollars and Renminbi were made at the rate of HK$1.00 to RMB0.9135.
Any discrepancies in any table between totals and sums of amounts listed therein are due to rounding.

LANGUAGE

If there is any inconsistency between this prospectus and the Chinese translation of this
prospectus, this prospectus shall prevail. However, the English names of the PRC nationals, entities,
departments, facilities, certificates, titles, laws, regulations and the like are translations of their Chinese
names and are included for identification purposes only. If there is any inconsistency, the Chinese name

prevails.
ROUNDING
Certain amounts and percentage figures included in this prospectus have been subject to rounding

adjustments, or have been rounded to one or two decimal places. Any discrepancies in any table, chart or
elsewhere between totals and sums of amounts listed therein are due to rounding.
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DIRECTORS

Name

Address

Nationality

Executive Directors

Yi ZHANG (i —)

Ping Ye ZHANG (5K #E3%)

Hong YE (Z£41)

Non-executive Directors

Zhiyun YU (Fii&E2E)

Jifeng GUAN (Bf#21%)

Fei CHEN ([ #§)

No. 170

1 Xiu Yan Road
Kanggiao Town
Pudong New Area
Shanghai

PRC

No. 170

1 Xiu Yan Road
Kangqgiao Town
Pudong New Area
Shanghai

PRC

No. 141, Baoli-Linyuxi
68 West Xiuyan Road
Pudong New Area
Shanghai

PRC

Room 7C, Block 5
No. 801 Wuding Road
Jing’an District
Shanghai

PRC

Suite 801, Door 1

Block 11, Qixian Village
Haidian District

Beijing

PRC

Room 92-501

Lane 88 Guoxiu Road
Shanghai

PRC
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DIRECTORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

Name Address Nationality

Bing SHANG (¥ {%) Room 25-102 Chinese
Shanghai Tan Huayuan Yang Fang
South District
Lane 506 Ru Shan Road
Pudong New Area
Shanghai
PRC

Independent Non-executive Directors

Stephen Newman OESTERLE 2410 Oliver Ave. S. American
Minneapolis
MN 55405
USA

Robert Ralph PARKS 176 South Beach Road American
Hobe Sound
Florida 33455
USA

Wayne WU 741 Barracuda Way American
Laguna Beach
California 92651
USA

Wai Ming YIP (Z£4&HH) Flat H, 38/F Chinese
Tower 6, Sorrento
1 Austin Road West
Tsim Sha Tsui
Kowloon
Hong Kong

For further information regarding our Directors, please refer to the section headed “Directors and

Senior Management” in this prospectus.

— 99 —



DIRECTORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

PARTIES INVOLVED IN THE GLOBAL OFFERING

Joint Sponsors Morgan Stanley Asia Limited
46/F, International Commerce Centre
1 Austin Road West
Kowloon
Hong Kong

Huatai Financial Holdings (Hong Kong) Limited
62/F, The Center

99 Queen’s Road Central

Hong Kong

Joint Global Coordinators Morgan Stanley Asia Limited
46/F, International Commerce Centre
1 Austin Road West
Kowloon
Hong Kong

Huatai Financial Holdings (Hong Kong) Limited
62/F, The Center

99 Queen’s Road Central

Hong Kong

BOCI Asia Limited

26/F 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
Joint Bookrunners and Joint Lead Morgan Stanley Asia Limited
Managers (in relation to the Hong Kong Public Offering)

46/F, International Commerce Centre
1 Austin Road West

Kowloon

Hong Kong

Morgan Stanley & Co. International plc
(in relation to the International Offering)
25 Cabot Square

Canary Wharf

London E14 4QA

United Kingdom
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Huatai Financial Holdings (Hong Kong) Limited
62/F, The Center

99 Queen’s Road Central

Hong Kong

BOCI Asia Limited

26/F 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

Guotai Junan Securities (Hong Kong) Limited
27/F., Low Block

Grand Millennium Plaza

181 Queen’s Road Central

Hong Kong

Legal Advisers to our Company As to Hong Kong & U.S. laws:

O’Melveny & Myers
31/F, AIA Central

1 Connaught Road Central
Hong Kong

As to PRC law:

Hengtai Law Offices

Suite 1701, North Tower

Shanghai Stock Exchange Building
528 Pudong Nan Lu

Shanghai, PRC
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Legal Advisers to the Underwriters

Auditor and Reporting Accountants

Jingtian & Gongcheng Law Firm
45/F, K. Wah Centre

1010 Huaihai Road (M)

Xuhui District

Shanghai, PRC

As to Cayman Islands law:

Campbells

Floor 35, Room 3507, Edinburgh Tower
The Landmark

15 Queen’s Road Central

Hong Kong

As to PRC intellectual property laws:

Guangdong Junlong Law Firm
Room A509

Zhongdi Building

High-Tech Industrial Park
Nanshan District

Shenzhen, PRC

As to Hong Kong & U.S. laws:

Herbert Smith Freehills
23/F, Gloucester Tower
15 Queen’s Road Central
Hong Kong

As to PRC law:

Commerce & Finance Law Offices
6/F, NCI Tower

A12 Jianguomenwai Avenue
Chaoyang District

Beijing, PRC

PricewaterhouseCoopers

Certified Public Accountants and Registered Public
Interest Entity Auditor

22/F, Prince’s Building

Central

Hong Kong
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Industry Consultant Frost & Sullivan (Beijing) Inc., Shanghai Branch Co.
Room 1018, Tower B
Greenland Hui Center
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Shanghai, PRC

Compliance Adviser Maxa Capital Limited
Unit 1908 Harbour Center
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Wanchai
Hong Kong

Receiving Bank Bank of China (Hong Kong) Limited

1 Garden Road
Hong Kong
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Certain information and statistics set out in this section have been extracted from various
official government publications, market data providers and an Independent Third Party source,
Frost & Sullivan. The report (the “Frost & Sullivan Report”) prepared by Frost & Sullivan in
December 2019 and cited in this prospectus was commissioned by us. We believe that the sources of
this information are appropriate sources for such information and have taken reasonable care in
extracting and reproducing such information. We have no reason to believe that such information is
false or misleading or that any fact has been omitted that would render such information false or
misleading. However, the information has not been independently verified by our Company, the Joint
Sponsors, any of their respective directors, employees, agents or advisers or any other person or
party involved in the Global Offering (except for Frost & Sullivan), and no representation is given as
to its accuracy. Certain information and statistics contained herein may not be consistent with other
information and statistics compiled within or outside China. As such, investors are cautioned not to
place any undue reliance on the information, including statistics and estimates, set forth in this
section or similar information included elsewhere in this document. For a discussion of the risks
relating to our industry, please refer to the section headed “Risk Factors.”

OVERVIEW OF CARDIOVASCULAR DISEASES AND INTERVENTIONAL THERAPIES

Cardiovascular diseases generally refer to conditions that affect the circulatory system, consisting
of the heart, blood vessels and neurohumoral tissues that regulate blood circulation. Within the domain of
cardiovascular diseases, valvular heart diseases and neurovascular diseases (also known as
cerebrovascular diseases) have high prevalence and mortality rates in China, but currently there are
limited effective treatments for such diseases. In recent years, interventional therapies are developing
rapidly for treating these diseases, and are progressively replacing traditional surgeries, because they
generally involve shorter procedure time, cause fewer post-procedural complications and allow faster

recovery.

In China, the markets for interventional therapies targeting valvular heart diseases and
neurovascular diseases are at their emerging stages. With the escalating incidence of valvular heart
diseases and neurovascular diseases, enhanced patient health awareness, increased patient affordability,
and improved clinical practice of physicians, it is expected that the markets for interventional therapies
targeting valvular heart diseases and neurovascular diseases will exhibit strong growth in the upcoming
years.

THE TRANSCATHETER VALVE THERAPEUTIC MEDICAL DEVICE MARKET

Overview of Valvular Heart Diseases and Treatment

Valvular heart diseases are characterized by damage to or defects in one or more of the four heart
valves: aortic, mitral, tricuspid and pulmonary valves. Normal and functioning valves ensure proper
blood flow, but valvular heart diseases cause the valves to become too narrow and hardened (aortic
stenosis) to open fully, or unable to close completely (aortic regurgitation). Aortic stenosis is a common
heart valve disease in China. Rheumatic diseases are a major cause of aortic stenosis for Chinese patients.
Due to improving living standards and the aging population, the degenerative change in valves is

becoming another main cause of heart valve diseases in Chinese patients.
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Currently, procedures to treat valvular heart diseases are generally divided into three categories:
traditional thoracotomy heart valve replacement and repair surgery, minimally invasive valve surgery,
and transcatheter valve therapy. The transcatheter valve therapy method is expected to be the key
direction for the development of valvular heart disease treatment globally.

Aortic Valve Diseases
Aortic Stenosis

Aortic stenosis is the narrowing of the aortic valve opening. Aortic stenosis restricts the blood flow
from the left ventricle to the ascending aorta during systole. CAS and BAV are two main characteristics
of aortic stenosis patients in China.

CAS is a progressive calcification of leaflets. Calcification happens when calcium deposits form
on a patient’s aortic valve, causing the opening of the aortic valve to narrow. This narrowing can become
severe enough to reduce blood flow through the aortic valve. Due to shear stress, inflammation, lipid
infiltration and myofibroblast differentiation, leaflet calcification worsens in patients, leading to
progressive aortic stenosis, and eventually the patient’s valve becomes obstructed, requiring valve
replacement. It has been further evidenced that certain demographic factors also increase the risk of CAS
prevalence in the Chinese population, such as the Chinese population’s typical dietary habits, genetic
predisposition for CAS and common osteoblast phenotype.

BAV is a heart disease where the aorta has two leaflets (bicuspid valve) instead of the normal three
leaflets, mainly causing valvular dysfunction and severe aortopathy leading to aortic stenosis. BAV is a
common form of cardiac valvular disease in China. Demographic factors such as cholesterol level, genes
and gender are found to relate to the prevalence of BAV.

Based on studies conducted on 52 sampled patients in China and 232 sampled patients in the U.S.,
Chinese patients suffer from a more severe degree of aortic stenosis conditions in terms of the aortic
valve’s calcium volume and the incidence rate of bicuspid valve morphology. The average calcium
volume of aortic valves in the sampled Chinese patients was 421mm? in comparison to 142mm? in the
sampled U.S. patients. The incidence rate of bicuspid valve morphology among the sampled Chinese
patients was 38.4% in comparison to 1.3% among the sampled U.S. patients.

Average Calcium Volume of Incidence Rate of Bicuspid
Aortic Valves Valve Morphology
mm?
421 38.4%
142
-— 1 .3 %

China UsS China UsS
(n=52) (n=232) (n=52) (n=232)

Source: Literature review and Frost & Sullivan analysis.
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Prevalence of Aortic Stenosis

The prevalence of aortic stenosis globally increased from 18.0 million patients in 2014 to 19.3
million patients in 2018 at a CAGR of 1.7%, and is estimated to further increase to 22.1 million patients
in 2025 at a CAGR of 1.9% from 2018 to 2025.

The prevalence of aortic stenosis in China increased from 3.9 million patients in 2014 to 4.2
million patients in 2018 at a CAGR of 1.9%, and is estimated to further increase to 4.9 million patients in
2025 at a CAGR of 2.2% from 2018 to 2025. The chart below shows the prevalence of aortic stenosis in
China:

Prevalence of Aortic Stenosis in China, 2014-2025E

Period CAGR
2014-2018 1.9%
2018-2025E 2.2%

Million

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Literature review and Frost & Sullivan analysis.

Aortic Regurgitation

Aortic regurgitation is a condition where the aortic valve is not able to close completely, causing a
backflow of blood from the aorta into the left ventricle during diastole. Causes of aortic regurgitation
include valvular degeneration and aortic root dilation (with or without a bicuspid valve), rheumatic fever,
endocarditis, myxomatous degeneration, aortic root dissection, connective tissue disorders (e.g., Marfan

syndrome) and rheumatologic disorders.
Prevalence of Aortic Regurgitation
The prevalence of aortic regurgitation globally increased from 24.1 million patients in 2014 to 26.0

million patients in 2018 at a CAGR of 1.8%, and is estimated to further increase to 29.9 million patients
in 2025 at a CAGR of 2.0% from 2018 to 2025.
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The prevalence of aortic regurgitation in China increased from 3.5 million patients in 2014 to 3.8
million patients in 2018 at a CAGR of 1.7%, and is estimated to further increase to 4.4 million patients in
2025 at a CAGR of 2.0% from 2018 to 2025. The chart below shows the prevalence of aortic regurgitation
in China:

Prevalence of Aortic Regurgitation in China, 2014-2025E

Period CAGR
2014-2018 1.7%
2018-2025E 2.0%

Million

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Literature review and Frost & Sullivan analysis.
Treatment for Aortic Valve Diseases
Overview

Valvular aortic stenosis is a life-threatening disease which can be treated by pharmacological
approach, surgical procedures or interventional procedures. The pharmacological approach can only help
alleviate the patients’ symptoms, but cannot prevent aortic stenosis from progressing to severe aortic
stenosis. If severe aortic stenosis is not treated by replacing heart valves through surgeries or
interventional procedures, patients will experience worsening symptoms, which can lead to death.
Among surgeries, balloon valvotomy is used primarily in children and very young adults with congenital
aortic stenosis, and SAVR, the traditional open-heart surgery, is a common choice for patients younger
than 75 years old and for patients with low surgical risk.

With the first treatment performed in France in 2002, TAVR is a globally advanced cardiovascular
interventional technique by implanting a prosthetic valve through a vascular path to treat aortic stenosis.
Unlike traditional thoracotomy, TAVR does not require complex tracheal intubation and extracorporeal
procedures, and has the advantages of smaller trauma to patients and shorter postoperative recovery
periods. TAVR may cause paravalvular leak, but certain manufacturers of TAVR devices have introduced
anti-paravalvular leak function to their devices which can effectively prevent paravalvular leak. TAVR
procedures are suitable for patients with inoperable aortic stenosis, and severe aortic stenosis patients
with high surgical risk who cannot withstand the traditional open-heart surgery. TAVR procedures are
also increasingly being performed on intermediate to low surgical risk patients. In August 2019, in the
U.S., the FDA expanded the indications of TAVR to cover patients with low surgical risk, which account
for 79.9% of all SAVR operable patients.
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TAVR procedures can generally be performed with local anesthesia through three different
transcatheter methods based on the entry point of the new valve: transfemoral, transapical and
transaortic. The transfemoral and transapical approaches are relatively less invasive than the transaortic
method, which may require cutting through patients’ breastbone. Between the transfemoral and
transapical approaches, the transfemoral approach is generally the first choice for most patients as it does
not require an incision in the heart during the procedure. For a small number of patients who are currently
not eligible for the transfemoral approach for reasons such as peripheral vascular stenosis or sclerosis,
the transapical approach can be considered. With technological advancements, safer TAVR products are
expected to overcome these limitations, allowing the transfemoral approach to be used for these patients
as well. The transfemoral approach, however, imposes higher requirements to the delivery system of the
TAVR products. The delivery system needs to be thin and flexible, while maintaining sufficient axial
stiffness, in order to allow physicians to accurately release the replacement valve in the targeted position,

while minimizing the risks of vascular complications during procedures.

Evolvement of Aortic Valve Replacement and Valve Leaflet Materials

The diagram below shows the evolvement trends of aortic valve replacement and valve leaflet
materials. There are mainly two types of replacement valves: mechanical and biological valves.
Mechanical valves have high durability, but patients implanted with mechanical valves need to use
anticoagulation medication for the remainder of their lives and tend to be prone to thromboembolism and
hemorrhage. Biological valves have better hemodynamic properties and low occurrence rate of
thrombosis, and patients implanted with biological valves generally only need anticoagulation
medication for a short period of time. However, the durability of biological valves is less optimal than
mechanical valves. In order to reduce patients’ need to undergo a second valve replacement procedure
and to attract more patients to adopt TAVR, it is crucial for TAVR device manufacturers to improve the
durability of the biological valves.

Improvement on
anti-calcification
properties of the

“Dl‘y”

L

ing biologic
1952 heart valves.

Implantation of first

mechanical heart
valve in a patient Future Trend
with aortic valve Bovine of Tissue Valves
FEiaton Porcine Tissue Valves
Mechanical Tissue Valves
Valves
* Make use of ready-for-use
« Make use of bovine dry TAVR valve as material
« Make use of . 5 pericardial heart tissue as * Novel technology to reduce
e e e o
. i TR P * Thicker' and has greater completely eliminate the use
Such as carbon, tanfom, * Enhanced biocompatibilty e Gonr g of gluaraldehyde will be
SIS 59 CEIUE, (e, and reduced anticoagulation . . . d d, whi
teflon, polyester and dacron dru & porcine pericardium? leveloped, which can
> POLE usage compared to 8 3 q effectively resist valve
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1. Legg, M., Mathews, E., & Pelzer, R. (2012). The design and development of a stented tissue mitral and aortic heart valve replacement for human implantation. Cardiovascular journal of
Africa, 23(3), 126.

2. Yap, K. H., Murphy, R., Devbhandari, M., & Venkateswaran, R. (2012). Aortic valve replacement: is porcine or bovine valve better?. Interactive cardiovascular and thoracic surgery, 16(3),
361-373.

Source: Literature review and Frost & Sullivan analysis.
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Currently, most TAVR device manufacturers use one of the following two types of valve leaflet
materials: porcine pericardium and bovine pericardium. Because TAVR procedures are still relatively
new, currently there are insufficient long-term clinical data conclusively demonstrating the differences in
porcine pericardium and bovine pericardium as used in TAVR products. However, comprehensive studies
have been conducted on the valve tissue as used in SAVR products, and based on such studies, more
research papers demonstrated that as compared with porcine pericardium, bovine pericardium (i) is more
durable, (ii) is less likely to incur complications, and (iii) has better performance in terms of
hemodynamic profile.

Currently, the valve leaflets of most commercially available TAVR products are treated with
glutaraldehyde because it can help (i) chemical cross-link the protein and increase the strength of the
valve tissue, (ii) prevent tissue bio-degradation, (iii) inactivate any virus in the tissue, and (iv) reduce the
immunogenicity profile of the tissue. However, glutaraldehyde treatment causes cellular level changes
that result in aldehyde contamination and passive calcific deposition, which reduces the durability of
valves. In order to further prolong the durability of valves, many TAVR product manufacturers are
searching for more advanced anti-calcification technologies. A handful of companies had made initial
progress in such efforts. For example, Edwards Lifesciences has developed technologies that seek to
minimize the negative effects of glutaraldehyde treatments, and we have developed technologies that seek
to completely alleviate the need for glutaraldehyde treatment while providing even better chemical
cross-linking and immunogenicity profile than glutaraldehyde treatment, and maintaining comparable
biological compatibility and anti-virus features.

Patients Eligible for TAVR Procedures

Patients eligible for TAVR procedures are patients with severe aortic stenosis but have life
expectancy of more than one year, except for the ones with anatomical limitations or endocardial
infection that render them not suitable for the procedure. Patients eligible for TAVR procedures can be
divided into (i) SAVR inoperable patients, (ii) patients with high SAVR risk as measured by a STS risk
greater than 8%, (iii) patients with intermediate SAVR risk as measured by a STS risk between 4% to 8%,
and (iv) patients with low SAVR risk as measured by a STS risk lower than 4%. Globally, the last three
types of patients account for 6.2%, 13.9% and 79.9%, respectively, of all SAVR operable patients. Based
on the above classification, the number of patients eligible for TAVR procedures globally increased from
3.4 million in 2014 to 3.6 million in 2018 at a CAGR of 1.8%, and is estimated to reach 4.1 million in
2025 at a CAGR of 2.0% from 2018 to 2025. The diagram below shows the total number of patients
eligible for TAVR procedures globally.

Global Total Eligible Patients for TAVR Procedures, 2014-2025E

Period CAGR
2014-2018 1.8%
2018-2025E 2.0%
Thousand 4,050.1 4,143.7  Total

39001 39750
amse 34313 3dsTe 3625 36188 36937 3750 38250
2 5 s 11700 11925 1215.0 1,243.1  SAVR Inoperable

172.5 175.8 179.8 SAVR High Risk
SAVR Intermediate Risk

1,085.6 1,108.1 1,125.0

1,012.5 1,029.4 1,046.3 1,068.8
162.8 166.0 169.3

146.5 148.9 151.4 154.6 157.1

SAVR Low Risk

1,919.1

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Literature review and Frost & Sullivan analysis.

-111 -



INDUSTRY OVERVIEW

The number of patients eligible for TAVR procedures in China increased from 656.8 thousand in
2014 to 742.1 thousand in 2018 at a CAGR of 3.1%, and is estimated to further increase to 942.8 thousand
in 2025 at a CAGR of 3.5% from 2018 to 2025. The number of patients eligible for TAVR procedures in
China is calculated based on the prevalence of aortic stenosis in China, among which approximately 23%
have severe aortic stenosis. Among this population of patients with severe aortic stenosis, approximately
80% have life expectancy of more than one year and do not have anatomical limitations or endocardial
infection, and are therefore eligible for TAVR procedures. These patients can also be classified into
SAVR inoperable patients, and patients with high, intermediate, and low SAVR risk. The diagram below
shows the total number of patients eligible for TAVR procedures in China.

China’s Total Eligible Patients for TAVR Procedures, 2014-2025E

Period CAGR
2014-2018 3.1%
2018-2025E 3.5%
Thousand 910.0 942.8  Total
878.6 -
820.2 848.7
696.9 718.3 742.1 766.9 7930 273.0 2829  SAVR Inoperable
656.8 676.4 - o . il 254.6 263.6
2155 2226 : o 737 SAVR High Risk
197.1 2029 201 : 686 711

SAVR Intermediate Risk
130.0

SAVR Low Risk

366.4

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Literature review and Frost & Sullivan analysis.
TAVR Equipment Requirements

The facilities where TAVR diagnostic tests and procedures can be performed are gradually shifting
from hybrid operation rooms (hybrid ORs) to cardiac catheterization rooms (cardiac cath rooms). A
hybrid OR is a compound procedural space that combines a traditional operation room with an image
guided interventional suite. Hybrid ORs are equipped with fixed imaging systems that allow physicians to
perform high-risk minimally invasive endovascular procedures with real-time imaging guidance and, if
needed, convert instantly to surgical use. A hybrid OR can have up to 100 different medical devices
including imaging equipment as well as interventional and surgical equipment. To accommodate all
equipment, up to 80 m? of space is needed for a hybrid OR. In contrast, a cardiac cath room is a procedure
room supporting an array of diagnostic tests and therapeutic interventional procedures. A cardiac cath
room mainly contains imaging equipment, hemodynamic angiographic systems and data/imaging
archival, so its space is generally half that of a hybrid OR’s space.

According to the Consensus of Chinese Experts on Transcatheter Aortic Valve Replacement
(CER A T B IR 45 90+ B0 B2 X 3L3K)), in China, only hospitals that have the ability to perform more
than 100 SAVRs per year and more than 200 interventional operations per year can perform TAVR
procedures. Furthermore, TAVR procedures must be performed in modified cardiac cath rooms or hybrid
ORs with a multiple disciplinary heart team consisting of two to three interventional procedure
physicians, one to two cardiac surgeons, one radiologist, one anesthesiologist, one echocardiography
doctor and two to three nurses.
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In 2012, scholars proposed the concept of a minimalist-approach TAVR, which refers to TAVR
procedures performed using the transfemoral approach in an upgraded cardiac cath room without the use
of general anesthesia or transesophageal echocardioagraphy. Since then, attempts have been made to
evaluate the clinical outcomes of minimalist-approach TAVR procedures compared to that of
standard-approach TAVR procedures, with the latter referring to TAVR procedures performed in a hybrid
OR. Performing TAVR procedures in a cardiac cath room can minimize invasive procedural steps,
simplify the overall procedure, reduce the overuse of medical resources and reduce the financial burden
for patients. In comparison to TAVR procedures performed in hybrid ORs, it has been evidenced that
TAVR procedures performed in cardiac cath rooms have equivalent effectiveness while resulting in
minimal morbidity and mortality. In recent years, cardiac cath rooms have increasingly been used for
TAVR procedures around the world. In France, approximately 60% of TAVR procedures are performed in
cardiac cath rooms. In the U.S., practitioners generally consider that the performance of TAVR
procedures will eventually migrate to cardiac cath rooms, thus resulting in substantial cost savings.
However, currently in China, most TAVR procedures are still performed in hybrid ORs. It is expected that
performing TAVR procedures in cardiac cath rooms will also become more prevalent in China due to the
increase of TAVR penetration and advancement in TAVR technology.

TAVR Centers

In the U.S., the number of TAVR centers enrolled in the STS/ACC TVT ™ Registry increased from
252 in 2013 to 600 in 2018 at a CAGR of 18.9%. TAVR procedures must be performed in a center with
appropriate infrastructures that include at least the following features:

° on-site heart valve surgery program,

° cardiac cath room or hybrid OR/catheterization lab equipped with a fixed radiographic
imaging system with flat-panel fluoroscopy that offers quality imaging,

° non-invasive imaging such as echocardiography, vascular ultrasound, computed tomography
and magnetic resonance,

° sufficient space, in a sterile environment, to accommodate necessary equipment for cases
with and without complications,

° post-procedure intensive care facility with personnel experienced in managing patients who
have undergone open-heart valve procedures, and

° prescribed number of surgeons and procedures per year for centers with or without TAVR
procedure experience.

In China, over 150 hospitals performed TAVR procedures in 2018. While China had over 1,700
cardiac cath rooms in 2018, the majority of TAVR procedures were performed in hybrid ORs due to a lack
of valve center facilities and physicians with TAVR experience. However, it is estimated that the number
of hospitals eligible for TAVR procedures will greatly increase. As physicians in China accumulate more
experience performing TAVRs after a larger number of advanced TAVR products become
commercialized, it is expected that more TAVR procedures will be performed in cardiac cath rooms
instead of hybrid ORs due to better clinical safety and effectiveness as well as lower costs. The number of
TAVR centers in China will therefore also increase since there are more cardiac cath rooms set up.
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TAVR Product Market
Global Number of TAVR Procedures’

The number of TAVR procedures globally increased from 56.7 thousand in 2014 to 127.8 thousand
in 2018 at a CAGR of 22.5%, and is estimated to further increase to 340.9 thousand in 2025 at a CAGR of
15.0% from 2018 to 2025. As a result, the percentage of TAVR procedures out of the total number of
TAVR and SAVR procedures is estimated to increase from 36.5% in 2018 to 58.5% in 2025. The diagram
below shows the number of TAVR and SAVR procedures conducted globally:

Number of Global SAVR and TAVR Procedures, 2014-2025E

CAGR
Period
SAVR TAVR Total
2014-2018 1.5% 22.5% 7.1%
2018-2025E 1.2% 15.0% 7.5%

583.1 Total

Thousand

REUR

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Literature review and Frost & Sullivan analysis.

1. In this section, when presenting the number of procedures performed, only procedures performed with
commercialized products were included (i.e., excluding procedures performed with product candidates at clinical

trial stage).
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Global Penetration of TAVR Procedures

The penetration rate of TAVR procedures globally, measured by the number of TAVR procedures as
a percentage of the number of patients eligible for TAVR procedures, increased from 1.7% in 2014 to
3.5% in 2018, and is expected to further increase to 8.2% in 2025. The diagram below shows the
penetration rate of TAVR procedures globally:

Global TAVR Procedures and Penetration Rate, 2014-2025E

Period CAGR

2014-2018 22.5%

2018-2025E 15.0%
Thousand

8.2%

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Il Global TAVR procedures —l— TAVR procedures as a % of TAVR eligible patients globally

Source: Literature review and Frost & Sullivan analysis.
Global TAVR Product Market

The global TAVR product market increased from US$1.5 billion in 2014 to US$4.1 billion in 2018
at a CAGR of 27.8%, and is expected to further increase to US$10.4 billion in 2025 at a CAGR of 14.3%
from 2018 to 2025. The diagram below shows the global market size for TAVR products:

Global Market Size of TAVR Products, 2014-2025E

Period CAGR
2014-2018 27.8%
2018-2025E 14.3%

Billion USD

At ex-factory price level

10.4

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Literature review and Frost & Sullivan analysis.
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Growth Drivers for Global TAVR Product Market

The global TAVR product market is expected to maintain its high growth rate mainly due to the
following factors:

° Application expansion. In 2017, the American College of Cardiology/American Heart
Association released the 2017 edition of the guidelines for the management of patients with
valvular heart diseases, which officially included SAVR intermediate-risk patients into the
indications for TAVR. In August 2019, the conditions of patients with low surgical risk were
included in the indications for TAVR by the FDA in August 2019.

° Rapid technology development. TAVR technology has experienced rapid development since
its inception, and many configurations have been and are expected to be investigated,
leading to more product varieties and improvements.

° Aging population. Aging causes degenerative changes in aortic valves, which lead to aortic
valve diseases. The growing aging population will significantly increase the prevalence of
aortic stenosis, and thereby increase the clinical demand for treatments, especially TAVR.

° Clinical advantage. Through fast iterations of technology upgrades, TAVR is now
recognized as a more effective and safer alternative to SAVR. Because of its lower mortality
rate and fewer complications, TAVR is expected to be widely accepted in clinical practice
within the next ten years.

° Increasing competition in the TAVR product market. To fulfill the unmet need of aortic valve
diseases, new companies continuously emerge to compete in this field while existing players
make continued efforts to incorporate advanced features to their existing TAVR products.
The corresponding increase in the number of the TAVR product market competitors will
provide a wider range of choices for patients, and therefore enhance patients’ accessibility
and market knowledge.

Future Trends for Global TAVR Product Market
The global TAVR product market is expected to experience the following trends:

° Guideline recommendation. Clinical outcomes may be improved if factors such as patient
selection, procedural planning and device implantation are optimized. It is expected that
more of such authoritative guidelines and the standardization of TAVR procedures will be
available.

° Rapid technology improvement in effectiveness and safety. TAVR was initially applied to
elderly severe aortic stenosis patients with multiple co-morbidities, and the application has
since expanded to patients with lower surgical risk and degenerated surgical complications,
especially for paravalvular leak. Additionally, TAVR products’ retrievable and steerable
delivery systems dramatically improve the valve positioning accuracy and stability during
deployment. The field of TAVR products is rapidly evolving, with major refinements in
technology, procedural techniques, patient selection and biomedical engineering.
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° Increase in follow-up valve-in-valve treatment. As more patients with aortic valve disease
receive TAVR treatment, their lifespan is expected to increase significantly. As a result, such
patients may need second or third follow-up valve-in-valve surgeries. Longer expected
lifespan will also bring opportunities for chronic disease management and a second TAVR
procedure six to eight years after the first one for patients with moderate and low surgical

risk.

Number of TAVR Procedures in China

The number of TAVR procedures in China increased from nil in 2014 to 1.0 thousand in 2018, and
is estimated to further increase to 44.6 thousand in 2025 at a CAGR of 20.3% from 2018 to 2025. The
diagram below shows the number of TAVR and SAVR procedures conducted in China:

Number of China SAVR and TAVR Procedures, 2014-2025E

CAGR
Period
SAVR TAVR Total
2014-2018 9.1% - 10.5%
2018-2025E 5.5% 73.2% 20.3%
Thousand 71.8  Total

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Literature review and Frost & Sullivan analysis.
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Penetration of TAVR Procedures in China

The penetration rate of TAVR procedures in China is expected to increase from 0.1% in 2018 to
4.7% in 2025 at a CAGR of 73.2%. The diagram below shows the penetration rate of TAVR procedures in
China:

TAVR Procedures and Penetration Rate in China, 2017-2025E

Period CAGR
2017-2018 440.9%
2018-2025E 73.2%
4.7%
Thousand

446

0.03%

12.0
5.8

26
0.2 L0 —
2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Il TAVR procedures in China —ll— TAVR procedures as a % of TAVR eligible patients in China

Source: Literature review and Frost & Sullivan analysis.
TAVR Product Market in China

The TAVR product market in China is expected to increase from RMB196.6 million in 2018 to
RMB6,332.6 million in 2025 at a CAGR of 64.2%. The diagram below shows the market size for TAVR

products in China:

Market Size of TAVR Products in China, 2017-2025E

Period CAGR
2017-2018 377.0%
2018-2025E 64.2%
Million RMB 6,332.6
At ex-factory price level
5,338.9
3,932.2
2,957.1
1,847.0
417.1
196.6
412 e T
2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Literature review and Frost & Sullivan analysis.
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Growth Drivers for TAVR Product Market in China
China’s TAVR product market is expected to grow significantly due to the following factors:

° Unmet medical needs. For elderly patients with co-morbidities, traditional SAVR is more
risky and post-operative recovery is relatively slow. The newly available TAVR procedure is
an effective and safer alternative for such patients, especially for those that are not suitable
for SAVR procedures. The number of TAVR procedures performed has been increasing
rapidly since the launch of TAVR products in China.

° Increase in qualified TAVR practitioners. TAVR procedures have high requirements for
surgical equipment, personnel configuration and technical operation. The Consensus of
Chinese Experts on Transcatheter Aortic Valve Replacement (&8 &4 3 By JJR A ¥ 4 1l
B ILER)) was released in 2015 to promote the development of TAVR in China. In 2018,
more than 150 hospitals in China have carried out approximately 1,000 TAVR operations
cumulatively, and the growth rate is accelerating, which will effectively promote the growth
of the TAVR product market in China.

° Application expansion to intermediate and low surgical risk patients. Being similarly
effective but less invasive with a shorter recovery period than SAVR, TAVR’s application is
expanding from high risk to intermediate and low risk patients in general. Because
intermediate and low risk patients account for approximately three times the size of the
current addressable market, the application expansion is expected to bring significant
growth opportunities for the TAVR product market in China.

° Favorable policy environment. The Guidelines of the Plan for Development of the
Pharmaceutical Industry ({4 T35 R S #|45 R )) was issued to encourage the research
and development and commercialization of innovative medical devices. Moreover, the
Health and Wellness Plan of the Thirteenth Five-Year Plan ({“+ = 74 BL{EFE IR F))
aims to implement an expanded national reimbursement list for innovative medical devices.
These favorable government policies are expected to support further TAVR product market
expansion.

° Preference for domestic products. Chinese physicians generally show a preference for
domestic products in the treatment of aortic stenosis. Currently, only domestic producers
develop and commercialize TAVR products in China, and they enjoy the first-mover

advantage in the local market.
Future Trends in TAVR Product Market in China
China’s TAVR product market has been experiencing the following trends:
° Products tailored to Chinese patients. Compared with patients in the U.S., there are a
greater number of patients in China with BAV and CAS, which brings more challenges to the

existing TAVR technology, so the research and development of TAVR in China is expected to
address those clinical challenges.

-119 -



INDUSTRY OVERVIEW

° Technology upgrades to reduce TAVR complications. Common TAVR complications include
stroke, paravalvular leak and arrhythmia, which lead to increased postoperative mortality
and readmission rates, which will prompt future research and development of new cerebral
embolic protection devices, and new designs such as smaller sheath, anti-paravalvular leak
functions and others.

° Physician education. There are currently three commercialized TAVR products in China and
a number of product candidates of domestic and multinational brands in the clinical stage.
With more domestic and international competitors entering the market in the following three
to five years, physicians’ and the society’s recognition and acceptance of TAVR are expected
to gradually increase as existing and future competitors will likely promote training and
education to physicians on TAVR products. Furthermore, Chinese physicians are found to be
open-minded to new methods and products in the treatment of aortic stenosis.

° Increasing investment in research and development. Advancement in technology is expected
to be a key element in future competition. Market players will focus on the research and
development of technology to obtain and then maintain a leading position in China’s
under-penetrated TAVR product market. Companies with an established research and
development platform are expected to achieve breakthroughs in a cost-effective manner.
Meanwhile, first-movers will also invest in candidate pipeline and robust commercialization
networks to maintain their advantages.

° Platform strategy. Successful medical device companies generally share a similar growth
path that starts with a star core product that defines their area of focus and then build a
comprehensive product portfolio with that specific focus. These companies have a platform
strategy supported by a sustainable cycle of commercialized products generating ongoing
cash flow to support the research and development of innovative product candidates and
product iterations.

Competitive Landscape for TAVR Product Market in China

The TAVR product market in China is at its early stage of development and yet to be penetrated
with no single dominating player, according to Frost & Sullivan. As of the Latest Practicable Date, only
one international company and four domestic companies had TAVR products or product candidates in the
clinical trial stage or more advanced stage in China. This market is estimated to continue to be led by a
few domestic Chinese players, and the ability to develop advanced products with features tailored to the
needs of Chinese patients and physicians is expected to be one of the key distinguishing factors for
competing in this market.

In this regard, market players have continuously added innovative features to next-generation
TAVR products, such as a sealing skirt design that lowers the risk of paravalvular leak, retrievable
function, steerable function, pre-loaded valve feature, glutaraldehyde-free technology and special
designs tailored to BAV patients. The majority of the first generation TAVR products and product
candidates provide basic valve replacement function with no retrievable features. Most next-generation
TAVR products and product candidates include retrievable and sealing skirt design in order to increase
the safety and efficacy of TAVR procedures. The diagram below shows the features of the commercialized
and clinical-stage TAVR products in the China market.
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The table below is a summary of the clinical stage

and approval status of each of the

above-mentioned products:

Date of First
Competing Clinical Trial NMPA Commercial Commercial
Products Status Starting Date Approval Date  Launch Date  Implant Price (RMB)?
Sapien XT In clinical trial ~ September 18, 2017 N/A N/A N/A N/A
Sapien 3 In clinical trial ~ May 23, 2018 N/A N/A N/A N/A
VenusA-Valve Commercialized ~ September 10, 2012 April 27,2017~ May 2017 August 2017 248,000
VenusA-Plus  Inclinical trial ~ November 23, 2017 N/A N/A N/A N/A
J-Valve Commercialized March 26, 2014 May 3, 2017 June 2017 July 2017 260,000
Vita Flow Commercialized ~ September 24, 2014 July 12, 2019 August 2019 August 2019 196,000
Vita Flow II  Inclinical trial ~ January 31, 2018 N/A N/A N/A N/A
Source: NMPA, company websites, clinical trials, Frost & Sullivan analysis
Notes:
1. N/A refers to “not applicable” as the relevant products are still at clinical trial stages and yet to be approved.
2. The prices of VenusA-Valve, J-Valve and Vita Flow set forth herein are provided by Frost & Sullivan, based on the

public wholesale tender prices of the relevant products in China as of the Latest Practicable Date. The prices of

such products may be subject to changes, over which we do not have control.
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Mitral and Tricuspid Valve Diseases

Overview of Mitral and Tricuspid Valve Diseases

Mitral valve diseases mainly consist of MR, mitral stenosis and mitral valve prolapse. MR, which
accounts for 65% of all incidences of mitral valve diseases, refers to the mitral valve’s inability to close
completely that causes blood to flow from the left ventricle into the left atrium during ventricular systole.
MR’s prevalence rate increases with age, and is approximately 10% among the population over 75 years

old in western countries.

Treatments for MR include medications and procedures. Currently, mitral valve replacement or
repair under extracorporeal circulation through open-heart surgery is the standard treatment for severe
mitral regurgitation. As for interventional procedure options, there are currently five transcatheter mitral
valve repair products with the FDA approval or CE Marking, and there is no commercialized TMVR
product globally.

Tricuspid valve diseases mainly consist of TR and tricuspid stenosis. TR, which accounts for
approximately 60% of all incidence of tricuspid valve diseases, refers to the tricuspid valve’s inability to
close completely that causes blood to flow from the right ventricle to the right atrium during systole.
Tricuspid regurgitation usually does not cause visible signs or symptoms until the condition is severe, but
some patients experience neck pulsations due to elevated jugular pressures.

Treatments for TR include medicines and procedures, with very mild TR only requiring long-term
monitoring. Patients with severe TR require operations, including annuloplasty, valve repair and/or valve
replacement by thoracotomy surgery. Valve repair or replacement is recommended when the TR is due to
primary valve abnormalities or when annuloplasty is not technically feasible. There was only one
commercialized transcatheter tricuspid valve repair product, which was approved in Europe, and no

commercialized TTVR device globally, as of the Latest Practicable Date.

Prevalence of MR and TR

In China, the number of MR patients increased from 9.4 million in 2014 to 10.3 million in 2018 at
a CAGR of 2.3%, and is expected to further increase to 12.1 million in 2025 at a CAGR of 2.3% from
2018 to 2025.

In China, the number of TR patients increased from 8.4 million in 2014 to 8.9 million in 2018, at a
CAGR of 1.5%, and is expected to further increase to 9.9 million in 2025, at a CAGR of 1.5% from 2018
to 2025.

TMVR and TTVR Product Markets and Competitive Landscape

In China, mitral valve diseases have the highest prevalence as compared with other valvular heart
diseases. As such, the potential size of the TMVR product market in China is estimated to be significant.
As of the Latest Practicable Date, there was no commercialized TMVR device globally, and there was
only one TMVR product candidate at clinical trial stage in China. We are one of the few companies in
China that are developing TMVR product candidates.
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In China, tricuspid valve diseases have high prevalence, and the potential size of the TTVR product
market in China is estimated to be significant. As of the Latest Practicable Date, there was no
commercialized TTVR device globally, and there was only one TTVR product candidate at clinical trial

stage in China. We are one of the few companies in China that are developing TTVR product candidates.

Entry Barriers for TMVR and TTVR Product Markets

The entry barriers for TMVR and TTVR product markets in China are high. TMVR and TTVR
products are difficult to develop because of the following reasons: firstly, the position of mitral valve and
the structure of the mitral annulus increase the difficulty of accurately positioning the artificial valve,
which poses more stringent requirements for the design of valve products’ delivery system; secondly, if a
large stent is implanted in a TMVR procedure to fit into the large-sized mitral annulus, it may cause
adverse effects, such as left ventricular outflow, tract obstruction and thrombosis, and as a result, it poses
more stringent requirements for the design of valve products; thirdly, the saddle-shaped mitral annulus
may lead to higher risks of complications during and after TMVR procedures; finally, the mitral valve is
more prone to degradation compared to the aortic valve, since it is affected by higher left ventricular

systolic pressure.

Due to the similarities in transcatheter valve therapeutics among TAVR, TMVR and TTVR, it is
expected that companies which have experience researching and developing TAVR products or product
candidates can further apply their expertise to the research and development of TMVR and TTVR
devices. Such companies will have competitive advantages over new market players, such as a better
knowledge of valve materials, continuous improvements in clinical study designs, efficient
communications with regulatory authorities, enhanced marketing powers and established market

reputations.

While two domestic players have advanced their TMVR or TTVR product candidates to the clinical
trial stage, each of them only focuses on TMVR or TTVR technology and has not developed a
comprehensive transcatheter valve therapeutic pipeline. We are one of the few major market players in the
China transcatheter valve therapeutic market that have comprehensive pipelines for TAVR, TMVR and

TTVR products and product candidates.
THE NEUROINTERVENTIONAL PROCEDURAL MEDICAL DEVICE MARKET

The common neurovascular diseases include hemorrhagic stroke and ischemic cerebrovascular
disease, which nowadays can be treated with neurointerventional procedural methods as a result of
technology innovation.

Hemorrhagic Stroke

Stroke is a medical condition in which poor blood flow to the brain results in cell death. The

number of deaths caused by stroke in Chinese residents had reached nearly 1.5 million in 2018.
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There are two main types of stroke: hemorrhagic stroke and ischemic stroke. A hemorrhagic stroke
occurs when a blood vessel ruptures within the brain (intracerebral hemorrhage) or into the space
surrounding the brain (subarachnoid hemorrhage). Hemorrhagic stroke accounts for about 20% of all
strokes. Among patients older than 60 years old, intracerebral hemorrhage is more common than
subarachnoid hemorrhage. The number of deaths associated with hemorrhagic stroke in China has
decreased steadily year by year, from 868.1 thousand in 2014 to 772.6 thousand in 2018, due to the
establishment of more stroke centers, the development of medical therapies treating hemorrhagic stroke,

increasing popularity of early screening and detection, and increased awareness of disease prevention.

Cerebral Aneurysm

Overview

Cerebral aneurysm, also known as intracranial aneurysm, is characterized by a pathological wall
structure with internal elastic lamina and media disruption that leads to focal weakened pouches of the
arterial wall. Hemodynamic stress initiates early-stage aneurysm formation. Aneurysm formation
progresses when degenerative changes exceed vessel repair due to vascular remodeling. Cerebral
aneurysm can put pressure on the nerves or brain tissue, thus causing fatigue, peripheral visual
impairment, thinking problems, verbal complications, loss of balance and coordination, etc. The most
serious condition of cerebral aneurysms is aneurysm rupture and subsequent aneurysm subarachnoid
hemorrhage. According to statistics, the mortality rate of patients with ruptured aneurysms is as high as

66.7%, and for the remaining one-third of patients who can survive, many of them become disabled.

Prevalence of Cerebral Aneurysms in China

Currently, the cause of cerebral aneurysms is not clearly understood. The ultimate cause of a
cerebral aneurysm is an abnormal degenerative change in the artery wall, either weakening or breaking
down. Due to the aging population and more advanced diagnostic technology in China, the prevalence of
cerebral aneurysms has shown an upward trend year by year. The overall prevalence of cerebral
aneurysms was 50.5 million cases in 2018. Ruptured cerebral aneurysms or aneurysms subarachnoid

hemorrhage accounted for 1% of the 50.5 million cases while the rest are unruptured cases.

The incidence of cerebral aneurysms in China increased from 47.7 million cases in 2014 to 50.5
million cases in 2018 at a CAGR of 1.5%, and is estimated to further increase to 54.9 million cases in
2025 at a CAGR of 1.2% from 2018 to 2025.

Treatments for Cerebral Aneurysm

Endovascular coiling can treat all patients with cerebral aneurysm except for those with severe
arteriosclerosis or vasospasm or who are dying and cannot receive embolic treatment, etc. Recommended
treatments for subsequent aneurysm subarachnoid hemorrhage also include endovascular coiling. The
goal of endovascular coiling is to isolate an aneurysm from normal blood circulation without blocking off
any small arteries nearby or narrowing the main vessel.
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Endovascular coiling is a minimally invasive technique that is a relatively new method for cerebral
aneurysm treatment. It is suited for large aneurysms that are difficult to remove or difficult to access by
surgery, patients who are elderly or cannot tolerate surgery due to other diseases, patients who have had
unsuccessful surgical clipping, fusiform wide-necked aneurysms, no-necked aneurysms or saccular
aneurysms. Devices used in endovascular coiling mainly include embolization coils, intracranial

aneurysm stent, vessel reconstruction devices and supporting devices.

Embolization coils are mainly made of tungsten and platinum alloys that come in different sizes
and shapes. The coil is released into the cavity of the intracranial aneurysm, causing the blood clot in the
cavity to embolize the aneurysm. Common coil release methods include hydrolytic release, electrolytic
release, mechanical release, and heat-fusion release.

Number of Cerebral Aneurysm Endovascular Coiling Procedures in China

In China, driven by the improving public awareness of cerebral aneurysm treatments and
increasing affordability of such treatments, the procedure volume of endovascular coiling for cerebral
aneurysms increased from 25.3 thousand in 2014 to 52.0 thousand in 2018 at a CAGR of 19.7%, and is
expected to further increase to 158.9 thousand in 2025, with a CAGR of 17.3% from 2018 to 2025. The

diagram below shows the number of endovascular coiling procedures in China.

Number of Cerebral Aneurysm Endovascular Colling Procedures in China, 2014-2025E

Period CAGR
2014-2018 19.7%
2018-2025E 17.3% 158.9

137.3

Thousand

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Frost & Sullivan analysis.
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Cerebral Aneurysm Endovascular Coiling Devices Market and Embolization Coil Market in China

In China, the market size of cerebral aneurysm endovascular coiling devices grew from RMB996.0
million in 2014 to RMB2,184.4 million in 2018, at a CAGR of 21.7%, and is expected to reach
RMB5,537.7 million in 2025, at a CAGR of 14.2% from 2018 to 2025. Notably, the embolization coil is
the major contributor to the total cerebral aneurysm endovascular coiling devices market because

revenues from embolization coil sales accounted for approximately 50% or more of the total coiling
devices sales. The market size for embolization coils alone grew from RMB666.7 million in 2014 to
RMB1,171.8 million in 2018, at a CAGR of 15.1%, and is expected to reach RMB2,646.7 million in 2025,
at a CAGR of 12.3% from 2018 to 2025. The diagram below shows the market size of embolization coils

in China.
Market Size of Embolization Coil Market in China, 2014-2025E
Period CAGR
2014-2018 15.1%
2018-2025E 12.3%
2,646.7

At ex-factory price level

2014

2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Frost & Sullivan analysis.

Growth Drivers for Cerebral Aneurysm Endovascular Coiling Device Market in China

China’s cerebral aneurysm endovascular coiling device market is expected to grow due to the
following factors:

High risk of the disease. Cerebral aneurysm has high risks. The rupture of cerebral aneurysm
results in 85% of spontaneous subarachnoid hemorrhage, which has a high mortality and
disability rate. Cerebral aneurysms with treatment indications should be actively intervened
and treated to reduce the risk of rupture.

Increase in qualified practitioners. As a relatively new and highly sophisticated operation,
cerebral aneurysm endovascular coiling has high requirements for surgical equipment,
personnel configuration and technical operation. The Consensus of Chinese Experts on
Endovascular Interventional Therapy for Intracranial Aneurysms (<8 A8 JiRJ& 1M 4 A A~ A
TR B E K ALK ) ) has been released to promote the development of cerebral aneurysm
endovascular coiling in China. Many hospitals in China have carried out cerebral aneurysm
endovascular coiling in recent years and as physicians and hospitals become more
experienced in cerebral aneurysm endovascular coiling, this market will also increase in
size.
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° Broad indications and better prognosis. The results of the International Subarachnoid
Aneurysm Trial (ISAT) published in 2002 showed that endovascular interventional therapy
has advantages of small wound, quick recovery, low residual death rate and better prognosis
in comparison to craniotomy, so it is considered as the best choice for the treatment of
cerebral aneurysms. Also, endovascular coiling can be broadly applied to elderly patients,
patients with wide-necked aneurysms, patients with post-circulation aneurysms or patients

with high Hunt-Hess grades.

° Favorable policy environment. The Guidelines of Plan for Development of the
Pharmaceutical Industry (522 T2 55 @ K% 45 R )) was issued to encourage the research
and development and commercialization of multi-linked innovative medical devices by
domestic companies. Moreover, the Health and Wellness Plan in Thirteenth Five-year
(A= H A LR AL #)) implemented an expanded national reimbursement list for
innovative medical devices. Policies such as the Health China Initiative (2019-2030) ({23
HE17H) (2019-20304F) )) and the Guiding Principles for Hospital Stroke Center
Construction and Management (Trial) (B BgZc A A0 28 sl B B E R (5047) ) all
support the further research and development of cures for neurovascular diseases. These
government policies will promote the further development of the cerebral aneurysm
endovascular coiling market and support the domestic substitution of imported medical

devices.
Future Trends for Cerebral Aneurysm Endovascular Coiling Device Market in China

China’s cerebral aneurysm endovascular coiling device market has been experiencing the

following trends:

° Domestic products to substitute imported products. At present, cerebral aneurysm
embolization devices on the market are mainly imported products but many domestic
devices have achieved satisfactory results in the clinical trial stage. In the future, with
domestic manufacturers’ improvement in technology and materials, together with the price
and policy advantages of domestic devices, it is expected that more domestic devices will be
used in clinical practice, thus increasing the market share of domestic manufacturers for the
neurointerventional procedural medical device market as a whole.

° Technology upgrade to reduce complications. Identifying and treating the complications of
cerebral aneurysms is a critical step in the development of cerebral aneurysm endovascular
coiling. Common complications include aneurysm rapture, vasospasm, thrombosis, etc.
These complications can lead to increasing post-operative mortality and re-admission rates.
With the development of new cerebral embolization interventional procedural devices in the
future, embolization coiling will have higher filling rates and better accessibility, thereby
decreasing complications and increasing procedure safety. In addition, due to increasing
adeptness of practitioners, complications of cerebral aneurysm endovascular coiling will be

effectively reduced, and its safety will further improve.
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° Increased detection rate. In recent years, the development of imaging technology and its
increasing use in clinical practice have led to higher detection rates of unruptured cerebral
aneurysms. In the future, due to the popularity of early screening and the development of
more accurate detection technology, it is expected that more unruptured aneurysms will be
detected, which will lead to more early interventions and increasing the embolization

coiling device market.

Competitive Landscape for Embolization Coil Market in China

The embolization coil market in China is relatively concentrated. There were nine imported
embolization coil products with the NMPA approval in China produced by four international
manufacturers, and four products with the NMPA approval produced by three domestic manufacturers.
The top five companies had a market share of 39.5%, 32.2%, 16.7%, 5.5% and 3.3% in terms of sales
revenue in 2018, respectively. With a market share of 1.5% in terms of annual sales revenue, our
Company ranked sixth among all market players and the second among domestic players in 2018. The
diagram below shows the competitive landscape of the China embolization coil market categorized by
manufacturer in 2018.

Competitive Landscape of China Embolization Coil Market by Manufacturer, 2018

Million RMB, at Ex-Factory Price Level

17.2,1.5%
38.9,3.3%
64.4,5.5%

15.9. 1.4%

= Company A, International Brand

= Company B, International Brand

= Company C, International Brand
Company D, International Brand
Company E, Domestic Brand

= Achieva, Domestic Brand

Company F, Domestic Brand

* Based on the sales revenue of each manufacturer’s NMPA registered embolization coil device

Source: Frost & Sullivan analysis.

Due to China’s favorable policy environment and the general trend of domestic products
substituting imported products, Chinese medical device companies are expected to gain a bigger share of
both the embolization coil device market and the neurointerventional procedural medical device market
in China as a whole. Among domestic competitors, we have the most comprehensive product portfolio in
terms of product type in the cerebral aneurysm endovascular coiling device market, with six products
approved by the NMPA or Shanghai MPA.
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Ischemic Cerebrovascular Disease
Overview

Ischemic cerebrovascular disease occurs when blood vessels become blocked, usually from a clot
formed from fat and cholesterol, causing blood to not reach the brain and neurons to suffer from a lack of
nutrients and oxygen. In general, ischemic cerebrovascular diseases can be categorized into five subtypes
based on clinical manifestations: transient ischemic attack, AIS, steal syndrome, intracranial

atherosclerotic disease, and other chronic cerebral ischemia.

AIS, caused by thrombotic or embolic occlusion of a cerebral artery, is characterized by the sudden
loss of blood circulation to an area in the brain, resulting in a corresponding loss of neurologic function.
AIS is responsible for almost 90% of all strokes. AIS can be caused by conditions such as old age, gender,
race, high blood pressure, unhealthy diet, atrial fibrillation, carotid or other artery disease, physical

inactivity and obesity and diabetes.
Epidemiology of AIS in China

Due to the development of diagnostic technology and the growing and aging population in China,
the number of new cases of AIS is increasing steadily with a relatively declining growth rate. The number
of AIS incidences grew from 2.6 million in 2014 to 3.3 million in 2018, at a CAGR of 5.6%, and is
estimated to further increase to 4.0 million in 2025, at a CAGR of 3.1% from 2018 to 2025. The diagram

below shows the incidence of AIS in China.

Incidence of Acute Ischemic Stroke (AIS) in China, 2014-2025E

Period CAGR
2014-2018 5.6%
2018-2025E 3.1%

Million

4.0 4.0

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E
Source: Frost & Sullivan analysis.
With a growing aging population and high prevalence of unhealthy lifestyle, the number of deaths
associated with AIS in China continues to increase. The cases of mortality caused by AIS grew from

657.7 thousand in 2014 to 697.8 thousand in 2018, at a CAGR of 1.5%. In addition, approximately 45%
of AIS survivors suffer disability.
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Treatments for AIS

The primary therapeutic goal for patients with AIS is the timely restoration of blood flow to
salvageable ischemic brain tissue that is not already infarcted. To achieve this objective, intravenous
thrombolysis is used as a standard treatment for all eligible patients. Mechanical thrombectomy (MT), as
a frontline endovascular therapy, can be operated jointly with intravenous thrombolysis or independently
when intravenous thrombolysis is not applicable in specific patients cases.

MT devices encompass a wide array of endovascular tools for removing thrombi from the
neurovasculature in AIS patients. Currently, MT devices mainly consist of applying aspiration device and
stent retriever, each approved by the FDA in 2008 and 2012, respectively.

Stent retriever is the latest-generation stroke treatment device. It is a self-expanding stent that is
deployed in the occluded vessel to push aside thrombus and entangle it within the stent struts. The stent
and thrombus are then withdrawn back into the catheter.

Number of MT Procedures in China

Due to a growing population of AIS patients that require treatment, increasing affordability of MT
and heightened healthcare awareness, the number of MT procedures in China increased from 4.1
thousand in 2014 to 14.5 thousand in 2018, at a CAGR of 36.9%, and is expected to further increase to
87.5 thousand in 2025, at a CAGR of 29.3% from 2018 to 2025. The diagram below shows the number of
MT procedures in China.

Number of MT Procedures in China, 2014-2025E

Period CAGR

2014-2018 36.9%

2018-2025E 29.3%
Thousand

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Literature review, expert interview, Frost & Sullivan analysis.
MT Device Market in China

Due to the growing number of MT procedures in China, the market size of MT devices increased
from RMB56.2 million in 2014 to RMB197.4 million in 2018, at a CAGR of 36.9%, and is expected to
expand to RMB1,166.2 million in 2025, at a CAGR of 28.9% from 2018 to 2025. The diagram below
shows the market size of MT devices in China.
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Historical and Forecasted Market Size of MT Device in China, 2014-2025E

Period CAGR
2014-2018 36.9% 1,166.2
2018-2025E 28.9%

Million RMB

2014 2015 2016 2017 2018 2019E 2020E 2021E 2022E 2023E 2024E 2025E

Source: Frost & Sullivan analysis.

Growth Drivers for MT Device Market in China
China’s MT device market is expected to grow due to the following factors:

° Increasing number of patients and physicians. Studies and periodic governmental reports
indicate a high and increasing rate of strokes in the population, and this rate will further
increase due to aging, ongoing high prevalence of risk factors (e.g., hypertension), and
inadequate disease management. The large numbers of patients with AIS create considerable
clinical demands for MT devices and will further facilitate the development of MT devices.
On the other hand, the number of hospitals and stroke centers that support MT in treatment
of AIS is growing rapidly, with more qualified physicians and better equipped procedure
rooms. The growing number of patients and the rising number of qualified hospitals and
physicians will all contribute to the growth of the MT market.

° Improving technology of devices. Over the past decade, rapid advancement in catheter-based
and endovascular device technology has led to significant improvements in cerebral
reperfusion rates. The use of stent retrievers and aspiration catheters have now surpassed the
use of older generation devices due to their degree and rapidity of revascularization, with no
concurrent increase in the risk of complications and mortality. In addition, improvement in
the technology is expected be accompanied by more available MT products and better
clinical outcomes in terms of expanded indications.

° Favorable government policies. China has made comprehensive healthcare reforms to
provide accessible and efficient healthcare for patients affected by strokes. In 2015, the
Chinese Stroke Association (42 H £ €r) initiated the Chinese Stroke Center Alliance
(18 2 UG B B to establish the national hospital-based stroke care quality assessment
and improvement platform. In 2017, the State Council further issued the Health and
Wellness Plan in the Thirteenth Five-year Plan (£ =T AR EMEREAE)), which,
among others, indicated that one of the primary missions is to implement a comprehensive
control system for chronic diseases such as stroke. The government’s efforts to promote
stroke management will lead to progress in stroke care and growth in the MT device market.
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° Extended time window for surgical practice. Compared to the 2015 version of China AIS
Endovascular Therapy Guide, which recommended using a combination of thrombolytic
drugs and MT devices in anterior circulation within six hours based on the onset of AIS, the
2018 version of this guide extended that time window to 24 hours based on imaging-aid
diagnosis. The extended time window for MT will largely expand its eligible patient group
and potentially cause MT to become a more conventional procedure to treat AIS.

Future Trends for MT Device Market in China

China’s MT device market has been experiencing the following trends:

° Rapid growing MT market size. The prevalence of AIS will continue to increase in China due
to an aging population, growing risk factors, and an increasing number of younger patients
affected by AIS. Due to the increasing number of certified treatment facilities along with
more higher-income patients demanding better healthcare services, both the MT procedure
volume and the early-stage MT device market size in China are expected to increase rapidly

in the future.

° Domestic substitution. At present, the major players in China’s MT device market are
predominantly international companies. The only available domestic product in the market
approved in 2018 is considered as a more economical option with comparable qualities. In
addition, domestic device producers enjoy more policy benefits in terms of bidding and
public medical insurance reimbursement, which will further improve the popularity of MT
devices among AIS patients. Both price advantages and favorable policies will help
domestic companies to compete with their international counterparts and gain more market

share in this promising field of medical devices.

° Next-generation technology and combination methods for improved clinical outcome.
Currently, MT devices mainly include the latest generation of aspiration devices and stent
retrievers. Several emerging technologies, including stent design and material choice, have
been proved in ongoing research to reduce procedure time, enhance revascularization rates
and reach thrombi in more distal locations, all factors that represent better functional
outcomes for patients. As patients demand higher quality healthcare, medical device
companies will focus on developing next-generation technologies to maximize the success
of thrombectomy procedures. Moreover, the tendency to utilize stent retrievers combined
with aspiration devices during MT procedures can also improve clinical outcomes. As
patients demand better quality care, more market players will focus on developing
next-generation technologies for their MT products. At the same time, physicians will also

make more efforts to incorporate hybrid methods into thrombectomy procedures.
Competitive Landscape for MT Device Market in China
The MT device market in China is currently concentrated and dominated by international

companies. The top four players in 2018, all international companies, had market shares of 60.0%,
21.9%, 8.3% and 4.4% in 2018, respectively. As of the Latest Practicable Date, there were eight MT
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products with the NMPA approval in China market manufactured by five international companies and one
domestic company. The majority of the products are stent retrievers, with only one aspiration device
available in the China market.

Competitive Landscape of the Neurointerventional Procedural Medical Device Market in China

The top competitors in the neurointerventional procedural medical device market in China are
currently international companies. We ranked fifth among all players and first among domestic player in
terms of the combined number of commercialized products and product candidates in the clinical trial
stage.

THE FROST & SULLIVAN REPORT

In connection with the Global Offering, we commissioned Frost & Sullivan, an Independent Third
Party, to prepare a report on China’s transcatheter valve therapeutic and neurointerventional procedural
medical device markets. We have agreed to pay a total of RMB1.02 million in fees for the preparation of
the Frost & Sullivan Report. Frost & Sullivan is a market research and consulting company founded in
1961 that provides market research on a variety of industries including healthcare. In preparing the
report, Frost & Sullivan collected and reviewed publicly available data such as government-derived
information, annual reports and industry association statistics, as well as market data collected by
conducting interviews with key industry experts and leading industry participants. Frost & Sullivan has
exercised due care in collecting and reviewing the information so collected and believes that the basic
assumptions are factual and correct and the interpretations are reasonable. Frost & Sullivan has
independently analyzed the information, but the accuracy of the conclusions of its review largely relies
on the accuracy of the information collected.

The market projections in the commissioned report are based on the following key assumptions:

° the overall social, economic and political environment in the PRC is expected to remain

stable during the forecast period;

° China’s economic and industrial development is likely to maintain steady growth over the
next decade;

° key industry drivers, such as the increasing use of medical devices, growing health
expenditures and patient affordability, the increasing incidence of chronic diseases, aging
population growth, and stricter regulatory policies are likely to drive the growth of China’s

medical device market during the forecast period; and

° no extreme force majeure or industry regulation will dramatically or fundamentally affect
the market.

Except as otherwise noted, all data and forecasts in this section come from the Frost & Sullivan
Report. Our Directors confirm that, to the best of their knowledge, after taking reasonable care, there has
been no adverse change in market information since the date of the Frost & Sullivan Report which may
qualify, contradict or impact the information disclosed in this section.
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We primarily conduct our business in the PRC, and during the Track Record Period, substantially
all of our revenue was generated from the PRC. Accordingly, PRC laws and regulations are most relevant
to our business.

Medical device industry of the PRC is subject to a large number of laws and regulations and
extensive government supervision. Such laws and regulations encompass the areas including
manufacturing, sales of medical devices, labor and intellectual property. Principal regulatory authorities
of the industry are the NMPA and its local regulatory branches. In March 2018, the State Council
Institutional Reform Proposal passed by the First Session of the Thirteenth NPC decided the CFDA shall
cease to exist, and the NMPA was established to undertake the duties of the former CFDA.

LAWS AND REGULATIONS RELATING TO MEDICAL DEVICES
Regulation and Classification of Medical Devices

Pursuant to the Regulations on the Supervision and Administration of Medical Devices (% ##%
W5 B AR 91]) ) (the “Medical Device Regulations”) amended by the State Council and coming into
effect on May 4, 2017, the food and drug supervision and administration of the State Council shall be
responsible for the supervision of medical devices of the PRC. All relevant departments of the State
Council shall be responsible for the supervision of medical devices within their respective scope of
duties. Food and drug supervision and administration departments of the local people’s governments at
the county level and above are responsible for the supervision of medical devices within their own
administrative jurisdictions. The relevant departments of the local people’s governments at the county
level and above are responsible for the supervision of medical devices within their respective scope of
duties.

In the PRC, medical devices have been classified into three categories based on the degree of risk.
Class I medical devices shall refer to those devices with low risk and whose safety and effectiveness can
be ensured through routine administration. Class II medical devices shall refer to those devices with
medium risk and whose safety and effectiveness should be strictly controlled. Class III medical devices
shall refer to those devices with high risk and whose safety and effectiveness must be strictly controlled
with special measures.

The products we currently produce and sell in China are the Class II medical devices and the Class
IIT medical devices.

Registration and Filings of Medical Device Products

Pursuant to the Regulations of Medical Devices and the Administrative Measures for the
Registration of Medical Devices (CE#%M AT it BEH#%)) promulgated by the NMPA on July 30,
2014 and coming into effect on October 1, 2014, for the filings of the Class I medical devices, the parties
undergoing the filings of medical devices shall submit the filing materials to the food and drug
supervision and administration departments of the local people’s government at the districted city level.
In case of any amendment to matters stated in the filings, such amendment shall be filed with the original
filing department. The Class II and Class III medical devices shall be subject to the product registration
administration. Class II medical devices shall be examined by the food and drug supervision and
administration departments of the people’s governments of the provinces, autonomous regions or
municipality where such applicants are located. A registration certificate for such medical device shall be
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issued upon approval. Class III medical devices shall be examined by the NMPA. A registration
certificate for such medical device shall be issued upon approval. In case of any substantial change of the
designs, raw materials, production technologies, scopes of application and application methods, etc., of
the registered Class I or Class III medical devices, which may affect the safety and effectiveness of such
medical devices, the registrants shall apply to the original registration departments for changing
registration.

The registration certificate for a medical device is valid for five years and the registrant shall apply
to the food and drug supervision and administration departments for renewal six months prior to its
expiration date.

We have obtained the Class II medical device registration certificates and the Class III medical
device registration certificates for the products we currently produce and sell in China, which are within
the validity term.

Clinical trials are not required for the filing of the Class I medical devices, but necessary for the
application for the registration of the Class II and Class III medical devices. However, medical devices
may be exempt from clinical trials under any of the following circumstances:

° The medical device has clear working mechanisms, finalized design and mature
manufacturing processes, and the medical devices of the same type that are available on the
market have been used in clinical application for years without records of any serious
adverse events, and the medical device will not change the general purposes;

° The safety and effectiveness of such medical devices can be proved through non-clinical
evaluation; or

° The safety and effectiveness of such medical devices can be proved through the analysis and
evaluation of the data obtained from the clinical trials or clinical application of the same
categories of medical devices.

The medical device catalog of clinical trial exemption shall be formulated, amended and
promulgated by the NMPA. Medical device products that are not included in the exemption catalog shall
be analyzed and evaluated through the data obtained from the clinical trials or clinical application of the
same categories of medical devices. Where the safety and effectiveness of such medical devices can be
proved, the applicant may specify in the course of registration application and submit relevant proofing
materials.

Production Permit of Medical Devices

Pursuant to the Regulations of Medical Devices and the Administrative Measures on the
Production of Medical Devices (B MA & BB S L)) (the “Production Measures”)
promulgated by the NMPA, amended and coming into effect on November 17, 2017, a manufacturer of

medical device shall satisfy all of the following conditions:

° possessing production sites, environmental conditions, production equipment and
professional technicians that are suitable for such medical device produced;

° possessing organizations or professional examination staff and examination equipment that
carry out quality examination for such medical device produced;
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° formulating a management system which ensures the quality of such medical device;

° having capability of after-sale services that is suitable for such medical device produced;
and

° satisfying the requirements as prescribed in production R&D and production technique
documents.

The enterprises engaging in the production of Class I medical devices shall make filings for such
Class I medical devices with the food and drug supervision and administration departments of the local
people’s governments at the districted city level and submit proofing materials of qualification to engage
in the production of such medical devices. The enterprises engaging in the production of Class II and
Class III medical devices shall apply for production licenses to the food and drug supervision and
administration departments of the local people’s governments of the provinces, autonomous regions or
municipalities, and submit proofing materials of qualification to engage in the production of such
medical devices and registration certificates for such medical devices produced.

A production permit for a medical device is valid for five years and the registrant shall apply to the
original departments that issued such permit for renewal six months prior to its expiration date.

We have obtained the Class II medical device production permits and the Class III medical device
production permits for the products we currently produce and sell in China, which are within the validity
term.

The Draft Amendment to Medical Device Regulations has ended the stage for public consultation
on July 24, 2018. As of the Latest Practicable Date, the Draft Amendment to Medical Device Regulations
had not been formally promulgated and implemented. Compared with the Medical Device Regulations,
which is currently effective, the Draft Amendment to Medical Device Regulations has added 12 articles,
deleted two articles and modified 39 articles. The main changes are concentrated on the following
aspects: (i) clarifying the system of “holders of medical device marketing license”; (ii) reforming the
clinical trial management system; (iii) optimizing the approval process; and (iv) improving post-approval
regulatory requirements. In terms of the clinical trial management system, the Draft Amendment to
Medical Device Regulations has clarified the definition of “clinical evaluation” (Ff/K=F{E) and its
application on different class of medical devices. Clinical trials are in principle required for Class III
medical devices that are intended to support or sustain life or clinical use with high risk. The Draft
Amendment to Medical Device Regulations has also added the term of “clinical trial” (Hfi/K &%)
approval of Class III medical devices which may pose relatively high risks to human bodies according to
the clinical trials thereof and has changed the explicit permission to implied permission. The clinical trial
requirements of medical devices for the diseases that are seriously life-threatening and have no effective
treatments have been reduced conditionally. In terms of medical device marketing, the Draft Amendment
to Medical Device Regulations has clarified that the entity under either self-operating or
authorized-operating model which shall be responsible for, among others, product quality and quality
control system is the holder of medical device marketing license, and has added new requirements on
online sales of medical devices. In terms of regulatory requirements, the Draft Amendment to Medical
Device Regulations has expanded the scope of supervision to all aspects of development, production,
operation and use, and has added extended inspection and monitoring methods. Our Company considered
that the implementation of Draft Amendment to Medical Device Regulations if as presently drafted will

- 136 -



REGULATORY OVERVIEW

not have material impacts on our Company’s ongoing and planned clinical trials, sales and registration

based on the scope of business and ongoing operation and other activities of our Company.
Production and Quality Management of Medical Devices

Pursuant to the Production Measures and the Standards on Production and Quality Management of
Medical Devices ((E#EfmMAEE &5 HAI#H)) (the “Standards on Production and Quality
Management”) promulgated by the NMPA on December 29, 2014 and coming into effect on March 1,
2015, an enterprise engaging in the production of medical devices shall establish and effectively maintain
a quality control system in accordance to the requirements of the Standards on Production and Quality
Management. The enterprise engaging in the production of medical devices shall regularly conduct
comprehensive self-inspection on the operation of quality management system in accordance with the
requirements of the Standards on Production and Quality Management and submit a self-inspection
report to the food and drug supervision and administration departments of the local people’s governments
of the provinces, autonomous regions, municipalities or at the districted city level before the end of every
year. The enterprise shall establish its procurement control procedure and assess its suppliers by
establishing an examination system to ensure the purchased products are in compliance with the statutory
requirements. The enterprise shall record the procurement, production and inspection of raw materials.
Such records shall be true, accurate, complete and traceable. The enterprise shall apply risk management
to the whole process of design and development, production, sales and after-sale services. The measures

being adopted shall be applicable to risks associated with the related products.

Pursuant to The Notice of Four Guidelines including On-site Inspection Guidelines for the
Standards on Production and Quality Management of Medical Devices (B E %% (B4 b A 72 2 i
A LR S0 B 5 A A 4 A R ) 2 AR 5 R R A9 AN ) promulgated by the NMPA on September 25,
2015 and coming into effect on September 25, 2015, during the course of on-site verification of the
registration of medical devices and on-site inspection of production permit (including changing
production permit), the inspection team shall, in accordance with the guidelines, issue recommended
conclusions for on-site inspections, which shall be divided into “Passed,” “Failed” or “Reassessment
after rectification.” During the supervision and inspection, if it is found that the requirements of the key
items or ordinary items that may have direct impact on product quality are not satisfied, the enterprise
shall suspend production and go through rectification. If it is found that the requirements of the ordinary
items are not satisfied, and it does not directly affect product quality, the enterprise shall rectify in a
prescribed time. The regulatory authorities shall examine and verify the recommended conclusions and
on-site inspection materials submitted by the inspection group, and issue the final inspection results.

The inspection team had conducted several on-site inspections on our standards of production and
quality management of medical devices during the Track Record Period, and the recommended

conclusions issued by the inspection team were “Passed.”
According to the on-site inspections on our standards of production and quality management

conducted by competent authorities, we were in compliance with the requirements of the Standards on

Production and Quality Management in all material aspects during the Track Record Period.
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Good Clinical Practice for Medical Devices

On March 1, 2016, the NMPA and the National Health and Family Planning Commission jointly
promulgated the Good Clinical Practice for Medical Devices (& ¥t bl /K sl B L 2 5 PR AL #D D)),
which became effective on June 1, 2016. The regulation includes full procedures of clinical trial of
medical devices, including, among others, the protocol design, conduct, monitoring, verification,
inspection, and data collection, recording, analysis and conclusion and reporting procedure of a clinical
trial. For conducting clinical trials of medical devices, an applicant shall organize to formulate scientific
and reasonable clinical trial protocols based on the categories, risks and intended use of the medical
devices for the clinical study. The applicant shall be responsible for (i) organizing to develop and revise
the researcher’s manual, clinical trial protocols, informed consent form, case report form, relevant
standard operating procedures and other relevant documents, and (ii) organizing necessary training for
the clinical trials. The applicant shall select the clinical trial institutions and its researchers from the
qualified medical device clinical trial institutions according to the characteristics of the medical devices
to be used in the clinical study. As an applicant for clinical trials of medical devices, we are responsible
for initiating, applying, organizing and monitoring such clinical trials, and shall be responsible for the
authenticity and reliability of the clinical trials. For a new product candidate that has not been approved
for marketing either in China or overseas, and whose safety and effectiveness have not been medically
proven, a feasibility trial on a small sample size of patients shall be conducted first. Upon preliminary
confirmation of the safety of the product candidate, subsequent clinical trials shall be conducted and the

sample sizes of patients shall be of statistical significance.
Guidelines for Clinical Trials of Transcatheter Aortic Valve Implantation

Pursuant to the TAVR Clinical Trial Guidelines, clinical trials for the prosthetic aortic valves used
in TAVR devices are divided into two separate trials, namely the feasibility trial and the confirmatory
trial. With respect to a new prosthetic aortic valve candidate, the applicant needs to first conduct a
feasibility trial to preliminarily demonstrate the product candidate’s safety. Only after the feasibility trial
is completed and the safety of the prosthetic aortic valve is preliminarily demonstrated, can the applicant
carry out the confirmatory trial to further evaluate the product candidate’s safety and effectiveness.
Completion of both a feasibility trial and a confirmatory trial is required before an applicant can apply for

the registration certificate for a new prosthetic aortic valve.
Permit for Medical Device Operation

Pursuant to the Measures for the Supervision and Administration of Medical Devices Operation
(B P Ik 468 7 B B B EYL ) ), promulgated by the NMPA on November 17, 2017 and coming into
effect on November 17, 2017, an enterprise engaging in the operation of medical devices shall have
business premises and storage conditions suitable for the operation scale and scope, and shall have a
quality control department or personnel suitable for the medical devices it operates. An enterprise
engaged in the operation of Class II medical devices shall file with the municipal level food and drug
supervision and administration department and provide proofing materials for satisfying the relevant
conditions of engaging in the operation of medical devices, while an enterprise engaged in the operation
of Class III medical devices shall apply for an operation permit to the municipal level food and drug
supervision and administration department and provide proofing materials for satisfying the relevant
conditions of engaging in the operation of such medical devices.
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The food and drug supervision and administration department which receives operation permit
application shall grant the operation permit if the enterprise meets the prescribed requirements. An
operation permit is valid for five years and may be renewed pursuant to the relevant regulations. An
enterprise engaging in medical devices operation shall not operate or use any medical device that has not
been legally registered, without qualification certificate, out-dated, invalid or disqualified.

We currently have the Class II record-filing certificate for medical device business operations and
the Class III medical device operation permits, which are within the validity term.

Special Procedures for Examination and Approval of Innovative Medical Devices

On October 8, 2017, the General Office of the CPC Central Committee and the General Office of
the State Council jointly issued the Opinions on Deepening the Reform of the Evaluation and Approval
Systems and Encouraging Innovation on Drugs and Medical Devices (B % Ab 25 51 25 410 il B2 ol 5D
4 BN M E 972 L)) (the “Innovation Opinions”), which aims to encourage the innovation for
medical devices. Pursuant to the Innovation Opinions, the priority review and approval will be applicable
to innovative medical devices supported by the National Science and Technology Major Projects and the
National Key R&D Program of China, and the clinical trials of which have been conducted by the
National Clinical Research Center, and approved by the management department of the National Clinical
Research Center.

Pursuant to the Special Procedures for Examination and Approval of Innovative Medical Devices
(CRIHT B HR 45 MU I 358 & F2 )7 ) ) which were promulgated by the NMPA on November 2, 2018 and came
into effect on December 1, 2018, special procedures shall be applicable to the examination and approval
for medical devices in the following circumstances:

. The applicant legally owns the invention patent of the core technology of the product
through its technological innovation activities in the PRC, or legally obtains the invention
patent or the right of use thereof through transfer in the PRC, and the interval between the
date of application for the special examination and approval of innovative medical devices
and the date of authorized publication should not exceed five years; or the patent
administration department of the State Council has disclosed the application for the
invention patent of the core technology and the Patent Search and Consultation Center of the
National Intellectual Property Administration of the PRC ([ 5 1wk 7 HE J=) = A A% 2 5k w0
/[») has issued the patent search report setting out the novelty and innovation of the core
technology solution of the product.

. The applicant has developed the prototype product and completed the preliminary research
under a true and controllable process that generated complete and traceable data.

. The product (a) has major working mechanism or mechanism of action which is the first of
its kind in the PRC, (b) has fundamental improvement in product performance or safety
compared with similar products, (c) is of an internationally leading standard in terms of
techniques and has significant clinical value.

The Center for Medical Device Evaluation of the NMPA (B 5% 4 /7 15 & 45 H oy B e 2 Al ke il 2% 5%
H.0») shall give priority to the innovative medical devices in their technical review upon receiving the
registration application, after which the NMPA shall give priority to the product in their administrative
approval.
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Two Invoice System

On December 26, 2016, eight government departments including the NMPA issued the Notice on
Opinions on the Implementation of the “Two Invoice System” in Drug Procurement by Public Medical
Institutions (for Trial Implementation) (B FE 2 37 5 55 4 A 45 i bR I8 o 4T 7 S5 1 0 B0 25 2L (Rt
17))) (the “Notice”). According to the Notice, the “Two Invoice System” refers to issuing invoice at the
time from a pharmaceutical manufacturer to a circulating enterprise, and issuing invoice again at the time
from a circulating enterprise to a medical institution. The Notice requires public medical institutions to
gradually implement the “Two Invoice System” for drug procurements and encourages other medical
institutions to promote the “Two Invoice System” so that the “Two Invoice System” would strive to be
widely promoted nationwide by 2018.

On March 5, 2018, six government departments including National Health Commission of the PRC
issued the Notice on Consolidating the Achievements of Cancelling Drug Markups and Deepening
Comprehensive Reforms in Public Hospitals (B A 3 [ 85 B A 2E Al B8 R 1R A8 O AL A 37 5 B A3 & e e
%8 1)), which stipulates the implementation of the centralized purchase of high value medical
consumables, and that the “Two Invoice System” in relation to high-value medical consumables shall be
gradually implemented.

On July 19, 2019, the General Office of the State Council issued the Notice on Printing and
Distributing the Reform Plan for the Management of High-value Medical Consumables (/A 1%
QR E B AEM B8 7 %) B A1), which encourages local governments to adopt the “Two Invoice
System” combined with actual situation in order to reduce the circulation of high-value medical
consumables and promote the transparency of purchase and sales. This task is expected to be completed
by the end of 2020.

As of the Latest Practicable Date, some provinces including Fujian Province, Shaanxi Province
and Anhui Province have implemented the “Two Invoice System” in the field of medical consumables. On
23 July, 2018, Fujian Provincial Medical Security Management Committee Office (/& ¥ 5 % i & 31
Z: B & /A %) issued the Notice on the Sharing of Transparent Procurement Results of Medical Devices
(Medical Consumables) across the Province (A Bl B B4Rk (B8 FHFEM ) B RIS R 2 H L= T
YERI#E 1)), which stipulates medical consumables procurement strictly implements the “Two Invoice
System” and encourages the implementation of the “One Invoice System.” On July 23, 2018, eight local
government departments of Shaanxi Province including Deepen Medical and Healthcare System Reform
Leading Group Office of Shaanxi Province (74 & VR 1k 5 SE 1 A= 8 i 045 SEE /N A %) issued the
Notice on Further Promoting the “Two Invoice System” on Medicines and Medical Consumables (B2
A — 20 M B RN B R RE A [ I S A A1) ), which stipulates that on the basis of the full
implementation of the “Two Invoice System” of medical consumables in the urban public medical
institutions, the primary medical and healthcare institutions of the county and below the county shall
begin to implement the “Two Invoice System” in the procurement of medical consumables from August 1,
2018. On November 15, 2017, five local government departments of Anhui Province including the Food
and Drug Administration of Anhui Province (%#(& & i ¥ B #R) issued the Opinions on
Implementation of the “Two Invoice System” in Medical Consumables Procurement by Public Medical
Institutions in Anhui Province (for Trial Implementation) (CLBUAE N L B AR B8 T FE M R I [ T 22
il ] B R (AT N, pursuant to which the Class II or above public medical institutions shall begin to
implement the “Two Invoice System” in the procurement of medical consumables from December 1,
2017.
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Overseas Clinical Trial Data of Medical Devices

On January 10, 2018, the NMPA issued the Technical Guidelines for Accepting Overseas Clinical
Trial Data of Medical Devices ({353 8 40 Al b5 A PR il B 05 452 9T $5 2 5 H ) (the “Technical
Guidelines”). According to the Technical Guidelines, the overseas clinical trial data refers to all research
data or research data of the same stage which generated from the confirmation process of the safety and
effectiveness of the medical devices to be registered in China under normal use conditions in the overseas
clinical trial institutions in accordance with the requirements of the country (region) where the clinical
trial is conducted.

Three basic principles to accept overseas clinical trial data are as follow: (i) Ethical principle:
Overseas clinical trials shall follow the ethical guidelines established by the Declaration of Helsinki.
Applicants are also required to state the ethics of the country (region) in which the clinical trial is
conducted and codes and standards established by laws and regulations of the aforesaid country (region)
or international codes and standards; (ii) Legal principle: Overseas clinical trials shall be conducted in a
country (region) with clinical trial quality management, and are in accordance with the regulatory
requirements for clinical trials of medical devices (including In vitro diagnostic reagents) in China; and
(iii) Scientific principle: Overseas clinical trial data shall be true, scientific, reliable and traceable.
Applicants shall provide complete trial data and shall not filter.

According to the Technical Guidelines, the overseas clinical trial data submitted by the applicant
shall at least include clinical trial protocols, ethical opinions, and clinical trial report which shall include
analysis and conclusions on the complete clinical trial data. If the overseas clinical trial data meets the
relevant requirements of registration in China, and the data is scientific, complete and sufficient, such
data will be accepted. If the overseas clinical trial data meets the basic requirements of the Technical
Guidelines, but additional information needs to be supplemented according to the relevant technical
requirements for registration in China, supplementary clinical trials can be conducted within or outside
China. As the supplementary clinical trial data and original overseas clinical trial data are in accordance
with the relevant technical requirements of registration in China after comprehensive evaluation,
overseas clinical trial data will be accepted.

Regulations Relating to Advertisements of Medical Devices

The SAMR promulgated the Interim Administrative Measures for Censorship of Advertisements
for Drugs, Medical Devices, Dietary Supplements and Foods for Special Medical Purpose (% ~ 5%
TEME PREES C IFHREE AR BN E AT MY ITHE)) (the “Interim Measures for
Advertisements”) on December 24, 2019, which came into effect on March 1, 2020 and replaced the
Measures for the Examination of Medical Devices Advertisements (B a8 & 15 25 & HE%)).

According to the Interim Measures for Advertisements, no advertisement for any drug, medical
device, dietary supplement or food for special medical purpose may be published without censorship. The
SAMR shall be responsible for organizing and guiding the censorship of advertisements for drugs,
medical devices, dietary supplements and foods for special medical purpose. Departments for market
regulation and drug administration of provinces, autonomous regions and municipalities directly under
the central government shall be responsible for the censorship of advertisements for drugs, medical
devices, dietary supplements and foods for special medical purpose and may legally entrust other
administrative authorities with specifically carrying out advertisement censorship. Advertisements for
drugs, medical devices, dietary supplements and foods for special medical purpose shall be authentic and
legal, and shall not contain any false or misleading content.
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National Medical Insurance Program

The national medical insurance program was adopted pursuant to the Decision of the State Council
on the Establishment of the Urban Employee Basic Medical Insurance Program (<[ 57 Ik S T 5
A5 FEOR B il B2 Y PR 22 ) ) issued by the State Council on December 14, 1998, under which all employers
in urban cities are required to enroll their employees in the Urban Employee Basic Medical Insurance
Program and the insurance premium is jointly contributed by the employers and employees. Pursuant to
the Opinions on the Establishment of the New Rural Cooperative Medical System (B ## 37 5 %Y B2k
A VE B = RAY3E 1)) forwarded by the General Office of the State Council on January 16, 2003,
China launched the New Rural Cooperative Medical System to provide medical insurance for rural
residents in selected areas which has spread to the whole nation thereafter. The State Council
promulgated the Guiding Opinions of the State Council about the Pilot Urban Resident Basic Medical
Insurance (5 Be B iR BA J ok B8 B S A B e (R B il B 9 5 25 25 7)) on July 10, 2007, under which
urban residents of the pilot district, rather than urban employees, may voluntarily join Urban Resident
Basic Medical Insurance. In 2015, the PRC government announced the Outline for the Planning of the
National Medical and Health Service System (2015-2020) ({4 [0 5 % i 25 MO B8 22 46 #1422
(2015-20204F))) which aims to establish a basic medical and health care system that covers both rural
and urban citizens by 2020.

On January 3, 2016, the State Council issued the Opinions on Integrating the Basic Medical
Insurance Systems for Urban and Rural Residents (€[5 B BE 7 5 & AR F B 2 A 5 e OR e il B i) 2
F.)) to integrate the Urban Resident Basic Medical Insurance and the New Rural Cooperative Medical
System and the establishment of a unified Basic Medical Insurance for Urban and Rural Residents, which
will cover all urban and rural non-working residents except for rural migrant workers and persons in
flexible employment arrangements who participate in the basic medical insurance for urban employees.

With regard to reimbursement for medical devices and diagnostic tests, the Notice of Opinion on
the Diagnosis and Treatment Management, Scope and Payment Standards of Medical Service Facilities
Covered by the National Urban Employees Basic Medical Insurance Scheme (Lao She Bu Fa [1999] No. 22)
(CRRTA B BB, TR A B OR Bl 30 T H A B~ B e RO it ot o [ A S AR ME 2 T 3 ) (54
TBEE[1999]22%5%) ) prescribes the coverage of diagnostic and treatment devices and diagnostic tests where
part of the fees are paid through the basic medical insurance scheme. It also includes a negative list that
precludes certain devices and medical services from governmental reimbursement. Detailed
reimbursement coverage and rate for medical devices and medical services (including diagnostic tests
and kits) are subject to each province’s local policies.

Reform Plan on High-Value Medical Consumables

On July 19, 2019, the General Office of the State Council issued the Circular on Reform Plan on
Managing High-Value Medical Consumables (Guo Ban Fa No.[2019]37) (B~ EN %% (35 35 = (H 5 ) FE
ek 5 %) AE ) (B HF%5[2019137%%) ) (the “Circular on High-Value Medical Consumables”™).
According to the Circular on High-Value Medical Consumables, high-value medical consumables are
defined as medical consumables directly used on human, with strict requirement on safety, in great
demand clinically, relatively highly-priced, and that can pose heavy burdens on patients. The Circular on
High-Value Medical Consumables releases several reform initiatives aiming at managing high-value
medical consumables, including: (i) the classification and codes of high-value medical consumables in
the national medical insurance system will be unified gradually, and rules on unique device identification
in full life cycle of the high-value medical consumables, including but not limited to registration,
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procurement and usage, will be implemented by the National Healthcare Security Administration, the
National Medical Products Administration, and the National Health Commission of the PRC by the end of
2020; (ii) the mechanism for including high-value medical consumables in basic medical insurance shall
be built, and a list of high-value medical consumables shall be compiled, to strengthen the dynamic
adjustment mechanism. The access regulations shall be promulgated by the National Health Commission
and the Ministry of Finance by the end of June 2020; (iii) the price markups placed on medical
consumables at public hospitals will be abolished, and all medical consumables, including high-value
medical consumables will be sold at procurement price at all public hospitals by the end of 2019; and (iv)
the medical insurance payment policy shall be formulated and implemented by the National Healthcare
Security Administration, the Ministry of Finance and the National Health Commission of the PRC.
Meanwhile, the medical insurance payment standards on high-value medical consumables will be
formulated and the dynamic adjustment mechanism will be established. The medical insurance funds and
patients will share the cost of high-value medical consumables according to the medical insurance
payment standards, and medical institutions shall further reduce procurement prices under the guidance
of the Circular on High-Value Medical Consumables.

Medical Device Product Export Sales Certificate

Pursuant to the Regulations on the Administration of Export Sales Certificates of Medical
Devices (B FEAR A i ) 1 85 B 38 B BB € )) promulgated by the NMPA on June 1, 2015 and
coming into effect on September 1, 2015, if the registration certificate for a medical device and
production permit for a medical device have been obtained in China, or the medical device registration
and production filing have been completed, the food and drug supervision and administration department
may issue a Medical Device Product Export Sales Certificate (B&¥E#sME i th C 85 & 75 H) to the
relevant manufacturing enterprise. The validity term of the Medical Device Product Export Sales
Certificate should not exceed the earliest deadline for the various documents submitted by the enterprise
in the application materials, and the maximum validity term shall also not exceed two years.

Medical Device Recalls

Pursuant to the Administrative Measures for Medical Device Recalls (B850 4 1] 45 #L
##%)), which was promulgated by the NMPA on January 25, 2017 and came into effect on May 1, 2017,
in light of the severity harm, medical device recalls are divided into: (i) class I recall where the
circumstances leading to the recall may cause or have caused serious health hazards; (ii) class II recall
where the circumstances leading to the recall may cause or have caused temporary or reversible health
hazards; or (iii) class III recall where the circumstances leading to the recall are not likely to cause harm.

Medical device manufacturers shall determine the recall class based on the specific situation and
properly design and implement the recall plan based on the recall class and the sale and use of the medical
devices.

In terms of class I recall, the recall notice shall be published on the NMPA website and major
media. In terms of class II and class III recalls, the recall notice shall be published on the website of the
food and drug administrative authority of the provinces, autonomous regions or municipalities.

As of the Latest Practicable Date, we had been implementing a class III recall plan approved by the

relevant governmental authority. For details, please refer to the paragraphs headed “Business—Product
Warranty, Return, Recall and Exchanges” in this prospectus.
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OTHER LAWS AND REGULATIONS
Hospital Classification

The Hospital Classification Management Measures (for Trial Implementation) (' B¢ 7 8% & 2 JF
% (il47) )) (the “Classification Measures”) promulgated by the Ministry of Health divides the
hospitals into three classes and 10 grades. Class III hospitals are the highest level and are further divided
into Special, A, B and C grades. The Class I and Class II hospitals are also further divided into A, B and
C grades respectively. The Class III hospitals are above regional hospitals that provide high-level
specialist medical and healthcare services to several regions and perform advanced teaching and research
works. The Class II hospitals are regional hospitals that provide comprehensive medical and healthcare
services to a number of communities and undertake certain teaching and research works. The Class I
hospitals are primary hospitals or healthcare centers that directly provide preventive, medical care,

healthcare, and rehabilitation services to communities of a certain population.

The Classification Measures has been abolished according to the Catalogue of Abolished
Regulations of the Health Departments issued by the Ministry of Health on April 13, 1998. However, the

hospitals are still classified according to the Classification Measures in practice.
Regulations Relating to Labor and Social Protection

Pursuant to the Labor Law of the PRC ({13 A R AL F1 B 25 7% ) ) promulgated by the Standing
Committee of the NPC on July 5, 1994 and amended and coming into effect on December 29, 2018, the
Labor Contract Law of the PRC ("3 A R ILAN B 55 ) 75 [F] %) ) amended by the Standing Committee of
the NPC on December 28, 2012 and coming into effect on July 1, 2013 and the Implementation Rules of
the Labor Contract Law of the PRC ({13 A R AL [ 25 8y 75 [7] 15 B ifa 14 491 ) ) promulgated by the State
Council and coming into effect on September 18, 2008, an employer shall strictly comply with the
national standards, provide training to its employees, protect their labor rights and perform its labor
obligations. An employer shall enter into a written labor contract with its employees. Labor contracts
shall be categorized into labor contracts with fixed term, labor contracts without fixed term and labor
contracts to be expired upon completion of certain tasks. The remuneration payable by an employer to its

employees shall not be less than local minimum wage.

Pursuant to the Social Insurance Law of the PRC ("' #& A &4t F B0 4 € R B i2: ) ) promulgated by
the Standing Committee of the NPC on October 28, 2010, amended and coming into effect on December
29,2018, the Administrative Regulations on Housing Provident Fund of the PRC ({* # A 318 4E 5
INTEAE FAEB])) amended by the State Council and coming into effect on March 24, 2019 and the
Provisional Regulations on Collection and Payment of Social Insurance Premiums ({1 & {4 B 2 U
174 %1)) amended by the State Council and coming into effect on March 24, 2019, a domestic enterprise
shall pay premium for basic pension insurance, unemployment insurance, maternity insurance, work
injury insurance, basic medical insurance and housing provident fund for its employees at the applicable
rates based on the amounts stipulated by the laws. If it fails to pay required amount of premium to local
administrative authorities on time or in full, it may be required to settle the overdue amount or subject to

fine.
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Production Safety

Pursuant to the Production Safety Law of the PRC (% A\ &AL 42 442 & %)) amended by
the Standing Committee of the NPC on August 31, 2014 and coming into effect on December 1, 2014, an
enterprise shall (i) provide production safety conditions as stipulated in this law and other relevant laws,
administrative regulations, national and industry standards, (ii) establish a comprehensive production
safety accountability system and production safety rules, and (iii) develop production safety standards to
ensure production safety. Any entity that fails to provide required production safety conditions is
prohibited from engaging in production activities.

The person-in-charge of an enterprise shall be fully responsible for the safety of production of the
enterprise. An enterprise having more than 100 employees shall establish a department or engage in
personnel managing production safety specifically. Personnel who is responsible for managing
production safety shall inspect the safety of production regularly based on the characteristics of
production of the enterprise and shall deal with any safety issue identified during the inspection in a
timely manner. Any unsolved issue shall be reported to the person-in-charge in a timely manner and the
person-in-charge shall solve such issue immediately. The inspection and measures taken shall be duly
recorded. Enterprises and institutions shall provide their employees with training on production safety
and shall truthfully inform their employees of any potential risks in relation to the workplace and duties,
preventive measures and emergency measures. In addition, an enterprise shall provide its employees with
protective equipment that meet the national or industry standards and supervise and train them to use such
equipment.

Regulations Relating to Intellectual Properties
Trademarks

The Trademark Law of the PRC ({1 # A R ILFNE P15 ) ) amended by the Standing Committee
of the NPC on April 23, 2019 and coming into effect on November 1, 2019 and the Implementation Rules
of the Trademark Law of the PRC ({* #E A [ I A0 [5] i #2 72 B i #5491 ) ) amended by the State Council on
April 29, 2014 and coming into effect on May 1, 2014, stipulate the application, examination and
approval, renewal, alternation, transfer, use and invalidation of trademark registration, and protect the
trademark rights entitled to trademark registrants. According to the aforesaid laws and regulations, the
registration of a trademark shall be valid for 10 years from the date of approval. Upon the expiry of the
trademark registration, a renewal shall be made in accordance with requirements within 12 months if
necessary. If the renewal is not made within the stipulated period, the valid period may be extended for a
further period of six months. Each renewal of registration of trademark shall be valid for 10 years from
the date of the expiry of the previous trademark registration. A trademark registrant may license others
the right to use his/her trademark by entering into a trademark license agreement.

Patents

Pursuant to the Patent Law of the PRC ({1 ¥ NRILANEHF|7%)) amended by the Standing
Committee of the NPC on December 27, 2008 and coming into effect on October 1, 2009 and the
Implementation Rules of the Patent Law of the PRC ({H 3 A [ A0 Bl B A5 EH M 4 1)) amended by the
State Council on January 9, 2010 and coming into effect on February 1, 2010, patents in China are divided
into invention patent, utility patent and design patent. Invention patent refers to new technical solutions
for a product, method or its improvement; utility patent refers to new technical solutions for the shape,
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structure or the combination of both shape and structure of a product, which is applicable for practical
use; design patent refers to new designs of the shape, pattern or the combination of shape and pattern, or
the combination of the color, the shape and pattern of a product with esthetic feeling and industrial
application value. Invention patent shall be valid for 20 years from the date of application while utility
patent and design patent shall be valid for 10 years from the date of application. The patent right entitled
to its owner shall be protected by the laws. Any person shall be licensed or authorized by the patent owner

before using such patent. Otherwise, the use constitutes an infringement of the patent right.

On December 5, 2018, the State Council submitted the draft of the fourth amendment to the Patent
Law of the PRC to the NPC (the “Draft Amendment to the Patent Law”). The Draft Amendment to the
Patent Law was reviewed by the Seventh Session of the 13th NPC Standing Committee and was published
for public consultation from January 4, 2019 to February 3, 2019. As of the Latest Practicable Date, the
Draft Amendment to the Patent Law has not been formally promulgated and implemented. Compared
with the valid Patent Law, the main changes of the Draft Amendment to the Patent Law are concentrated
on the following aspects: (i) clarifying the incentive mechanism for inventor or designer relating to
service inventions; (ii) extending the duration of design patent; (iii) establishing a new system of “open
licensing” (BHLFFAT); (iv) strengthening the joint liability of internet service providers for network
patent infringement; (v) improving the distribution of burden of proof in patent infringement cases; and

(vi) increasing the compensation for patent infringement.

Our Company considered that the implementation of the Draft Amendment to the Patent Law if as
presently drafted will not have material impacts on patent submissions of our Company’s major products
and product candidates based on the scope of business and ongoing operation and other activities of our

Company.
Copyrights

Pursuant to the Copyright Law of the PRC ({13 A [RRILFIE ZE(EHERL)) amended by the
Standing Committee of the NPC on February 26, 2010 and coming into effect on April 1, 2010, Chinese
citizens, legal persons or other organizations shall, whether published or not, enjoy copyright in their
works, which include, among others, works of literature, art, natural science, social science, engineering
technology and computer software created in writing or oral or other forms. A copyright holder shall
enjoy a number of rights, including the right of publication, the right of authorship and the right of

reproduction.

Pursuant to the Measures for the Registration of Computer Software Copyright ({753 # #ik {4 3 /E
WEEFLHEIL)) promulgated by the National Copyright Administration on February 20, 2002 and the
Regulation on Computers Software Protection ({FHFHEH#L R 7 & 1)) amended by the State Council
on January 30, 2013 and coming into effect on March 1, 2013, the National Copyright Administration is
mainly responsible for the registration and management of software copyright in China and recognizes
the China Copyright Protection Center as the software registration organization. The China Copyright
Protection Center shall grant certificates of registration to computer software copyright applicants in
compliance with the regulations of the Measures for the Registration of Computer Software Copyright

and the Regulation on Computers Software Protection.
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Domain Names

Pursuant to the Administrative Measures for Internet Domain Names (€5 48380 42 & #LH#E))
promulgated by the Ministry of Industry and Information Technology on August 24, 2017 and coming
into effect on November 1, 2017, the establishment of any domain name root server and institution for
operating domain name root servers, managing the registration of domain name and providing
registration services in relation to domain name within the territory of China shall be subject to the
approval of the Ministry of Industry and Information Technology or provincial, autonomous regional and
municipal communications administration. The registration of domain name shall follow the principle of
“first apply first register.” The Notice of the Ministry of Industry and Information Technology on
Regulating the Use of Domain Names in Internet Information Services ({ T.2E /{5 5.1t 55 B i 16 4 0 B
415 SR F k4% (W48 1)) promulgated by the Ministry of Industry and Information Technology on
November 27, 2017 and coming into effect on January 1, 2018 specifies the obligation of anti-terrorism
and maintaining network security of internet information service providers.

Regulations Relating to EIT

Pursuant to the EIT Law ({138 A R ILAN B 1 3 Fr 158072 ) ) amended by the Standing Committee
of the NPC and coming into effect on December 29, 2018 and the Implementation Rules of the EIT Law
(CHEE N R IE AN 3 A 2E T A5 B IA B ME 4 49]) ) amended by the State Council and coming into effect on
April 23,2019, a domestic enterprise which is established within the PRC in accordance with the laws or
established in accordance with any laws of foreign country (region) but with an actual management entity
within the PRC shall be regarded as a resident enterprise. A resident enterprise shall be subject to an EIT
of 25% of any income generated within or outside the PRC. A preferential EIT rate shall be applicable to
any key industry or project which is supported or encouraged by the State. High and new technology
enterprises which are supported by the State may enjoy a reduced EIT rate of 15%.

Regulations Relating to Product Liability and Protection of Consumers’ Rights

Pursuant to the Product Quality Law of the PRC ({H % A R I [E 7 i Bl #74 ) ) amended by the
Standing Committee of the NPC and coming into effect on December 29, 2018, producers and sellers
shall have their own proper regulations for the management of product quality, rigorously implementing
post-oriented quality regulations, quality liabilities and relevant measures for their assessment.
Producers and sellers are responsible for the product quality according to the provisions of the laws.

The product quality supervision and administration departments of the State Council are
responsible for the supervision and administration of the quality of products of the whole country. All
relevant departments of the State Council shall be responsible for the supervision of product quality
within their own functions and duties.

Quality of products shall pass standard examinations and it is not allowed to pass off sub-standard
products as standard ones. Industrial products which may be hazardous to the health of the people and the
safety of lives and property shall conform to the State and trade standards for ensuring the health of the
people and safety of lives and property. In absence of such State or trade standards, the products shall
conform to the minimum requirements for ensuring the health of the people and the safety of lives and
property. It shall be prohibited to produce or sell industrial products that do not meet the requirements
and demands for physical health and safety of body and property. Producers or sellers shall be responsible
for any compensation arising from their unlawful acts such as production or sales of defective, eliminated
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or ineffective products, faking the place of origin or quality marks, mixing or adulterating products or
passing off imitations as genuine, substandard products as quality ones or non-conforming products as
conforming. Proceeds from the sales may be confiscated, the business license may be revoked and
penalties may be imposed. If the case is serious, criminal responsibilities shall be investigated. Producers
or sellers shall be liable for any damage to any person or property due to the defects of products resulting
from the default of the producers or sellers.

Pursuant to the Tort Law of the PRC (¥ A\ RALFIE{ZHE HF (%)) promulgated by the
Standing Committee of the NPC on December 26, 2009 and coming into effect on July 1, 2010, a patient
may make a claim against a medical institution or producer for any damage arising from defects of a
medical device. In respect of any claim made by a patient, the medical institution is entitled to make a
claim against the producer after the settlement of the compensation paid to the patient.

Regulations Relating to Foreign Investment

Pursuant to the PRC Company Law ({3 NRILFE L F]VL)) amended by the Standing
Committee of the NPC and coming into effect on October 26, 2018, limited liability companies and joint
stock limited companies established in the PRC have the status of legal persons. The liability of
shareholders of a limited liability company and a joint stock limited company is limited to the amount of
registered capital they have contributed or shares they have subscribed for. The PRC Company Law shall
also apply to foreign-invested companies. Where laws on foreign investment have other stipulations, such
stipulations shall apply.

Pursuant to the Special Management Measures (Negative List) for the Access of Foreign
Investment (2019) (<A G MEA KR HIIE PEAE I (EL TS ) (20194E M) )) promulgated by the NDRC
and MOFCOM on June 30, 2019 and coming into effect on July 30, 2019, limitations were stipulated for
foreign investments in different industries in the PRC and foreign investments shall be classified into two
categories, namely the Catalog of Encouraged Industries for Foreign Investment and the Special
Management Measures (Negative List) for the Access of Foreign Investment. The Special Management
Measures (Negative List) for the Access of Foreign Investment is further classified into Catalog of
Industries Limited for Foreign Investment and the Catalog of Industries Prohibited for Foreign
Investment. Industries that do not fall within the Special Management Measures (Negative List) for the
Access of Foreign Investment are industries permitted for foreign investment.

The Interim Administrative Measures on the Record-filing of the Incorporation and Changes of
Foreign-invested Enterprises (2018 Revision) ({Z1i $ & 4 3 8007 S5 W R P AT H0E (20184F- 18
#7))) (the “Interim Administrative Measures”) promulgated by the MOFCOM on June 29, 2018 and
coming into effect on June 30, 2018 specify the incorporation and changes of foreign-invested enterprises
which are not subject to the special management measures for the access of foreign investment
implemented by the State. Foreign-invested enterprises or their investors shall provide true, accurate and
complete information for filling and fill in undertakings for filing and reporting in accordance with these
measures. No false statement, misleading statement or material omission is allowed.

On December 30, 2019, the MOFCOM and the SAMR issued the Measures for the Reporting of
Foreign Investment Information (<9F?§?&§i§§ﬂ$&%¥)ﬁ?§>), which came into effect on January 1, 2020
and replaced the Interim Administrative Measures. Since January 1, 2020, for carrying out investment
activities directly or indirectly in China, the foreign investors or foreign-invested enterprises shall submit
investment information to the commerce authorities pursuant to these measures.
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The Foreign Investment Law of the PRC (¥ NRILFIE /P ETL)), (the “Foreign
Investment Law”), was formally adopted by the 2nd session of the thirteenth NPC on March 15, 2019,
and became effective on January 1, 2020. The Foreign Investment Law is formulated to further expand
opening-up, vigorously promote foreign investment and protect the legitimate rights and interests of
foreign investors. According to the Foreign Investment Law, foreign investments are entitled to pre-entry
national treatment and are subject to negative list management system. The pre-entry national treatment
means that the treatment given to foreign investors and their investments at the stage of investment access
is not lower than that of domestic investors and their investments. The negative list management system
means that the state implements special management measures for the access of foreign investment in
specific fields. Foreign investors shall not invest in any forbidden fields stipulated in the negative list and

shall meet the conditions stipulated in the negative list before investing in any restricted fields.

Foreign investors’ investment, earnings and other legitimate rights and interests within the
territory of the PRC shall be protected in accordance with the law, and all national policies on supporting
the development of enterprises shall equally apply to foreign-invested enterprises. The State guarantees
that foreign-invested enterprises participate in the formulation of standards in an equal manner. The State
guarantees that foreign-invested enterprises participate in government procurement activities through
fair competition in accordance with the law. The State shall not expropriate any foreign investment except
under special circumstances. In special circumstances, the State may levy or expropriate the investment
of foreign investors in accordance with the law for the needs of the public interest. The expropriation and
requisition shall be conducted in accordance with legal procedures and timely and reasonable
compensation shall be given. In carrying out business activities, foreign-invested enterprises shall
comply with relevant provisions on labor protection, social insurance, tax, accounting, foreign exchange

and other matters stipulated in the PRC laws and regulation.

Upon taking effect on January 1, 2020, the Foreign Investment Law replaced the Sino-Foreign
Equity Joint Venture Enterprise Law of the PRC ({("H# N RILAIE oG ELEE B FEIL)), the
Sino-Foreign Cooperative Joint Venture Enterprise Law of the PRC (" A\ R ALFN B 1 45 VE & 4>
37%)) and the Wholly Foreign-Owned Enterprises Law of the PRC ({H & A\ R I FE A& 2E1E)) to

become the legal foundation for foreign investment in the PRC.

On December 26, 2019, the State Council issued the Regulations on Implementing the Foreign
Investment Law of the PRC (% A R ILANE Hh i #5 & L B i 49])), which came into effect on
January 1, 2020 and replaced the Regulations on Implementing the Sino-Foreign Equity Joint Venture
Enterprise Law of the PRC ({H#E A\ 1B o A5 & 5845 4 S5 B0 491) ), Provisional Regulations
on the Duration of Sino-Foreign Equity Joint Venture Enterprise Law ({5 E 48 A S IR E 174
7E)), the Regulations on Implementing the Wholly Foreign-Owned Enterprise Law of the PRC ({13 A
LN A& 2R EMEANHI D) and the Regulations on Implementing the Sino-Foreign Cooperative
Joint Venture Enterprise Law of the PRC (3 A R LA E v A4 1F 5808 A SE R B A A1 ).
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OVERVIEW

We focus on the high-growth interventional procedural medical device market in China, and are a
leading domestic player in each of the transcatheter valve therapeutic medical device market and the
neurointerventional procedural medical device market in China. Our Group was founded and managed by
Dr. Zhang, Mrs. Ping Ye Zhang and Ms. Hong Ye, being our Founders and executive Directors, and backed
by a group of sophisticated healthcare and biotech funds and experienced entrepreneurs. Dr. Zhang and
Mrs. Zhang are spouses and Ms. Ye is the sister of Mrs. Zhang. Given Dr. Zhang’s and Mrs. Zhang’s
scientific background and extensive experience in the medical devices industry, they are mainly
responsible for the research and development of our medical devices. Ms. Ye is responsible for the
day-to-day management and operations of our Group. For further details on each Founder’s relevant

experience, please refer to the section headed “Directors and Senior Management” in this prospectus.

Our Company was incorporated in the Cayman Islands on May 30, 2012 as the holding company of
our subsidiaries that are principally engaged in the research and development of transcatheter valve
therapeutic medical devices. We acquired Achieva Medical through the Share Swap and Achieva Medical

became our subsidiary in March 2019.

Achieva Medical was founded in November 2005 and was managed by our Founders as the holding
company of its then subsidiaries that were mainly engaged in the research and development of
neurointerventional procedural medical devices. Dr. Zhang and Mrs. Zhang led the research and
development process of neurointerventional procedural medical devices in their respective roles in
Achieva, whilst Ms. Ye was responsible for the day-to-day management and operations of Achieva. Our
Founders have been the single largest group of shareholders of Achieva Medical with over 30% equity
interests since its incorporation. Given that both Achieva Medical and our Company were managed and
operated by our Founders, the Share Swap was carried out for the purpose of achieving greater
operational synergies between the two entities. For details of the Share Swap and reasons underlying the
Share Swap, please refer to the paragraphs headed “5. Acquisition of Achieva Medical through Share

Swap” in this section.

BUSINESS MILESTONES

The following sets forth certain key business development milestones of our Group:

2012 ... Our Company was incorporated.
2016 ... We completed our Series A financing and raised a total of USD10 million in June.
2017 ... We completed a single-center feasibility clinical trial on ten patients in China for

TaurusOne® in August.

We started the multi-center confirmatory clinical trial in China for TaurusOne® in
September.
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2019 ...

Achieva Medical became our subsidiary through the Share Swap in March.

We completed our Series B financing and raised approximately USD29 million in
February.

We obtained the NMPA Registration Certificate for our Yibida® Guiding Catheter in
May.

We completed our Series C financing and raised a total of USD25 million in
September.

We launched sales of our second-generation Presgo® Detachable Coil in October.

We completed our Series C-1 financing and raised a total of USD45 million in
December.

We initiated the clinical trial for TaurusElite, our second-generation TAVR device, in
December.

OUR PRINCIPAL SUBSIDIARIES

As of the Latest Practicable Date, we had eight subsidiaries in total. The following table sets out

certain information of our principal subsidiaries as of the Latest Practicable Date.

Place of Date of Registered
Company Name Principal Business Incorporation Incorporation Capital
Peijia Suzhou Research and development PRC March 4, 2013 RMB223,311,785

Achieva Shanghai

of our transcatheter valve
therapeutic devices

Research and development, PRC March 21, 2006 USD27,580,000
manufacturing and sales

1

of our
neurointerventional
procedural medical
devices

Achieva Suzhou' Research and development, PRC November 29, 2016 RMB15,000,000

Note:

manufacturing and sales
of other
neurointerventional
procedural medical
devices

1. Achieva Shanghai and Achieva Suzhou became our subsidiaries upon first closing of the Share Swap in March

2019.
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CORPORATE DEVELOPMENT

The following sets forth the major corporate history, shareholding changes and restructuring of our

Company and Peijia Suzhou.
Our Company
1. Incorporation of our Company

Our Company was incorporated as an exempted company with limited liability in the Cayman

Islands on May 30, 2012. The shareholding structure of our Company upon incorporation was as set forth

below:
Number of
Name of Shareholder Ordinary Shares  Shareholding (%)
XinYue International Limited (“XinYue”)' 5,325,000 88.75
Ms. Hong Ye 675,000 11.25
Total 6,000,000 100.00
Note:
1. XinYue is a BVI company. As of the Latest Practicable Date, it was owned as to 65% by Dr. Zhang and 35% by Ms.
Ye.
2. Initial Issuance of Ordinary Shares

Our Company allotted and issued a total of 3,000,000 Ordinary Shares at a purchase price of
USD1.00 per share for a total consideration of USD3,000,000.00 on October 23, 2012 as follows:

Number of

Ordinary Purchase

Name of Shareholder Shares Amount (USD)

Country Bay Investment Limited (“Country Bay”)' 900,000 900,000.00

Flexmed International (HK) Limited (“Flexmed”)’ 900,000 900,000.00

Mega Goal International Limited (“Mega Goal”)' 900,000 900,000.00

Ms. Hong Ye 240,000 240,000.00
Gateway Medical Innovation Center Limited

(“Gateway™)! 60,000 60,000.00

Total 3,000,000 3,000,000.00
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Note:

1. To the best of our Directors’ knowledge, Country Bay, Flexmed, Mega Goal and Gateway (the “Initial
Shareholders™) are private investors. As of the Latest Practicable Date, the Initial Shareholders and their

shareholders were Independent Third Parties of our Company.
3. Series A Financing and Subscription of Shares by Entity for Employee Incentive Purposes

In connection with the Series A financing, our Company allotted and issued (i) a total of 1,700,000
Series A Preferred Shares to Matrix Partners China III Hong Kong Limited and Tianfeng Healthcare
Company Limited at the initial closing on March 22, 2016, and (ii) a total of 300,000 Series A Preferred
Shares to Shanghai Zhangjiang Torch Venture Capital Co., Ltd. (¥ 5R VT KB 8 25 4% & A PR A A]) at the
second closing on June 22, 2016, all at a purchase price of US$5.00 per share for a total consideration of
USD10,000,000.00.

Number of
Series A
Preferred Purchase
Name of Shareholder Shares Amount (USD)
Matrix Partners China III Hong Kong Limited! 1,000,000 5,000,000.00
Tianfeng Healthcare Company Limited (“Tianfeng

Healthcare”) 700,000 3,500,000.00
Shanghai Zhangjiang Torch Venture Capital Co., Ltd.

(LRI JAE R ERCE A R A F]) (“Z] Torch”)? 300,000 1,500,000.00
Total 2,000,000 10,000,000.00
Notes:

1. The 1,000,000 Series A Preferred Shares held by Matrix Partners China III Hong Kong Limited were transferred to

Matrix Partners China IV Hong Kong Limited (“Matrix Partners IV”) as part of their internal corporate
restructuring on June 22, 2016.

2. ZJ Torch has transferred 50,000 Series A Preferred Shares and 100,000 Series A Preferred Shares to XinYue and
City Dragon Holdings Group Limited, respectively, at a purchase price of USD5.67 per share for a total
consideration of USD850,500 on July 23, 2018.

Concurrently with the initial closing of the Series A financing, our Company allotted and issued
125,000 Ordinary Shares at a purchase price of USD4.00 per share for a total consideration of
USD500,000.00 to City Dragon Holdings Group Limited (“City Dragon”), a BVI company incorporated

for employee incentive purposes and wholly-owned by Ms. Hong Ye.
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The shareholding structure of our Company upon completion of the abovementioned subscriptions

and share transfers (on a fully converted basis) was as set forth below:

Number of Shareholding
Name of Shareholder Shares (%)
XinYue 5,375,000 48.31
Ms. Hong Ye 915,000 8.22
City Dragon 225,000 2.02
Matrix Partners IV 1,000,000 8.99
Country Bay 900,000 8.09
Flexmed 900,000 8.09
Mega Goal 900,000 8.09
Tianfeng Healthcare 700,000 6.29
ZJ Torch 150,000 1.35
Gateway 60,000 0.54
Total 11,125,000 100.00

4. Series B Financing and Repurchase of Shares by our Company

In connection with the Series B financing, our Company issued (i) a total of 1,145,332 Series B
Preferred Shares and a total of 445,407 Ordinary Shares to LAV Aero Limited, Matrix Partners 1V,
Tianfeng Healthcare and Joyful Bliss Holdings Limited (“Joyful Bliss”) at the first closing on August 28,
2018 and (ii) a total of 381,778 Series B Preferred Shares and 241,793 Ordinary Shares to Shanghai Liyi
Biotech, L.P. (LAY R A% (FRAE%)) (“Liyi Biotech”) and Shanghai Founder KIP
Equity Investment Partnership (LP) (i /7 IE S R E G ¥ % (ARA%) ) (“Shanghai Founder
KIP”) at the second closing on February 2, 2019, all at a purchase price of USD13.0141 per share for a

total consideration of USD28,817,251.78.

Number of

Series B
Preferred Purchase
Name of Shareholder (First Closing) Shares  Amount (USD)

Series B Preferred Shares

LAV Aero Limited 763,555 9,936,981.13
Matrix Partners IV 229,066 2,981,087.83
Tianfeng Healthcare 152,711 1,987,396.23
Total 1,145,332 14,905,465.19
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Number of
Ordinary Purchase
Shares Amount (USD)
Ordinary Shares
Joyful Bliss 190,889 2,484,248.53
Matrix Partners IV 152,711 1,987,396.23
LAV Aero Limited 101,807 1,324,926.48
Total 445,407 5,796,571.24
Number of
Series B
Preferred Purchase
Name of Shareholder (Second Closing) Shares  Amount (USD)
Series B Preferred Shares
Liyi Biotech' 381,778 4,968,497.07
Total 381,778 4,968,497.07
Number of
Ordinary Purchase
Shares Amount (USD)
Ordinary Shares
Shanghai Founder KIP 190,889 2,484,248.53
Liyi Biotech' 50,904 662,469.75
Total 241,793 3,146,718.28
Note:
1. Pursuant to a joinder agreement and an adherence agreement dated September 8, 2018, Suzhou Lirui Equity

Investment Center (Limited Partnership) (#f /N5 BAE# & .0 (FBRE%)) (“Suzhou Lirui”), the original
party to the transaction agreements for the Series B financing, has assigned its rights and obligations under the

relevant transaction documents to its affiliate Liyi Biotech.
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Concurrently with the Series B financing, in order to bring in our Series B institutional and
professional investors without further diluting the shareholdings of our other investors, our Company
repurchased a total of 687,200 Ordinary Shares from the following shareholders at a repurchase price of
USD13.0141 per share for a total consideration of USDS8,943,289.52 at the first closing on August 28,
2018 and at the second closing on February 2, 2019.

Number of

Repurchased
Ordinary Purchase
Name of Shareholder (First Closing) Shares Amount (USD)
XinYue 187,307 2,437,632.03
City Dragon 8,100 105,414.21
Country Bay 95,000 1,236,339.50
Mega Goal 95,000 1,236,339.50
Gateway 60,000 780,846.00
Total 445,407 5,796,571.24

Number of

Repurchased
Ordinary Purchase
Name of Shareholder (Second Closing) Shares  Amount (USD)
XinYue 161,793 2,105,590.28
Flexmed 80,000 1,041,128.00
Total 241,793 3,146,718.28
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The shareholding structure of our Company upon completion of the Series B financing and

immediately before the Share Swap (on a fully converted basis) was as set forth below:

Number of Shareholding
Name of Shareholder Shares (%)
XinYue 5,025,900 39.72
Ms. Hong Ye 915,000 7.23
City Dragon 216,900 1.72
Matrix Partners IV 1,381,777 10.92
LAV Aero Limited 865,362 6.84
Liyi Biotech 432,682 3.42
Tianfeng Healthcare 852,711 6.74
Flexmed 820,000 6.48
Country Bay 805,000 6.36
Mega Goal 805,000 6.36
Joyful Bliss 190,889 1.51
Shanghai Founder KIP 190,889 1.51
ZJ Torch 150,000 1.19
Total 12,652,110 100.00

A simplified corporate structure of our Group upon completion of the Series B financing and

immediately before the Share Swap (on a fully converted basis) was as follows:

XinYue®

Ms. Hong Ye® Other shareholders

39.72%

8.95% 53.05%

A 4

Notes:

1. XinYue was owned as to 65% by Dr. Zhang and 35% by Ms. Hong Ye as of the Latest Practicable Date.

Our Company
(Cayman Islands)

100%
v

Marvel Finder
(HK)

A 4

Peijia Suzhou
(PRC)

100%

A 4
Peijia Shanghai
(PRC)

Offshore

Onshore

2. Shares owned by Ms. Ye include Shares directly held by her and indirectly held through City Dragon.
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Acquisition of Achieva Medical through Share Swap

a) Shareholding changes in Achieva Medical prior to Share Swap

Achieva Medical was founded in November 2005 as the holding company of its subsidiaries
that were mainly engaged in the research and development of neurointerventional procedural
medical devices. Achieva was managed by our Founders who have also been the single largest
group of shareholders of Achieva Medical with over 30% equity interests since its incorporation.

During the Track Record Period, the senior management of the Achieva Group included our
Founders, Ms. Chen Wang, and Mr. Ruixin Ding. In particular, Mrs. Ping Ye Zhang and Mr. Ruixin
Ding were key players in the research and development of the products of the Achieva Group.
During the Track Record Period, Mr. Ruixin Ding served as the Technical Department Manager in
the Achieva Group. In this capacity, he was responsible for product development and improvement,
and providing technical support for the production of online products. Mr. Ding has over 10 years
of experience in the research and development of medical devices, project management, and team
management. From August 2014 to January 2017, he worked at SceneRay Medical, a medical
device company engaged in the research, development, and commercialization of implantable
medical devices, during which he had served as an engineer, and the supervisor of the systems
department. From April 2008 to June 2014, he worked at GE Medical (China) Co., Ltd., a company
that engages in the research and development of medical equipment and life sciences instruments,
amongst other activities, during which he had served as a system engineer. He received a bachelor
of science degree in electronic information engineering from Anhui Polytechnic University in July
2004, and a master of science in information and signal processing from Southeast University in
April 2008. For details of the respective backgrounds and experience of other members of senior
management of the Achieva Group, please refer to the section headed “Directors and Senior

Management” in this prospectus.
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After several rounds of investments and equity transfers, as at January 1, 2018, being the
commencement of the Track Record Period, the shareholders of Achieva Medical and their

respective shareholdings were as follows:

Number of Shareholding

Name of Shareholder Shares (%)
Mrs. Ping Ye Zhang 3,232,000 16.47
Dr. Zhang 2,803,466 14.29
Ms. Hong Ye 381,333 1.94
Otsuka Medical Devices Co., Ltd. 5,626,666 28.67
MGR International Limited 4,039,466 20.58
KOLO Technologies, Inc. 2,028,000 10.33
Matrix Partners China II Hong Kong Limited

(“Matrix Partners II") 960,000 4.89
Dr. Jian Fong Tan 555,735 2.83
Total 19,626,666 100.00

On September 21, 2018, due to their respective business decisions and arrangements, KOLO
Technologies, Inc. and Otsuka Medical Devices Co., Ltd. exited Achieva Medical through share
redemption by Achieva Medical. Achieva Medical repurchased the 2,028,000 shares held by KOLO
Technologies, Inc. and the 5,626,666 shares held by Otsuka Medical Devices Co., Ltd. at a
purchase price of USD1.35 per share for a total consideration of USD10,333,799.10. Save as
disclosed above and in this prospectus, to the best of our Directors’ knowledge, neither KOLO
Technologies, Inc. nor Otsuka Medical Devices Co., Ltd. had any other relationship with the
Group, its shareholders, directors, senior management or any of their respective associates. The
remaining shareholders of Achieva Medical subsequently became shareholders of the Company,

through arrangements as detailed below.

Achieva Medical issued (i) a total of 5,599,069 Class B Ordinary Shares to LAV Aero
Limited, Matrix Partners IV, Tianfeng Healthcare Fund I Management, L.P. (“Tianfeng Healthcare
Fund”) and Kortex Limited (“Kortex”) at the first closing on September 21, 2018, and (ii)
2,055,597 Class B Ordinary Shares to Suzhou Lirui and Shanghai Founder KIP at the second
closing on February 2, 2019, all at a purchase price of USD2.8125 per share for a total
consideration of USD21,528,748.13.
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Number of

Class B

Ordinary

Shares of
Achieva Purchase
Name of Purchaser Medical Amount (USD)
LAV Aero Limited 3,381,185 9,509,583.75
Liyi Biotech! 1,690,593 4,754,791.88
Matrix Partners IV 973,440 2,737,800.00
Tianfeng Healthcare Fund 711,111 1,999,999.69
Kortex 533,333 1,499,999.06
Shanghai Founder KIP 365,004 1,026,573.75
Total 7,654,666 21,528,748.13

Note:

1. Pursuant to a joinder agreement and an adherence agreement both dated September 26, 2018, Suzhou Lirui

has assigned its rights and obligations under the relevant transaction documents to its affiliate Liyi Biotech.

A simplified corporate structure of Achieva upon completion of the above shareholding

changes and immediately prior to the Share Swap (as defined below) was as follows:

Mrs. Ping Ye Zhang Dr. Zhang Ms. Hong Ye Other shareholders”
16.47% 14.29% 1.94% 67.3%
v v
. Achieva Medical ¢
(Cayman Islands)
v 100%
Achieva HK
(HK)
92.72% Offshore
Shanghai Hoodi Onshore
(PRC) v

7.28% Achieva Shanghai
(PRC)

100%

v
Achieva Suzhou 99% @
(PRC) Ms. Chen Wang
1%
v
Jiangxi Zhisheng
(PRC)
Notes:

(1)

of the Share Swap below.

For the identities and relationship between the other shareholders,
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(2) The 1% equity interest held by Ms. Chen Wang in Jiangxi Zhisheng was held by Ms. Wang for and on
behalf of Achieva Shanghai. Ms. Wang is the General Manager of Achieva. As of the Latest Practicable
Date, the nominee shareholding arrangement has been unwound and the 1% equity interest in Jiangxi
Zhisheng was transferred to Achieva Suzhou. Our PRC Legal Advisers have confirmed that the nominee
shareholding arrangement did not contravene applicable laws and regulations and the unwinding of the
same has been legally completed.

b) The Share Swap

Pursuant to the Share Swap Agreement, the then shareholders of Achieva Medical
transferred to our Company all the outstanding shares of Achieva Medical in consideration of the
allotment and issuance by our Company to each of the shareholders of Achieva Medical of a certain
number of our Shares in the proportion of 3.5682 shares of Achieva Medical to 1 Share of our
Company. The conversion ratio was determined after arm’s length negotiations with reference to
the valuations of our Company and our then subsidiaries and that of Achieva as reflected in the
immediate last round of financings conducted by each of our Company and of Achieva Medical
prior to the Share Swap. The value-based consideration paid for the shares of Achieva Medical was

approximately RMB295.0 million.

Details of the Share Swap are set forth below.

Name of shareholders

(first closing) Shares of Achieva Medical Shares of our Company
Class of Shares Class of Shares
Mrs. Ping Ye Zhang Class A Ordinary Shares 3,232,000  Ordinary Shares 905,775
Dr. Zhang Class A Ordinary Shares 2,803,466  Ordinary Shares 785,678
Ms. Hong Ye Class A Ordinary Shares 381,333 Ordinary Shares 106,869
Dr. Jian Fong Tan") Class A Ordinary Shares 555,735  Ordinary Shares 155,746
MGR International Limited® Class A Ordinary Shares 4,039,466  Ordinary Shares 1,132,069
Matrix Partners 11 Class A Ordinary Shares 960,000  Ordinary Shares 269,042
LAV Aero Limited® Class B Ordinary Shares 3,381,185  Series A-1 Preferred 947,585
Shares
Matrix Partners [V® Class B Ordinary Shares 973,440  Series A-1 Preferred 272,809
Shares
Tianfeng Healthcare Fund® Class B Ordinary Shares 711,111 Series A-1 Preferred 199,291
Shares
Kortex® Class B Ordinary Shares 533,333 Series A-1 Preferred 149,468
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Name of shareholders

(second closing) Shares of Achieva Medical Shares of our Company
Class of Shares Class of Shares
Liyi Biotech® Class B Ordinary Shares 1,690,593  Series A-1 Preferred 473,792
Shares
Shanghai Founder KIp? Class B Ordinary Shares 365,004  Series A-1 Preferred 102,293
Shares
Total 19,626,666 5,500,417
Notes:
(1) Dr. Jian Fong Tan is our senior management member.
2) As of the Latest Practicable Date and to the best knowledge of our Directors, save for being our

Shareholders, these shareholders were Independent Third Parties of the Company and there were no
concert party arrangements among them.

(3) As of the Latest Practicable Date, Matrix Partners II and Matrix Partners IV were no longer our
Shareholders upon transfer of their shareholdings in our Company on January 20, 2020. To the best

knowledge of our Directors, Matrix Partners II and Matrix Partners IV were affiliates.

4) As of the Latest Practicable Date, Mr. Fei Chen, our non-executive Director, controls Liyi Biotech as an
indirect general partner and limited partner.

From a legal perspective, Achieva Medical became our non-wholly owned subsidiary on
March 29, 2019, being the date of the first closing of the Share Swap, and became our
wholly-owned subsidiary upon the second closing of the Share Swap on May 16, 2019. From an
accounting perspective, Achieva's results of operations have been consolidated into those of our
Company since March 29, 2019. For details of the financial impact of the Share Swap, please refer
to the paragraphs headed “Financial Information—Acquisition of Achieva” in this prospectus.

The reasons for this Share Swap include, among others, (i) integration of the businesses of
and centralization of the management of Peijia Medical and Achieva Medical given that the
operations of both companies have been managed and overseen by our Founders since their
respective inception, (ii) restructuring of the corporate structures of the Company and Achieva
Medical for us to become an integrated vascular interventional procedural device platform
provider for transcatheter valve therapeutic and neurointerventional procedural medical devices,
and (iii) restructuring of the interests of the shareholders of our Company and of Achieva Medical
as a majority of them held equity interests in both our Company and Achieva Medical prior to the

Share Swap.
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Prior to the Share Swap, both companies operated as separate business units. Whilst the
strategic management of both companies was carried out by our Founders, who were also their
shareholders, the day-to-day administration of each company, including human resources, finance,
clinical trial management, and marketing functions, operated separately. Upon and subsequent to
the Share Swap, the respective functions in the day-to-day administration of both companies were
consolidated. Further, ownership of intellectual property previously held by Peijia Medical and
Achieva Medical were also consolidated. Our Directors are of the view that the integration was
beneficial to the Group, given the cost and operational efficiencies generated from unified business
processes, centralized procurement and manufacturing, and sharing of working relationships with
KOLs, physicians and hospitals and distributor network within the Group. Accordingly, as a result
of the Share Swap, there was considerable integration of the day-to-day administration of the

businesses of Peijia Medical and Achieva Medical.

We expect the synergetic effects resulting from the restructuring of the businesses of the
transcatheter valve therapeutic medical devices and neurointerventional procedural medical
devices would be to save costs and improve operational efficiency, mitigate significant
uncertainties and risks involved in the development of innovative medical devices, and help us to
expand our product portfolio and expedite our product iteration. For further details, please refer to

the paragraph headed “Business—Our Competitive Strengths” in this prospectus.

Based solely on the registers of members of our Company and of Achieva Medical, our
Cayman legal adviser confirms that our Company has been registered as the sole shareholder of
Achieva Medical, and each of Mrs. Ping Ye Zhang, Dr. Zhang, Dr. Jian Fong Tan, MGR
International Limited, Matrix Partners II, Tianfeng Healthcare Fund and Kortex Limited has been
registered as shareholders of our Company as a result of the Share Swap, and Ms. Hong Ye, LAV
Aero Limited, Liyi Biotech, Shanghai Founder KIP and Matrix Partners IV were issued further

shares of our Company as a result of the Share Swap.
c) Subscription of Shares by Shanghai Hoodi

Immediately prior to the Share Swap, Shanghai Hoodi Financial Consulting Partnership
(Limited Partnership) (&M HEAAGBEEAEREY)) (“Shanghai Hoodi”) was a 7.28%
shareholder in Achieva Shanghai, an indirect subsidiary of Achieva Medical. Shanghai Hoodi
transferred its equity interest in Achieva Shanghai to Achieva HK on April 24, 2019 at a
consideration of USD4,800,000. Upon completion of the transfer, Achieva Shanghai became a
wholly-owned subsidiary of Achieva HK, which was wholly owned by Achieva Medical.

Concurrently with the second closing of the Share Swap on May 16, 2019, Shanghai Hoodi
subscribed for 478,297 Ordinary Shares of our Company at a total consideration of USD4,800,000.

- 163 -



HISTORY, DEVELOPMENT AND CORPORATE STRUCTURE

The shareholding structure of our Company upon completion of the Share Swap and

subscription of Shares by Shanghai Hoodi (on a fully converted basis) was as set forth below:

Number of Shareholding

Name of Shareholder Shares (%)
XinYue 5,025,900 26.98
Ms. Hong Ye 1,021,869 5.48
Mrs. Ping Ye Zhang 905,775 4.86
Dr. Zhang 785,678 4.22
City Dragon 216,900 1.16
LAV Aero Limited 1,812,947 9.73
Liyi Biotech 906,474 4.87
Matrix Partners IV 1,654,586 8.88
Matrix Partners I1 269,042 1.44
MGR International Limited 1,132,069 6.08
Tianfeng Healthcare 852,711 4.58
Tianfeng Healthcare Fund 199,291 1.07
Flexmed 820,000 4.40
Country Bay 805,000 4.32
Mega Goal 805,000 4.32
Shanghai Hoodi 478,297 2.57
Shanghai Founder KIP 293,182 1.57
Joyful Bliss 190,889 1.02
Dr. Jian Fong Tan 155,746 0.84
7J Torch 150,000 0.81
Kortex 149,468 0.80
Total 18,630,824 100.00
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A simplified corporate structure of our Group upon completion of the Share Swap but before
the Series C financing is set out below:

The Founders" Other Shareholders

42.70% 57.30%

L—p Our Company —
(Cayman Islands) 100%
Achieva Medical
(Cayman Islands)
100%
Achieva HK
(HK)

100%
v
Marvel Finder
[ |

Offshore

Onshore

Peijia Suzhou
(PRC)

Achieva Shanghai
(PRC)

0,
9% Ms. Chen Wang®

1%

’ Jiangxi Zhisheng ‘

(PRC)

Notes:

1. Includes Shares held by XinYue, Ms. Ye, Mrs. Zhang, Dr. Zhang and City Dragon.

2. The 1% equity interest held by Ms. Chen Wang in Jiangxi Zhisheng was held by Ms. Wang for and on
behalf of Achieva Shanghai. Ms. Wang is the General Manager of Achieva. As of the Latest Practicable
Date, the nominee shareholding arrangement has been unwound and the 1% equity interest in Jiangxi
Zhisheng was transferred to Achieva Suzhou. Our PRC Legal Advisers have confirmed that the nominee
shareholding arrangement did not contravene applicable laws and regulations and the unwinding of the
same has been legally completed.

6. Series C Financing

In connection with the Series C financing, our Company issued a total of 1,367,443 Series C
Preferred Shares to the following investors at a purchase price of USD18.2823 per share for a total
consideration of USD25,000,000.00 on September 25, 2019.

Number of

Series C
Preferred Purchase
Name of Shareholder Shares  Amount (USD)
Halcyon Ocean Limited (“Halcyon Ocean”)1 1,093,954 20,000,000.00
Future Pearl Limited (“Future Pearl™) 273,489 5,000,000.00
Total 1,367,443 25,000,000.00

Note:

1. Halcyon Ocean transferred 546,977 Series C Preferred Shares to its affiliate Tianjin Yuanyi Yongxuan Management

Center (Limited Partnership) K 7 5K B 4 £ # .0 (A R A %) (“Tianjin Yuanyi”) on December 18, 2019 at
a consideration of USD10,000,000.
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7. Series C-1 Financing

In connection with the Series C-1 financing, our Company issued a total of (i) 1,024,326 Series C-1
Preferred Shares to HH SUM-XXIV Holdings Limited at the closing of the Series C-1 financing on
October 12, 2019; (ii) 52,124 Series C-1 Preferred Shares to Skycus China Fund, L.P. at the first closing
of the new series C-1 financing (the “New Series C-1 financing”) on October 22, 2019; and (iii) 800,004
and 469,114 Series C-1 Preferred Shares to Future Industry Investment Fund and EverestLu Holding
Limited, respectively, at the second closing of the New Series C-1 financing on December 18, 2019, all at
a purchase price of USD19.1851 per share for a total consideration of USD45,000,007.68.

Number of

Series C-1
Preferred Purchase
Name of Shareholder Shares  Amount (USD)
HH SUM-XXIV Holdings Limited (“Hillhouse”) 1,024,326 19,651,816.87
Future Industry Investment Fund (“FIIF”) 800,004 15,348,175.46
EverestLu Holding Limited (“EverestLu”) 469,114 9,000,009.98
Skycus China Fund, L.P. (“Skycus”) 52,124 1,000,005.37
Total 2,345,568 45,000,007.68

Concurrently with the closing of the Series C-1 financing on October 12, 2019, as a means for
Hillhouse to increase its shareholding without further diluting the interests of our other investors and for
our Initial Shareholders who contemplated to exit to do so, Hillhouse purchased certain Ordinary Shares
and Preferred Shares from certain then existing Shareholders at a purchase price of USD19.1851 per
share for a total consideration of USD20,348,183.13. These Shares were redesignated as Series C-1
Preferred Shares. Details of the transfers are as set forth below:

Number of

Selling Shareholder Class of Selling Shares Selling Shares
Ms. Hong Ye Ordinary 336,000
Mega Goal Ordinary 200,000
Country Bay Ordinary 165,000
MGR International Limited Ordinary 150,000
City Dragon Ordinary 6,843
Series A Preferred 100,000

Kortex Series A-1 Preferred 57,034
Dr. Jian Fong Tan Ordinary 45,746

- 166 —



HISTORY, DEVELOPMENT AND CORPORATE STRUCTURE

Concurrently with the first closing of the New Series C-1 financing on October 22, 2019 and to let
our institutional and professional investors increase their shareholdings in our Company without diluting
the interests of other Shareholders, XinYue sold 328,186 Ordinary Shares to Matrix Partners IV and
163,432 Ordinary Shares to LAV Aero Limited, and City Dragon sold 18,894 Ordinary Shares to LAV
Aero Limited, all at a purchase price of USD18.2823 per share for a total consideration of
USD?9,333,332.60. Further, concurrently with the second closing of the New Series C-1 financing on
December 18, 2019, City Dragon sold 91,163 Ordinary Shares to Liyi Biotech at a purchase price of
USD18.2823 per share for a total consideration of USD1,666,666.53. These Shares were redesignated as
Series C Preferred Shares.

The shareholding structure of our Company upon completion of the Series C and Series C-1
financings and the abovementioned share transfers (on a fully converted basis) was as set forth below:

Number of Shareholding

Name of Shareholder Shares (%)
XinYue 4,534,282 20.29
Jinnius Drive Trust® 785,678 3.52
Ms. Hong Ye 685,869 3.07
Hanlindale Trust® 854,700 2.87
Mrs. Ping Ye Zhang 51,075 0.17
LAV Aero Limited 1,995,273 8.93
Liyi Biotech 997,637 4.46
Matrix Partners TV 1,982,772 8.87
Matrix Partners 11" 269,042 1.20
Hillhouse 2,084,949 9.33
MGR International Limited 982,069 4.40
Tianfeng Healthcare 852,711 3.82
Tianfeng Healthcare Fund 199,291 0.89
Flexmed 820,000 3.67
Halcyon Ocean 546,977 2.45
Tianjin Yuanyi 546,977 2.45
Future Pearl 273,489 1.22
FIIF 800,004 3.58
Country Bay 640,000 2.87
Mega Goal 605,000 2.71
Shanghai Hoodi 478,297 2.14
EverestLu 469,114 2.10
Shanghai Founder KIP 293,182 1.31
Joyful Bliss 190,889 0.86
7J Torch 150,000 0.67
Dr. Jian Fong Tan 110,000 0.49
Kortex 92,434 0.41
Skycus 52,124 0.23
Total 22,343,835 100.00
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Notes:

(1) Jinnius Drive Trust was established by Dr. Zhang who transferred all the Shares he held to Jinnius Drive Trust on
December 18, 2019.

(2) Hanlindale Trust was established by Mrs. Zhang who transferred 854,700 Shares she held to Hanlindale Trust on
December 18, 2019.

3) Matrix Partners IV is held as to 90.1% by Matrix Partners China IV, L.P. and 0.09% by Matrix Partners China IV-A,
L.P.. As part of their internal corporate restructuring, Matrix Partners IV transferred the Shares it held in our
Company to Matrix Partners China IV, L.P. and Matrix Partners China IV-A, L.P. on January 20, 2020.

4) Matrix Partners II is held as to 90% by Matrix Partners China II, L.P. and 10% by Matrix Partners China II-A, L.P..
As part of their internal corporate restructuring, Matrix Partners II transferred the shares it held in our Company to
Matrix Partners China II, L.P. and Matrix Partners China II-A, L.P. on January 20, 2020.

Peijia Suzhou

Peijia Suzhou was established in the PRC on March 4, 2013 and was wholly-owned by our
Company. After several rounds of changes in registered capital, as at January 1, 2018, being the
commencement of the Track Record Period, the total registered capital of Peijia Suzhou was
RMB9,500,000.

1. Increases of registered capital and transfer of equity interests

On February 2, 2018, our Company transferred RMB7,957,299 of the registered capital in Peijia
Suzhou, representing 82.41% equity interest in Peijia Suzhou, to Marvel Finder at par value. Further, the
registered capital of Peijia Suzhou was increased from RMB9,500,000 to RMB9,655,975 and Shanghai
Jiagian Financial Consulting Partnership (Limited Partnership) (AT #EIG B (ARAE))
(“Shanghai Jiagian™) subscribed for the increased registered capital of RMB155,975 at par value.

On July 20, 2018, our Company transferred the remaining RMB1,542,701 of the registered capital
it held in Peijia Suzhou, representing 15.98% equity interest in Peijia Suzhou, to Marvel Finder at par
value. Further, Shanghai Jiaqian transferred the unpaid registered capital of RMB155,975 and the

payment obligation for such registered capital to Marvel Finder.

On September 28, 2018, Peijia Suzhou increased its registered capital to RMB120,000,000 and
Marvel Finder subscribed for the increased registered capital of RMB110,344,025 at par value.

Upon completion of the abovementioned transfer of equity interest and increases of registered

capital, Peijia Suzhou became wholly-owned by Marvel Finder.
2. Provision of convertible loan by Suzhou Lirui

Pursuant to an investment agreement dated October 24, 2017 entered into by and amongst our
Company, Peijia Suzhou, Suzhou Lirui and others, Suzhou Lirui subscribed for the increased registered

capital of RMB3,311,785 of Peijia Suzhou and contributed to the increased registered capital in the form
of an RMB34,000,000 convertible loan (the “Convertible Loan™).
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As a transitional arrangement, the Convertible Loan was converted into equity interests in Peijia
Suzhou in November 2018. Shortly afterwards and on December 6, 2018, Suzhou Lirui transferred such
equity interests in Peijia Suzhou, to Marvel Finder at a consideration of RMB34,000,000. Upon
completion of the transfer of equity interest, Peijia Suzhou became wholly-owned by Marvel Finder.

3. Follow-on increase in registered capital

On July 1, 2019, Peijia Suzhou increased its registered capital to RMB223,311,785 and the
increased registered capital was subscribed by Marvel Finder at par value.

Our PRC Legal Advisers have confirmed that all relevant material approvals and permits under
PRC law in relation to the abovementioned share transfers, changes in and subscriptions of registered
capital in respect of Peijia Suzhou and Achieva Shanghai have been obtained and the procedures involved
have been carried out in accordance with PRC laws and regulations in all material aspects. Our PRC
Legal Advisers have confirmed that the share transfers in respect of Peijia Suzhou and Achieva Shanghai

have been properly and legally completed.

ESTABLISHMENT OF FAMILY TRUSTS

On December 18, 2019, for estate planning purpose, Dr. Zhang transferred 785,678 Ordinary
Shares to Jinnius Drive Trust and Mrs. Ping Ye Zhang transferred 854,700 Ordinary Shares to Hanlindale
Trust, at nil consideration. Jinnius Drive Trust is an irrevocable family trust governed by the laws of the
state of Nevada set up by Dr. Zhang as the grantor. Hanlindale Trust is an irrevocable family trust
governed by the laws of the state of Nevada set up by Mrs. Ping Ye Zhang as the grantor. Both Dr. Zhang
and Mrs. Ping Ye Zhang are trustees of Jinnius Drive Trust and Hanlindale Trust.

ESTABLISHMENT OF EMPLOYEE TRUST

On December 31, 2019, our Company entered into a trust deed with Trident Trust Company (HK)
Limited (the “Trustee”), pursuant to which the Trustee has agreed to act as the trustee to administer the
Share Option Plan and to hold the Shares underlying the options granted under the Share Option Plan
through a BVI holding company. For details, please refer to “Appendix IV—Statutory and General

Information—D. Share Incentive Schemes—1. Share Option Plan” in this prospectus.

OUR FOUNDERS AND CONCERT PARTY ARRANGEMENT

Dr. Zhang, Mrs. Ping Ye Zhang and Ms. Hong Ye are our Founders and our executive Directors. Dr.
Zhang and Mrs. Zhang are spouses and Mrs. Zhang and Ms. Ye are sisters. Our Founders have directly or
indirectly held interests in our Company and our Group’s subsidiaries and acted in concert in the
management, operation and all major decisions of our Group based on mutual trust, cooperation and
agreement since January 1, 2018. Our Founders, their respective trusts holding the Shares and XinYue
have entered into the Concert Party Agreement to confirm and record this arrangement. Pursuant to the
aforesaid agreement, the Concert Parties agreed that (1) this arrangement will continue after the Listing;
and (2) each Concert Party will continue to exercise his or her voting rights based on mutual trust,
cooperation and agreement with each other, and in the event of any dispute among the Concert Parties,

based on the instructions of Dr. Zhang.
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PRE-IPO INVESTMENTS

1. Overview

The Pre-IPO Investments included: (i) Series A financing; (ii) Series B financing; (iii) Series A-1
financing (investments in class B ordinary shares of Achieva Medical, which were re-designated as Series
A-1 Preferred Shares of our Company after the Share Swap); (iv) Series C financing; and (v) Series C-1

financing.

The basis of determination for the consideration for the Pre-IPO Investments were from arm’s
length negotiations between our Company and the Pre-IPO Investors after taking into consideration the

timing of the investments and the status of our business and operating entities.
2. Principal terms of the Pre-IPO Investments and Pre-IPO Investors’ Rights

The below table summarizes the principal terms of the Pre-IPO Investments:

Series A Series B Series A-1 Series C Series C-1

Cost per Preferred Share Paid USDS.00 USDI13.0141 USD10.0356" USD18.2823 USDI19.1851

Date(s) of the agreements March 22,2016 and ~ August 8, 2018 November 19, 2018 September 3, 2019 September 30, 2019

June 22, 2016 and October 15,
2019
Date on which investment was June 29, 2016 May 20, 2019 May 16, 2019* September 30,2019 December 23, 2019
fully settled
Amount of consideration paid USD10,000,000 USD28,817,251.78  USD21,528,748.13°  USD25,000,000 USD45,000,007.68
Post-money valuation of USD55.6 million USDI6A.Tmillion ~ USDIS22 million®  USD365.6 million ~ USD484.5 million’
our Company
Discount to the Offer Price" §7.38% 67.16% 74.68% 53.87% 51.59%

Lock-Up Period The equity securities of our Company acquired by the Pre-IPO Investors
in the Pre-IPO Investments will be subject to a lock-up period of 180
days from the Listing Date, except for transfer to a Pre-IPO Investor’s
affiliate or with the prior written consent of our Company, the Joint

Sponsors and the Joint Global Coordinators.
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Use of Proceeds from Prior to the Share Swap, the financial management systems of (i) our
the Pre-IPO Company and our then subsidiaries and (ii) Achieva and its then
Investments subsidiaries were independent and separated with no financial dealings

between the two. The proceeds from the Series A financing and Series B
financing were mainly used for the research and development of our
Core Product and the operation of the business of our Company and then
subsidiaries. After the Share Swap, we utilized the proceeds for the
development and operation of the business of the members of the Group,
including but not limited to, clinical trials, product development,
personnel recruitment, office utilities and marketing. As at December
31, 2019, approximately 44% of the net proceeds from the Pre-IPO
Investments by the Pre-IPO Investors were utilized. We intend to
continue to utilize the remaining net proceeds from the Pre-IPO
Investments after the Global Offering.

Strategic benefits of At the time of the Pre-IPO Investments, our Directors were of the view
the Pre-IPO that our Company could benefit from the additional capital that would be
Investors brought provided by the Pre-IPO Investors’ investments in our Company and the
to our Company Pre-IPO Investors’ knowledge and experience. Further, our

non-executive Directors were nominated and appointed by our Pre-IPO
Investors and they complement our executive Directors to support good
corporate governance.

Note:

1. The discount to the Offer Price is calculated based on the Offer Price of HK$15.36 per Share, and the conversion of
the Preferred Shares into ordinary Shares and the Capitalization Issue have completed prior to Listing.

2. The cost per Preferred Share paid for the Series A-1 Preferred Shares is calculated based on the purchase price paid
by the relevant Pre-IPO Investors and the number of Series A-1 Preferred Shares they received in the Share Swap.

3. The date of the Share Swap Agreement.

4. The date when the Share Swap was completed upon the second closing of the Share Swap.

5. The consideration was received by Achieva Medical.

6. The post-money valuation is calculated based on the total number of issued shares of our Company upon
completion of the Share Swap (including the 3,355,179 ordinary Shares issued to our Founders and senior
management and early shareholders of Achieva Medical in the Share Swap) and the cost per Preferred Share of the
Series A-1 Preferred Shares under note (2) above.

7. The post money valuation after the Series C-1 financing represents the fully diluted post money valuation taking

into account the Shares to be issued and allotted under the Share Option Plan.

Rights of the Pre-1PO Investors

All Preferred Shares shall be converted into Shares of our Company immediately before the
completion of the Global Offering on a ratio of 1:1. All the shareholders (including the Pre-IPO
Investors) of our Company are bound by the sixth amended and restated shareholders agreement
dated October 22, 2019 (as amended from time to time) which superseded all previous agreements

among the contracting parties in respect of the shareholders’ rights in our Company.
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The principal special rights granted to the Pre-IPO Investors include the customary
protective provisions, information rights, inspection rights etc. Except for the redemption rights
granted to the Pre-IPO Investors and the buyback rights granted to our Founders and our Company
as described below, all other special rights shall cease to be effective and be discontinued upon
Listing.

a) Redemption Rights

Each Preferred Shareholder is given the right to, upon the occurrence of specified
redemption events, request that our Company redeem the Preferred Shares it then holds (prior and
in preference to any redemption of the prior series of Preferred Shares). Further, if the occurrence
of the redemption events could be attributed to the fraud, wilful misconduct or gross negligence of
any of the Founders, then each Preferred Shareholder is given a put option to sell to the Founders
the Preferred Shares it then holds at the specified redemption price.

b) Buyback Rights

The Founders and our Company were given a buyback right to repurchase any and all Shares
issued and outstanding in the name of ZJ Torch upon the occurrence of specified events.

Each Preferred Shareholder, each of the Founders and our Company has executed a waiver
undertaking on January 21, 2020 to terminate the abovementioned redemption rights or buyback
rights (as applicable) with effect from the date of the waiver undertaking. The redemption rights or
buyback rights (as applicable) are only exercisable if the Listing does not take place and shall be
automatically restored only upon the earlier of, among others, (i) withdrawal of the listing
application by our Company; (ii) rejection of the listing application by the Stock Exchange, or (iii)
failure on the part of our Company to complete its initial public offering before a specified
deadline.

3. Information about the Pre-IPO Investors

Our Pre-IPO Investors are mainly sophisticated investors, such as dedicated healthcare funds and
biotech funds as well as established funds with a focus on investments in the biopharmaceutical sector,
including the following:

(i) Matrix Partners: Each of Matrix Partners China IV, L.P., and Matrix Partners China IV-A,
L.P. is an exempted limited partnership organized and existing under the laws of the Cayman
Islands and a sophisticated investor. Matrix Partners are venture capital funds with a
primary purpose of making investments in the PRC, mainly focusing on companies in the
advanced technology, mobile internet, healthcare and consumer sectors.

(i1) LAV: LAV Aero Limited is a limited company incorporated in the British Virgin Islands and
is wholly-owned by LAV Biosciences Fund IV, L.P., a Cayman exempted limited partnership
fund. (“LAV USD”). Liyi Biotech is a limited partnership established under the laws of the
PRC and is a subsidiary of Suzhou Lirui, a venture capital fund established under the laws of
the PRC (“LAV RMB”). Both LAV USD and LAV RMB are investment arms of the LAV
group (“LAV”). LAV is a sophisticated investor and a leading Asia-based life science
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(iii)

(iv)

v)

(vi)

investment firm with portfolios covering all major sectors of the biomedical and healthcare
industry including biopharmaceuticals, medical devices, diagnostics and healthcare
services. Founded in 2008, LAV is one of the biomedical venture firms with the longest
histories in China. To date, LAV manages committed capital of over USD2.33 billion, and
has invested in over 80 portfolio companies worldwide. Currently, LAV is managed by a
team of professionals with substantial biomedical domain expertise, as well as extensive
investing experiences in China. LAV has offices in Shanghai, Hong Kong and California,
USA.

Hillhouse Capital: Hillhouse Capital Management, Ltd. (“Hillhouse Capital”) is a
sophisticated investor and an exempted company incorporated under the laws of the Cayman
Islands. Hillhouse Capital acts as the sole management company of Hillhouse Fund IV, L.P.,
which owns HH SUM-XXIV Holdings Limited. Founded in 2005, Hillhouse Capital is a
global firm of investment professionals and operating executives who are focused on
building and investing in high quality business franchises that achieve sustainable growth.
Independent proprietary research and industry expertise, in conjunction with world-class
operating and management capabilities, are key to Hillhouse Capital’s investment approach.
Hillhouse Capital partners with exceptional entrepreneurs and management teams to create
value, often with a focus on enacting innovation and technological transformation.
Hillhouse Capital invests in the healthcare, consumer, TMT, advanced manufacturing,
financials and business services sectors in companies across all equity stages. Hillhouse
Capital and its group members manage assets on behalf of institutional clients such as
university endowments, foundations, sovereign wealth funds, and family offices.

Far East: Each of Future Pearl and Halcyon Ocean is a limited company incorporated in the
British Virgin Islands. Tianjin Yuanyi is a limited partnership established in the PRC. All of
them are controlled/managed by Far East Horizon Ltd. (stock code: 3360.hk) (“Far East™),
one of the leading innovative financial companies based in China with the healthcare
industry as one of its investment focuses.

China Structural Reform Fund: EverestLu is a limited company incorporated in Hong
Kong and is wholly-owned by China Structural Reform Fund Corporation Limited (9
AAELE MRS KM A R/AA) (“China Structural Reform Fund”), a company
incorporated in the PRC and the shares of which are held by several state-owned enterprises.
It is mainly engaged in business activities including non-public fund raising, equity
investment, project investment, capital management, investment consulting and enterprise
management consulting. The investment by EverestLu was completed on December 25,
2019.

SDIC: FIIF is a limited partnership incorporated in the PRC. The executive partner of FIIF
is SDIC Fund Management Co., Ltd. (B 818 #% & & # A7 R /A ) (“SDIC”). SDIC is an
independent private equity fund manager. As one of the latest private equity firms in China,
SDIC and its affiliates currently manage RMB 100 billion of capital from diversified limited
partners, including financial institutions, social security fund, private enterprises,
state-owned enterprises. SDIC focuses on five investment sectors: healthcare, intelligent
manufacturing, new energy vehicles & intelligent vehicles, environmental protection as well
as information & communication technology. Its portfolio companies include, among
others, CanSino Biologics Inc. (stock code: 6185.HK), Innovent Biologics, Inc (stock code:
1801.HK) and Ascentage Pharma Group International (stock code: 6855.HK).
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(vii) Tianfeng Capital: Tianfeng Healthcare is a limited company incorporated in the Cayman
Islands and Tianfeng Healthcare Fund is a limited partnership established in the Cayman
Islands. They are managed by Tianfeng Capital, an investment company focusing on
investing in innovation-driven sectors in the healthcare industry. It has invested in and
helped to incubate a number of biotech/ healthcare companies, such as Beijing Surgerii
Technology Co., Ltd. (At 5l B+ i A BR 22 7)), Beijing Advanced Medical Technologies,
Ltd. Inc (At 50 Py 28 55 5 B4 il A FR /A 7)), Hunan Handlike Medical Technology Co., Ltd.
Inc (18 e i 75 TR 35 92 B 4% A7 FR 22 7)) and Jiangsu Apon Medical Technology Co., Ltd. (VL.
1R AR B PR B Al A BN HD) (stock code: 300753.SZ).

(viii) ZJ Torch: ZJ Torch is a limited company established in the PRC and it is indirectly
wholly-owned by the Shanghai Pudong New Area State-owned Assets Supervision and
Administration Commission.

(ix) Shanghai Founder KIP: Shanghai Founder KIP is a limited partnership established in the
PRC, the general partner of which is Shanghai Founder KIP Equity Investment Management
Partnership (Limited Partnership) (Bl EdRBREREERAECE(FRAGY)).
Shanghai Founder KIP has invested in other biotech companies such as Shanghai Henlius
Biotech, Inc. (stock code: 2696.HK).

(x)  Skycus: Skycus is a limited partnership established in the Cayman Islands, the general
partner of which is Skycus Asset Management Limited.

(xi)  Joyful Bliss: Joyful Bliss is a limited company established in the British Virgin Islands and
it is wholly-owned by Ms. Le Huang, an individual investor.

(xii) Kortex: Kortex is a limited company incorporated in Hong Kong and is wholly-owned by
Mr. Yufang Chen, an individual investor.

4. Public Float

Upon completion of the Global Offering (assuming that no Shares will be allotted and issued under
the Over-allotment Option or the Share Incentive Schemes), the Founders will collectively (directly and
indirectly) hold approximately 23.68% of the total issued Shares; therefore, they are substantial
Shareholders and their Shares will not count towards the public float. In addition, Mr. Fei CHEN, our
non-executive Director, controls Liyi Biotech as an indirect general partner and limited partner. The
Shares held by LAV, representing approximately 9.81% of the total issued Shares (without taking into
account the subscription for an additional 2,523,000 Shares by LAV Aero Limited under the cornerstone
investment agreement as further described in the section headed “Cornerstone Placing” in this
prospectus) will also not count towards the public float. Save as disclosed above, to the best of our
Directors’ knowledge, all other investors and shareholders of our Company are not core connected
persons of our Company. As a result, our other existing shareholders will aggregately hold a total of
approximately 41.51% of the Shares (upon completion of the Global Offering without taking into account
the Shares which may be allotted and issued under the Over-allotment Option and the Share Incentive
Schemes) with a market capitalization of approximately HK$3,890 million (based on the Offer Price of
HKS$15.36), which will count towards the public float. Over 25% of our Company’s total issued Shares
and our issued Shares with a market capitalization of at least HK$375 million will be held by the public
upon completion of the Global Offering in accordance with the requirements under 8.08(1)(a) and
18A.07, respectively, of the Listing Rules.
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COMPLIANCE WITH INTERIM GUIDANCE AND GUIDANCE LETTERS

The Joint Sponsors confirm that the investment by the Pre-IPO Investors is in compliance with the
Guidance Letter HKEX-GL29-12 issued on January 2012 and updated in March 2017 by the Stock
Exchange, Guidance Letter HKEX-GL43-12 issued in October 2012 and updated in July 2013 and in
March 2017 by the Stock Exchange and Guidance Letter HKEX-GL44-12 issued in October 2012 and
updated in March 2017 by the Stock Exchange.

CAPITALIZATION ISSUE

Pursuant to the resolutions passed by our Shareholders on April 28, 2020, subject to the share
premium account of our Company having sufficient balance, or otherwise being credited as a result of the
issue of the Offer Shares pursuant to the Global Offering, our Directors shall be authorized to allot and
issue a total of 434,654,450 Shares credited as fully paid at par value to the Shareholders on the register
of members of our Company at the close of business on the date immediately preceding the date on which
the Global Offering becomes unconditional or as it/they may direct in proportion to their respective
shareholdings in our Company (as nearly as possible without fractions) by way of capitalization of the
sum of US$43,465.45 standing to the credit of the share premium account of our Company, and the Shares
to be allotted and issued pursuant to this resolution shall rank pari passu in all respects with the then
existing issued Shares, in each case to be effective on the Listing Date.
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The below table is a summary of the capitalization of our Company.

Ownership ~ Number of  Ownership

percentage Ordinary  percentage
Series A Series B Series A-1 Series C Series C-1 as of the  Shares held as of the
Ordinary Preferred Preferred Preferred Preferred Preferred  date of this upon Listing
Shareholders Shares Shares Shares Shares Shares Shares  prospectus® Listing* Date®
XinYue International Limited' 4,484,282 50,000 - - - - 19.82% 90,685,640 14.87%
Hanlindale Trust' 854,700 - - - - - 3.74% 17,094,000 2.80%
Jinnius Drive Trust' 785,678 - - - - - 3.43% 15,713,560 2.58%
Ms. Hong Ye'* 734,448 - - - - - 3.21% 14,688,960 2.41%
Mrs. Ping Ye Zhang' 51,075 - - - - - 0.22% 1,021,500 0.17%
Dr. Zhang? 261,636 - - - - - 1.14% 5,232,720 0.86%
LAV Aero Limited 101,807 - 763,555 947,585 182,326 - 8.72% 39,905,460 6.54%
Shanghai Liyi Biotech, L.P. 50,904 - 381,778 473,792 91,163 - 4.36% 19,952,740 3.27%
BB ALY
(FRA®)
Matrix Partners China IV, L.P. 138,830 909,100 208,244 248,011 298,354 - 7.88% 36,050,780 5.91%
Matrix Partners China IV-A, L.P. 13,881 90,900 20,822 24,798 29,832 - 0.79% 3,604,660 0.59%
Matrix Partners China II, L.P. 242,138 - - - - - 1.06% 4,842,760 0.79%
Matrix Partners China II-A, L.P. 26,904 - - - - - 0.12% 538,080 0.09%
HH SUM-XXIV Holdings Limited - - - - - 2,084,949 9.11% 41,698,980 6.84%
MGR International Limited 982,069 - - - - - 4.29% 19,641,380 3.22%
Tianfeng Healthcare Company Limited - 700,000 152,711 - - - 3.73% 17,054,220 2.80%
Tianfeng Healthcare Fund I - - - 199,291 - - 0.87% 3,985,820 0.65%
Management, L.P.
Flexmed International (HK) Limited 820,000 - - - - - 3.58% 16,400,000 2.69%
Halcyon Ocean Limited - - - - 546,977 - 2.39% 10,939,540 1.79%
Tianjin Yuanyi Yongxuan Management - - - - 546,977 - 2.39% 10,939,540 1.79%
Center (Limited Partnership)
Kem ks EEEPL
(HRAH)
Future Pearl Limited - - - - 273,489 - 1.20% 5,469,780 0.90%
Future Industry Investment Fund - - - - - 800,004 3.50% 16,000,080 2.62%
R EREES (HIRAE))
Country Bay Investment Limited 640,000 - - - - - 2.80% 12,800,000 2.10%
Mega Goal International Limited 605,000 - - - - - 2.64% 12,100,000 1.98%
Shanghai Hoodi Financial Consulting 478,297 - - - - - 2.09% 9,565,940 1.57%
Partnership (Limited Partnership)
(AU BHAAN A%
(BREE))
EverestLu Holding Limited - - - - - 469,114 2.05% 9,382,280 1.54%
Mr. Kongrong Karl Pan® 222,500 - - - - - 0.97% 4,450,000 0.73%
Shanghai Founder KIP Equity 190,889 - - 102,293 - - 1.28% 5,863,640 0.96%
In\{estmenl Purtneishi%(LP)
L ERRRERE G H A%
(HIRE®)
Joyful Bliss Holdings Limited 190,889 - - - - - 0.83% 3,817,780 0.63%
Shanghai Zhangjiang Torch - 150,000 - - - - 0.66% 3,000,000 0.49%
Ven}urg Capital Co., L}d.
(BRI A AIER B A RA )
Kortex Limited - - - 92,434 - - 0.40% 1,848,680 0.30%
Dr. Jian Fong Tan 110,000 - - - - - 0.48% 2,200,000 0.36%
Skycus China Fund, L.P. - - - - - 52,124 0.23% 1,042,480 0.17%
Total 11,985,927 1,900,000 1,527,110 2,088,204 1,969,118 3,406,191 100.00% 457,531,000 75.00%
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Notes:

1. Dr. Zhang, Mrs. Ping Ye Zhang and Ms. Hong Ye are our Founders and executive Directors. Dr. Zhang, Jinnius
Drive Trust, Mrs. Zhang, Hanlindale Trust, XinYue International Limited and Ms. Ye are Concert Parties. For
details, please refer to the paragraphs headed “Our Founders and Concert Party Arrangement” in this section.

2. Dr. Zhang, Ms. Ye and Mr. Pan exercised share options granted to them under the Share Option Plan in March 2020
and 261,636, 48,579 and 222,500 Shares were issued to them, respectively.

3. Based on the assumption that each Preferred Share will be converted into one Ordinary Share upon the Global
Offering becoming unconditional and all Preferred Shares will automatically be converted into the same number of
Ordinary Shares upon Listing.

4. After 1:1 conversion of Preferred Shares into Ordinary Shares of the Company and the completion of the
Capitalization Issue, without taking into account the Shares to be allotted and issued under the Global Offering, the
Share Incentive Schemes and the Over-allotment Option.

5. After 1:1 conversion of Preferred Shares into Ordinary Shares of the Company and the completion of the

Capitalization Issue, without taking into account the Shares which may be allotted and issued to existing
Shareholders under the Global Offering, and the shares to be allotted and issued under the Share Incentive Schemes

and the Over-allotment Option.

PRC LEGAL COMPLIANCE
M&A Rules

The Regulations on Mergers and Acquisitions of Domestic Companies by Foreign Investors (&
SN B A RS N ERBLE) (the “M&A Rules™), which were jointly promulgated by the
MOFCOM, the State Assets Supervision and Administration Commission, the SAT, the SAMR, the CSRC
and the SAFE on August 8, 2006, came into effect on September 8, 2006 and subsequently amended on
June 22, 2009, require that foreign investors acquiring domestic companies by means of asset acquisition
or equity acquisition shall comply with relevant foreign investment industry policies and shall be subject
to approval by the relevant commerce authorities. Article 11 of the M&A Rules stipulates that an offshore
special purpose vehicle established or controlled by a PRC domestic company, enterprise or natural
person shall obtain approval from the MOFCOM prior to the acquisition of any domestic enterprise
related to such company, enterprise or natural person. The M&A Rules, amongst others, also require that
an offshore special purpose vehicle, or a SPV, formed for listing purposes and controlled directly or
indirectly by PRC companies or individuals, shall obtain the approval of the CSRC prior to the listing and
trading of such SPV’s securities on an overseas stock exchange, especially in the event that the SPV
acquires shares of or equity interests in the PRC companies in exchange for the shares of offshore

companies.
As advised by our PRC Legal Advisers, the proposed Listing is not subject to approval from the

MOFCOM under the M&A Rules and our listing on the Stock Exchange is not subject to a prior approval
from the CSRC under the M&A Rules.
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Circular 37

SAFE promulgated the Circular on Relevant Issues Concerning Foreign Exchange Control on
Domestic Residents’ Offshore Investment and Financing and Roundtrip Investment through Special
Purpose Vehicles (B35 A i B8 48 RF 5k H Y 22 F 58 S50 Rl K il R 450 S A/ REE A7 LA B8] P e ) 3 0 )
(the “SAFE Circular 37”) on July 4, 2014, which replaced the former circular commonly known as
“SAFE Circular 75”7 promulgated by SAFE on October 21, 2005. SAFE Circular 37 requires PRC
residents to register with local branches of SAFE in connection with their direct establishment or indirect
control of an offshore entity, for the purpose of overseas investment and financing, with such PRC
residents’ legally owned assets or equity interests in domestic enterprises or offshore assets or interests,
referred to in SAFE Circular 37 as a “special purpose vehicle”. SAFE Circular 37 further requires
amendment to the registration in the event of any significant changes with respect to the special purpose
vehicle, such as increase or decrease of capital contributed by PRC individuals, share transfer or swap,
merger, division or other material event. In the event that a PRC shareholder holding interests in a special
purpose vehicle fails to fulfill the required SAFE registration, the PRC subsidiaries of that special
purpose vehicle may be prohibited from making profit distributions to the offshore parent and from
carrying out subsequent cross-border foreign exchange activities, and the special purpose vehicle maybe
restricted in its ability to contribute additional capital into its PRC subsidiary. Furthermore, failure to
comply with the SAFE registration requirements described above could result in liability under PRC law

for evasion of foreign exchange controls.

On February 13, 2015, SAFE released the Notice on Further Simplifying the Improving Policies
for the Foreign Exchange Administration of Direct Investment (|2 Z¢ e 45 2 ) B i 4 — 25 i (b 0 el
HER G/ EEBEURAYE S (the “SAFE Circular 13”), which became effective from June 1, 2015.
According to SAFE Circular 13, local banks shall examine and handle foreign exchange registration for
overseas direct investment, including the initial foreign exchange registration and amendment
registration under SAFE Circular 37. However, there exists uncertainties with respect to its interpretation

and implementation by governmental authorities and banks.

As advised by our PRC Legal Advisers, each of Dr. Zhang, Ping Ye Zhang, Hong Ye and Kongrong
Karl Pan is not required to make registration for their respective investments in our Company under SAFE
Circular 37 or SAFE Circular 13.

Our PRC Legal Advisers have confirmed that all relevant material registrations, approvals and
permits required under PRC laws and regulations in relation to the establishment, increases of registered
capital, equity transfers in respect of the PRC subsidiaries of our Group as described above have been

completed and obtained.
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OUR STRUCTURE AFTER COMPLETION OF THE CORPORATE RESTRUCTURING

The following diagram illustrates the corporate and shareholding structure of our Group

immediately prior to the completion of the Global Offering (on the assumption that each Preferred Share

will be converted into one Ordinary Share upon the Global Offering becoming unconditional):

atri 2 Shanghai - Skycus
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3 ®) KIP 14 16 8
M ® ™ ) (14 (16) (%)
HH SUM- China
XXIV Mega Structural
L(’;)V Holdings Far Bast FIIF (8) Goal Reform Mr. Kongrong 21 Torch Kortex
Limited © (10) Fund Karl Pan (15) a7
@) (12)
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(Cayman Islands)
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Achieva Medical
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(PRC)
Notes:

Dr. Zhang, Mrs. Ping Ye Zhang and Ms. Hong Ye are our Founders. They hold their equity interests in our Company
directly and/or through Jinnius Drive Trust, Hanlindale Trust and XinYue.

LAV is entitled to control the exercise of 13.08% of the voting power at the general meeting of our Company
through the equity interests held by LAV Aero Limited and Liyi Biotech. LAV Aero Limited is a limited company
established in the British Virgin Islands and is wholly-owned by LAV Biosciences Fund IV, L.P., a Cayman
exempted limited partnership fund. The general partner of LAV Biosciences Fund IV, L.P. is LAV GP 1V, L.P.,
whose general partner is LAV Corporate IV GP, Ltd., a Cayman company wholly-owned by Mr. Yi Shi. Liyi Biotech
is a limited partnership established in the PRC. The general partner of Liyi Biotech is Shanghai Liyi Investment
Management Partnership (Limited Partnership) ([ {8 B & 45 2 & B A2 (F A %) ), whose general partner
is Shanghai Liyao Investment Management Co., Ltd. (b {8 i £ % 4 8UF fR A7), which is in turn wholly-owned
by Mr. Fei Chen, our non-executive Director. Liyi Biotech is owned as to 99.99% by Suzhou Lirui as its limited
partner. After due enquiry and to the best knowledge of our Directors, the respective ultimate beneficial owners of
LAV Aero Limited and Suzhou Lirui are Independent Third Parties.

Each of Matrix Partners China II, L.P., Matrix Partners China II-A, L.P., Matrix Partners China IV, L.P. and Matrix
Partners China IV-A, L.P. (collectively referred to as the “Matrix Partners”) is an exempted limited partnership
organized and existing under the laws of the Cayman Islands with 40, 48, 42 and 56 limited partners, respectively,
as of the Latest Practicable Date, and none of such limited partners holds 30% or more interests. The general
partner of Matrix Partners China II, L.P. and Matrix Partners China II-A, L.P. is Matrix China Management II, L.P.,
whose general partner is Matrix China II GP GP, Ltd.. The general partner of Matrix Partners China IV, L.P. and
Matrix Partners China IV-A, L.P. is Matrix China Management IV, L.P., whose general partner is Matrix China IV
GP GP, Ltd.. After due enquiry and to the best knowledge of our Directors, the ultimate beneficial owners of each
of Matrix China II GP GP, Ltd. and Matrix China IV GP GP, Ltd., the limited partners of each of Matrix Partners
China II, L.P., Matrix Partners China II-A, L.P., Matrix Partners China IV, L.P. and Matrix Partners China I'V-A,
L.P. and their ultimate beneficial owners are Independent Third Parties.
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10.

HH SUM-XXIV Holdings Limited is a limited company established in Cayman Islands and is wholly-owned by
Hillhouse Fund IV, L.P.. After due enquiry and to the best knowledge of our Directors, (1) no individual limited
partners of Hillhouse Fund IV, L.P. holds 30% or more interests, (2) the general partner and limited partners of
Hillhouse Fund IV, L.P. and their respective ultimate beneficial owners are Independent Third Parties.

MGR International Limited is a limited company established in the British Virgin Islands and holds 4.29% of our
Company. Flexmed is a limited company established in Hong Kong and holds 3.58% of our Company. Both MGR
International Limited and Flexmed are wholly-owned by Ms. Jin Zhu, a substantial shareholder of our Company

upon Listing.

Future Pearl is a limited company established in the British Virgin Islands and holds 1.20% of our Company. Future
Pearl is wholly-owned by Grand Flight Hooyoung Investment L.P., whose general partner is Grand Flight
Hooyoung Investment Management Co., Ltd which is in turn wholly-owned by Grand Flight Holdings Co., Ltd.
Grand Flight Holdings Co., Ltd is owned as to 70% by Global Asend Management Limited, which is in turn
wholly-owned by Far East, a company listed on the Stock Exchange (stock code: 3360).

Halcyon Ocean is a limited company established in the British Virgin Islands and holds 2.39% of our Company.
Halcyon Ocean is owned as to 69.6% by Grand Light Development Limited, which is in turn wholly-owned by Far
East.

Tianjin Yuanyi is a limited partnership established in the PRC and holds 2.39% of our Company. Tianjin Yuanyi
Hongyang Asset Management Co., Ltd. (K % 32 7% #5 ¥ 7 A& B A BR /A ) is the general partner of Tianjin Yuanyi
and it is in turn wholly-owned by Grand Flight Investment Management Co., Ltd. (3323 & & A RA ).
Tianjin Shengshi Enterprise Management Co., Ltd. (KBS 4/> 2E 45 B FILA 1) is the 90% shareholder of Yuanyi
Investment Management Co., Ltd. and it is indirectly wholly-owned by Far East. The only limited partner of Tianjin
Yuanyi is Shanghai Depeng Industries Co., Ltd. (B E AR A]), which is in turn indirectly
wholly-owned by Far East.

After due enquiry and to the best knowledge of our Directors, the ultimate beneficial owners of Future Pearl and
Halcyon Ocean, the general partner and limited partner of Tianjin Yuanyi and their respective ultimate beneficial
owners are Independent Third Parties.

Tianfeng Healthcare is a limited company established in the Cayman Islands and holds 3.73% of our Company. It
is wholly-owned by Tianfeng Healthcare Fund I, L.P., whose general partner is Tianfeng Healthcare Fund I GP
Limited, which is in turn controlled by Mr. Zhihong Li.

Tianfeng Healthcare Fund is a limited partnership established in the Cayman Islands and holds 0.87% of our
Company. Tianfeng Healthcare Fund I GP Limited is the general partner of Tianfeng Healthcare Fund and it is in
turn controlled by Mr. Zhihong Li.

After due enquiry and to the best knowledge of our Directors, the ultimate beneficial owners of Tianfeng
Healthcare, the general partner and limited partners of Tianfeng Healthcare Fund and their respective ultimate

beneficial owners are Independent Third Parties.

FIIF is a limited partnership established in the PRC with 11 limited partners, save for the Ministry of Finance of the
PRC which holds 36.36% interests, none of the other limited partners holds 30% or more interests. Its executive
partner is SDIC, which is in turn controlled by the State-owned Assets Supervision and Administration
Commission of the State Council (“SASAC”). After due enquiry and to the best knowledge of our Directors, the
executive partner and limited partners of FIIF and their respective ultimate beneficial owners are Independent Third
Parties.

Country Bay is a limited company established in the British Virgin Islands and is wholly-owned by Mr. Weiqi Lao,
an Independent Third Party to the best knowledge of our Directors.

Mega Goal is a limited company established in the British Virgin Islands and is wholly-owned by Ms. Ping Yang, an
Independent Third Party to the best knowledge of our Directors.
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11.

12.

14.

15.

17.

Shanghai Hoodi is a limited partnership established in the PRC with 11 individual limited partners, save for Mr. Lu
Fu who holds 55.42% interests, none of the other limited partners holds 30% or more interests. Its general partner
is Shanghai Yunhong Industrial Development Co., Ltd (2R GE EERAR/AF]), which is in turn
wholly-owned by Mr. Sun Yunxiang. After due enquiry and to the best knowledge of our Directors, the general
partner and limited partners of Shanghai Hoodi and their respective ultimate beneficial owners are Independent
Third Parties.

China Structural Reform Fund is the sole shareholder of EverestLu, our Shareholder as to 2.05% and which is a
limited company established in Hong Kong. China Structural Reform Fund is in turn held by several state-owned
enterprises. After due enquiry and to the best knowledge of our Directors, the ultimate beneficial owners of
EverestLu are Independent Third Parties.

Shanghai Founder KIP is a limited partnership established in the PRC. Its general partner is Shanghai Founder KIP
Equity Investment Management Partnership (Limited Partnership) (L 7 IERE R R G E M E B 0¥ (ARG
%)), whose general partner is Shanghai Founder KIP Investment Management Co., Ltd. (7 J5 1F # 4% % 45 24
F PR EAL/A 7)), which is in turn owned by Founder Hesheng Investment Co., Ltd. (77 IE 14 8 & A R E (LA 7)) as
to 60% and KIP Partners (Shanghai) Venture Investment Management Co., Ltd. (8855 % ( L) 3% G mA
MR 4F 23 E) as to 40%. The limited partners of Shanghai Founder KIP are Founder Hesheng Investment Co., Ltd.
(T IEMARERREI/AF), Korea Investment & Securities Co., Ltd. (¥ &7 % () ) and Korea
Investment Partners Co., Ltd. (¥ & % k=N 4t). After due enquiry and to the best knowledge of our
Directors, the general partner and limited partners of Shanghai Founder KIP and their respective ultimate beneficial

owners are Independent Third Parties.

Joyful Bliss is a limited company established in the British Virgin Islands and it is wholly-owned by Ms. Le Huang,
an Independent Third Party to the best knowledge of our Directors.

ZJ Torch is a limited company established in the PRC and it is indirectly wholly-owned by the Shanghai SASAC.
After due enquiry and to the best knowledge of our Directors, the ultimate beneficial owners of ZJ Torch are

Independent Third Parties.

Dr. Jian Fong Tan is one of our senior management members. For details, please refer to the section headed
“Directors and Senior Management” in this prospectus.

Kortex is a limited company incorporated in Hong Kong and is wholly-owned by Mr. Yufang Chen, an Independent

Third Party to the best knowledge of our Directors.

Skycus China Fund, L.P. is a limited partnership established in the Cayman Islands with 24 limited partners, none
of which holds 30% or more interests. Its general partner is Skycus Asset Management Limited. After due enquiry
and to the best knowledge of our Directors, the general partner and limited partners of Skycus China Fund, L.P. and

their respective beneficial owners are Independent Third Parties.
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OUR STRUCTURE IMMEDIATELY FOLLOWING THE GLOBAL OFFERING

The following diagram illustrates the corporate and shareholding structure of our Group
immediately following the completion of the Capitalization Issue and the Global Offering (assuming the
Over-allotment Option is not exercised and without taking into account any Shares which may be allotted

and issued under the Share Incentive Schemes):
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Please refer to notes 1-18 on pages 179-181, notes 2 and 13 are supplemented as follows:
2. LAV, taking into account LAV Aero Limited’s subscription for an additional 2,523,000 Shares pursuant to the

cornerstone investment agreement as further described under the section headed “Cornerstone Placing” in this
prospectus, will be entitled to control the exercise of 10.23% of the voting power at the general meeting of the
Company.

13. Taking into account China Structural Reform Fund’s subscription for 10,092,000 Shares pursuant to the
cornerstone investment agreement as further described under the section headed “Cornerstone Placing” in this
prospectus, China Structural Reform Fund will be entitled to control the exercise of 3.19% of the voting power at
the general meeting of the Company.
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OVERVIEW

We focus on the high-growth interventional procedural medical device market in China, and are a
leading domestic player in each of the transcatheter valve therapeutic medical device market and the

neurointerventional procedural medical device market in China.

° Transcatheter valve therapeutic medical devices: We are one of only four domestic players
in the China market with TAVR products at the clinical trial or more advanced stage, and
ranked third in the China transcatheter valve medical device market in terms of the
combined number of commercialized products and product candidates in the clinical trial
stage, according to Frost & Sullivan. We are in the process of completing the confirmatory
clinical trial for TaurusOne®, our first-generation TAVR product, and expect to receive the
NMPA approval for and launch TaurusOne® in the first or second quarter of 2021. We are
also developing our second- and third-generation TAVR products incorporating innovative
features. Our product pipeline includes transcatheter devices for aortic, mitral and tricuspid

valves.

° Neurointerventional procedural medical devices: We ranked first among domestic players in
the China market in terms of the combined number of commercialized products and product
candidates in the clinical trial stage, and were the first domestic player to commercialize an

embolization coil product in China, according to Frost & Sullivan.

Our products and product candidates target large, fast-growing and under-penetrated markets with
high entry barriers. According to Frost & Sullivan, heart diseases and neurovascular diseases are among
the top causes of death, both in China and globally. Interventional therapies, especially catheter-based
interventional therapies, can effectively treat such diseases, but the markets for transcatheter valve
therapeutic and neurointerventional procedural medical devices in China are still at an early stage of

development with considerable potential for growth.

According to Frost & Sullivan, the global TAVR product market is expected to increase from
US$4.1 billion in 2018 to US$10.4 billion in 2025 at a CAGR of 14.3%. China’s TAVR product market is
also estimated to grow significantly from RMB196.6 million in 2018 to RMB6,332.6 million in 2025 at a
CAGR of 64.2%. Only approximately 1,000 TAVR procedures were conducted in China in 2018,
representing a penetration rate of approximately 0.1%, indicating huge unmet demand and growth
potential. It is estimated that the TAVR penetration rate in China will continue to grow, reaching 4.7% in
2025. The TMVR and TTVR markets in China are also still in their early stages of development, with
significant growth potential. According to Frost & Sullivan, a few domestic companies are enjoying
leading positions in the transcatheter valve therapeutic medical device market in China, but there is not
yet any single dominating player in the market. The ability to develop advanced products with features
tailored to the needs of Chinese patients and physicians is expected to be one of the key distinguishing

factors for competing in this market, according to Frost & Sullivan.

- 183 -



BUSINESS

Similarly, the neurointerventional procedural medical device market in China has also been
growing rapidly. Specifically, the embolization coil market in China is estimated to expand to
RMB2,646.7 million in 2025 at a CAGR of 12.3% from 2018 to 2025, and the intracranial aneurysm stent
market is estimated to expand to RMB812.2 million in 2025 at a CAGR of 15.0% from 2018 to 2025.
According to Frost & Sullivan, the neurointerventional procedural medical device market in China is
currently dominated by several international medical device giants, but a number of domestic players are
expected to gradually increase their market shares over the next few years, thanks to the progress of their
technology advancements, the improvements in their products, as well as more favorable policies
encouraging the development of domestic brands. The ability to develop a comprehensive product
portfolio tailored to the needs of Chinese patients and physicians is expected to be one of the major
factors for domestic players to differentiate from multinational players in the market, according to Frost
& Sullivan.

We have a comprehensive portfolio of interventional procedural medical device products and

product candidates focusing on these two fields. As of the Latest Practicable Date, we had developed six

registered products, and had 20 product candidates in various stages of development.
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Portfolio Overview

The following diagram summarizes the development status of our major products and product

candidates as of the Latest Practicable Date:

Product or Product Candidate
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Intermediate catheter A
Distal access catheter A
Aspiration catheter

Balloon microcatheter A
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Core + Major product A Among our product candidates, these devices are exempted from clinical trial requirements in accordance
Product candidates with the Catalogue of Medical Device Exempted from Clinical Trials ( A #E77 i R Gl 58 B e 45 i H 8%) )

lgated by the NMPA ,
Notes: promulgated by the , as amended.

1. The “retrievable” function allows physicians to retrieve the valve during a TAVR procedure if the initial release position of the valve is not ideal.
2. The “steerable” function allows physicians to steer the position and orientation of the valve during a TAVR procedure.
3. The “glutaraldehyde-free anti-calcification” technology can effectively resist valve calcification, and significantly improve the durability of the valve.

- 185 -



BUSINESS

We have built a synergetic platform encompassing research and development, manufacturing and
commercialization capabilities.

° Research and development. Our research and development team is led by Dr. Zhang, our
Chairman of the Board, Chief Executive Officer and Chief Technology Officer, Mr.
Kongrong Karl Pan, our Chief Operating Officer, and Dr. Jian Fong Tan, our Vice President
of Advanced Technology. Each of Dr. Zhang, Mr. Pan and Dr. Tan is an industry veteran with
impressive academic and professional background, having previously worked in managerial
roles at leading industry players. We have developed deep relationships with global leaders
in both the transcatheter valve therapeutic and neurointerventional domains, including
world-class scientists, physicians and industry practitioners, giving us a deep understanding
of the clinical needs and demands of patients and physicians.

° Manufacturing. Our two state-of-the-art manufacturing facilities located in Suzhou and
Shanghai with an area of 15,433.31 sq.m. and 1,188.40 sq.m., respectively, support both our
transcatheter valve therapeutic and neurointerventional businesses and comply with the
GMP requirements in the EU and China. We follow rigorous manufacturing and quality
control standards to ensure high product quality and safety.

° Commercialization. We have developed strong commercialization capabilities. We currently
focus on academic promotion for our transcatheter valve therapeutic product candidates,
working closely with renowned physicians, conducting product demonstrations and
providing training to physicians. As of the Latest Practicable Date, we had successfully
commercialized five neurointerventional procedural products. We have established an
extensive distribution network to sell these products, comprising 65 distributors as at
December 31, 2019, including 62 distributors in China and three overseas. We believe that
the strength of our working relationship with KOLs, physicians and hospitals, our
established distributor network, the extensive experience we accumulated from the
commercialization of our existing products, and our well-established reputation in the
medical device industry in China, will greatly benefit our future commercialization of our
product candidates upon their approval.

We believe that with our strong research and development capabilities, comprehensive product
portfolio with advanced features tailored to the needs of Chinese patients and physicians, and our proven
track-record of successfully commercializing our products, we are well positioned to capture the
significant growth potential in both markets.

OUR COMPETITIVE STRENGTHS

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

Leading Domestic Player in the High-growth Transcatheter Valve Therapeutic and
Neurointerventional Procedural Medical Device Markets

We focus on the high-growth interventional procedural medical device market in China, and are a

leading domestic player in each of the transcatheter valve therapeutic medical device market and the
neurointerventional procedural medical device market in China.
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° Transcatheter valve therapeutic medical devices: We are one of only four domestic players
in the China market with TAVR products at the clinical trial or more advanced stage, and
ranked third in the China transcatheter valve medical device market in terms of the
combined number of commercialized products and product candidates in the clinical trial
stage, according to Frost & Sullivan. We are in the process of completing the confirmatory
clinical trial for TaurusOne®, our first-generation TAVR product, and expect to receive the
NMPA approval for and launch TaurusOne® in the first or second quarter of 2021. We are
also developing our second and third generation TAVR products incorporating innovative
features. Our product pipeline includes transcatheter devices for aortic, mitral and tricuspid
valves.

° Neurointerventional procedural medical devices: We ranked first among domestic players in
the China market in terms of the combined number of commercialized products and product
candidates in the clinical trial stage, and were the first domestic player to commercialize an

embolization coil product in China, according to Frost & Sullivan.

Our products and product candidates target large, fast-growing and under-penetrated markets with
high entry barriers. According to Frost & Sullivan, heart diseases and neurovascular diseases are among
the top causes of death, both in China and globally. Interventional therapies, especially catheter-based
interventional therapies, can effectively treat such diseases, but the markets for transcatheter valve
therapeutic and neurointerventional procedural medical devices in China are still at an early stage of
development with considerable potential for growth.

The transcatheter valve therapeutic medical device market

According to Frost & Sullivan, the global TAVR product market increased from US$1.5 billion in
2014 to US$4.1 billion in 2018 at a CAGR of 27.8%, and is expected to further increase to US$10.4
billion in 2025 at a CAGR of 14.3% from 2018 to 2025. The penetration rate of TAVR procedures
globally, measured by the number of TAVR procedures as a percentage of the number of patients eligible
for TAVR procedures, increased from 1.7% in 2014 to 3.5% in 2018, and is expected to further increase to
8.2% in 2025. The TAVR market in China has significant growth potential, and is estimated to grow
rapidly from RMB196.6 million in 2018 to RMB6,332.6 million in 2025 at a CAGR of 64.2%. According
to Frost & Sullivan, only approximately 1,000 TAVR procedures were conducted in China in 2018,
representing a penetration rate of approximately 0.1%, indicating huge unmet demand and growth
potential, with the TAVR penetration rate in China expected to reach 4.7% in 2025. The TMVR and TTVR
markets in China are also still in their early stages, with significant growth potential. According to Frost
& Sullivan, a few domestic companies are enjoying leading positions in the transcatheter valve
therapeutic medical device market in China, but there is not yet any single dominating player in the
market. The ability to develop advanced products with features tailored to the needs of Chinese patients
and physicians is expected to be one of the key distinguishing factors for competing in this market,
according to Frost & Sullivan.

As one of only four domestic players in the China market with TAVR products at the clinical trial
or more advanced stage, we have significant early-mover advantages. Any new entrant to the market
would need to overcome the significant entry barriers, particularly in terms of the considerable resources

to develop new products, and the length of time required to complete the clinical trial process. We believe
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we are very well positioned to compete in this market and solidify our leading position in light of our
technological capability and the advanced features incorporated into our product candidates.

The neurointerventional procedural medical device market

According to Frost & Sullivan, the neurointerventional procedural medical device market in China
has also been growing rapidly. The embolization coil market in China is estimated to expand to
RMB2,646.7 million in 2025 at a CAGR of 12.3%; the intracranial aneurysm stent market is estimated to
expand to RMB812.2 million in 2025 at a CAGR of 15.0%. According to Frost & Sullivan, the
neurointerventional procedural medical device market in China is currently dominated by several
international medical device giants, but a number of domestic players are expected to gradually increase
their market shares in the coming years, as a result of their increasing technology advancements and
improving products, as well as the favorable policies encouraging the development of domestic brands.

The neurointerventional procedural medical device market in China poses high entry barriers.
Multiple interventional procedural medical devices are required in a neurointerventional procedure. For
example, an endovascular coiling procedure not only requires embolization coils but also access devices
such as guiding catheter, micro-guidewire and micro-catheter. We believe that companies with a
comprehensive portfolio of medical devices not only benefit from economies of scale, but can also
provide a one-stop solution for physicians and therefore enjoy advantages in commercializing their
products.

We believe that, with our strong research and development capabilities, comprehensive product
portfolio with advanced features tailored to the needs of Chinese patients and physicians, and our proven
track-record of successfully commercializing our products, we are well positioned to capture the
significant growth potential in both markets.

Strong Research and Development Capabilities Supporting Robust Development of Technologically
Advanced Next-generation Products

Research and development team

Our research and development team possesses a global vision and vast industry experience. Our
research and development team is led by Dr. Zhang, our Chairman of the Board, Chief Executive Officer
and Chief Technology Officer, Mr. Kongrong Karl Pan, our Chief Operating Officer, and Dr. Jian Fong
Tan, our Vice President of Advanced Technology. Each of them is an industry veteran with impressive
academic and professional background, having previously worked in managerial positions at leading
industry players complementary to our business. As of the Latest Practicable Date, our research and
development team consisted of 42 members, 15 of whom had a master’s degree or above. As a testament
to our strong research and development capabilities, we have received a number of high-profile awards
and recognitions. For example, our Jasper® Detachable Coil was recognized as a State Key New Product
(B9 2% 1 BE B2 &) in 2014, and our Presgo® Detachable Coil was recognized as a Shanghai Innovative
Biomedical Product (i 4= 4 5 &8 37 2 ) in 2019. In addition, Dr. Zhang was recognized as a
Leader in Science and Technology of Jinji Lake Double Hundred Talents Program. We have deep
relationships with global leaders in both the transcatheter valve therapeutic and neurointerventional
domains, including world-class scientists, physicians and industry practitioners, giving us a deep
understanding of the clinical needs and demands of patients and physicians.
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Advanced product features and fast product iteration

Leveraging our strong research and development capabilities, our products and product candidates
incorporate multiple advanced features and are tailored to the specific needs of Chinese patients and

physicians.

Our TAVR product candidates

Because TAVR procedures are still relatively new, currently there is insufficient long-term clinical
data conclusively demonstrating the differences in using porcine pericardium and bovine pericardium in
TAVR products. However, according to Frost & Sullivan, comprehensive studies have been conducted on
the use of these different valve tissues in SAVR products, and based on such studies, many research
papers have demonstrated that as compared to porcine pericardium, bovine pericardium (i) is more
durable, (ii) is less likely to incur complications, and (iii) performs better in terms of hemodynamic
profile. Because of these advantages, we chose to use bovine pericardium for the valve tissue of our
TAVR products.

In spite of the fact that bovine pericardium is thicker than porcine pericardium, the profile of the
DCS of our TAVR products is comparable with many of the competing products in the market using
porcine pericardium, thanks to the advanced heat treatment technology we use for the self-expanding
frame in the PAV of our TAVR products.

We specifically designed the frame of our PAV so that its radial force is suitable for Chinese
patients: being sufficient to overcome the calcification of the native aortic valve and remain in the ideal
position without slipping upwards or downwards, while at the same time not applying too much radial
force or adding too much pressure to the nerves nearby, thereby reducing the need for surgical
intervention or permanent pacemaker implantation during the TAVR procedures. The leaflets of our PAV
are positioned low on the frame, which is designed to help prevent blockage of the coronary arteries, and

the sealing skirt attached to the frame is designed to lower the risk of paravalvular leak.

We are currently testing and developing our second and third generation TAVR products.
TaurusElite is expected to incorporate a retrievable function, allowing physicians to retrieve the PAV if
the initial release position is not ideal, thereby further increasing its safety. TaurusNXT is expected to
have a glutaraldehyde-free anti-calcification feature, which we believe is a fundamental breakthrough.
Traditionally, glutaraldehyde is used for treating valve leaflets because it can help (i) chemical cross-link
the protein and increase the strength of the valve tissue, (ii) prevent tissue bio-degradation, (iii) inactivate
any virus in the tissue, and (iv) reduce the immunogenicity profile of the tissue. However, after
glutaraldehyde treatment, a residual amount of aldehyde typically remains on the leaflets, which is a
major cause of subsequent tissue calcification upon use. We have successfully developed technologies
that remove the need for glutaraldehyde treatment altogether, while providing even better chemical
cross-linking and immunogenicity profile than glutaraldehyde treatment while achieving comparable
biological compatibility and anti-virus features, according to Frost & Sullivan. We anticipate that a PAV
incorporating such anti-calcification technologies will be much more durable than other similar products

in the market.
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Our neurointerventional procedural products

Similarly, our neurointerventional procedural products incorporate many advanced features,
demonstrating our technological capability. We leverage reinforced winding technology to improve the
stretch resistance and blood flow impact resistance of our detachable coils, which not only enables
responsive placement and repositioning, but also minimizes coil stretching. We use polymer connection
technology to ensure that even if multiple Jasper® Detachable Coils are used in a procedure, the amount
of time it takes to detach each coil will remain largely consistent. Our Presgo® Detachable Coil’s design
allows instant detachment of the coils without using any additional accessories, which can significantly

reduce the time required for the procedure.
Our pipeline of other products

We are also researching and developing other advanced transcatheter valve therapeutic and
neurointerventional procedural medical devices, such as our TMVR and TTVR product candidates, our
lithotripsy valvuloplasty catheter and Shenyi® Stent Retriever. We believe that our comprehensive
product portfolio and our broad intellectual property portfolio is not only a result of our strong research

and development capabilities, but also help us further speed up our product iteration.

Proven Commercialization Capabilities with Well-established Commercialization Infrastructure
and Robust Distribution Network

We have developed strong commercialization capabilities. Our senior management team comprises
industry veterans with wide market recognition in the medical device industry. In particular, Dr. Zhang
led the successful commercialization of multiple medical devices while serving as chief executive officer
of another domestic medical device company. We believe that Dr. Zhang’s extensive experience in
product commercialization and the mutual trust we have established with KOLs, hospitals and

distributors in the industry will continue to support our commercialization efforts.

We currently and primarily focus on academic promotion to increase the market awareness of our
transcatheter valve therapeutic product candidates, working closely with renowned physicians in the
industry to keep KOLs updated with the progress of our research and development. In particular, we have
worked extensively with a team led by Dr. Runlin Gao, an Academician of the Chinese Academy of
Engineering and a specialist in cardiology at Beijing Fuwai Hospital, to conduct clinical trials for
TaurusOne®. We are also working with an Academician of the Chinese Academy of Engineering and a
specialist in cardiology at a Class III hospital in Shenyang, Liaoning province to conduct clinical trials
for TaurusElite. In addition, our marketing team regularly meets with physicians to conduct product
demonstrations and provide training. We believe that through such frequent communications,
demonstrations and training, we are able to maintain good working relationships with these KOLs and
physicians, and build their familiarity with our products, as a result of which they are more likely to
recommend our products when publishing articles, delivering speeches at industry conferences, or
providing training to other physicians. We host meetings for key participants in the industry, and sponsor
key industry conferences. We believe that such meetings and conferences are key opportunities for us to
present our products or product candidates to industry participants, and to enhance our market

recognition.
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For our neurointerventional procedural products, in addition to providing academic promotion to
KOLs, physicians and hospitals, we also work closely with our distributors. We have established an
extensive distribution network comprising 65 distributors as at December 31, 2019, including 62
distributors in China and three overseas. We currently sell all of our neurointerventional procedural
products through distributors.

We believe that our good working relationships with KOLs, physicians and hospitals, our
established distributor network, the extensive experience we accumulated from our existing
commercialization efforts, and our well-established reputation in the medical device industry in China,
will greatly benefit the future commercialization of TaurusOne®, TaurusElite and our other product

candidates upon receipt of relevant NMPA approvals.
Platform Strategy that Allows Improved Operational Efficiency and Supports Long Term Growth

We aim to become a world-renowned medical device platform that provides total treatment
solutions for structural heart and neurovascular diseases. We believe that our synergetic platform with
centralized procurement and manufacturing capabilities, substantial product registration experience and
robust research and development expertise provides a strong basis for us to achieve this long-term goal.

First, our synergetic platform allows us to save costs and improve operational efficiency. For
example, for manufacturing, we have built two manufacturing facilities that support the production of
both our transcatheter valve therapeutic products and neurointerventional procedural products.
Centralized procurement and manufacturing help us control our costs and expenses, improve
manufacturing efficiency, and enhance our quality control. For product registration, we have already
successfully completed the registration process for six neurointerventional procedural products, and are
familiar with the registration procedures and NMPA’s review standards. Centralized product registration
management allows us to share such experience and to reduce the costs and time involved in the clinical
trial and product registration processes for both our transcatheter valve therapeutic and
neurointerventional procedural product candidates.

Second, having an integrated platform allows us to generate revenue from our commercialized
products, and to use the revenue and other resources generated from our existing products to support the
development and commercialization of our other product candidates, thereby mitigating the significant

uncertainties and risks involved in the development of innovative medical devices.

Lastly, and more importantly, our platform strategy helps us expand our product portfolio and
expedite our product iteration. Specifically, designing and testing transcatheter valve therapeutic and
neurointerventional procedural products sometimes involve similar issues and bottlenecks, in areas such
as raw material selection, material pre-processing, and product structure design. The issues encountered
and the breakthroughs made in developing one product may provide useful insight for the development of
other products. Our research and development team members focusing on two different business units
share their academic research results, and frequently communicate with each other. We believe that the
sharing of our research and development expertise and results across our different business units provides
considerable synergistic opportunities contributing to the further development of both our transcatheter
valve therapeutic and neurointerventional procedural medical devices, in terms of both product line
expansion, as well as product iterations within the same product line.
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Visionary and Experienced Management Team with Strong Shareholder Support

We are led by a management team of seasoned industry executives with senior level experience in
leading medical device companies in China and globally. First and foremost, we benefit from the strong
academic background and successful business track record of Dr. Zhang, our Chairman of the Board,
Chief Executive Officer and Chief Technology Officer. Dr. Zhang has over 20 years of experience in the
interventional medical device industry and previously served as the chairman of Otsuka (China)
Investment Co., Ltd. and the chief executive officer of MicroPort Medical (Shanghai) Co. Dr. Zhang also
previously worked at international medical device giants such as Medtronic Plc and Guidant Corporation.

Our senior management team has extensive industry experience and complimentary backgrounds
and expertise. Mr. Kongrong Karl Pan, our Chief Operating Officer, has more than 20 years of experience
working in the medical device industry, having previously worked as the engineering manager at St. Jude
Medical Supplies Co., Ltd. and the senior vice president of supply chain at MicroPort Scientific
Corporation. Dr. Jian Fong Tan, our Vice President of Advanced Technology, was previously the assistant
vice president of the biomedical sciences division at Exploit Technologies Pte Ltd. (now known as
A*ccelerate), the commercialization arm of the Agency for Science, Technology and Research
(A*STAR), and the director of new technologies at Biosensors Interventional Technologies Pte Ltd.

Many other members of our senior management team have considerable experience working at
renowned institutions in their respective fields. For example, Ms. Chen Wang, the General Manager of
Achieva Shanghai, has over 14 years of experience in the medical industry and previously served as the
district sales manager at Johnson & Johnson Medical (Shanghai) Ltd. Mr. Leo Tsai, our Chief Financial
Officer, has over 15 years of experience in the financial industry and was previously a director at Huatai
Financial Holdings (Hong Kong) Limited; Ms. Hongpeng Wang, our Director of Marketing, used to serve
as a product marketing manager, a senior marketing manager and an automated external defibrillator
business leader of Philips (China) Investment Co., Ltd.

In addition to our management team, we also benefit tremendously from the strong support of our
Shareholders. Our world-class investors, such as LAV, Matrix Partners and Hillhouse, all have extensive
experience managing and growing medical device companies, and share with us their knowledge and
experience to assist us in developing and commercializing our products. Our investors also include
state-owned investment funds in China such as State Development & Investment Corporation and
Chengtong Investment. Additionally, our investor Far East Horizon owns multiple private hospitals, and
provides us with invaluable guidance in relation to the research, development and commercialization of
our products and product candidates. We believe our experienced Shareholders work closely together
with our committed management team to develop and implement our strategies.

OUR STRATEGIES

Our goal is to become a world-renowned medical device platform that provides total treatment
solutions for structural heart and neurovascular diseases. We plan to implement the following strategies
to achieve this goal:

Commercialize Our Product Candidates

We intend to expedite the commercialization of our product candidates, especially our Core
Product, TaurusOne®, in order to enjoy an “early-mover” advantage in the under-penetrated and
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fast-growing TAVR market in China. As of the Latest Practicable Date, there were only three
commercialized TAVR products in China, according to Frost & Sullivan. We expect that our TaurusOne®
will become the fourth commercialized TAVR product in the China market upon completion of the NMPA
registration. TaurusOne® has been recognized as an “innovative medical device” by the NMPA in
February 2017 and is therefore eligible for an expedited approval process. We currently expect to make
the registration submission with the NMPA for TaurusOne® in the third quarter of 2020, and to
commercialize it in the first or second quarter of 2021. For TaurusElite, we currently expect to

commercialize it in the first or second quarter of 2021.

In addition to our TAVR products, we also plan to expedite the commercialization of our stent
retriever product used for mechanical thrombectomy procedures. We are currently in the process of
completing the clinical trial for our Shenyi® Stent Retriever, and plan to apply for its registration with the
NMPA in the second quarter of 2021. We expect to be the second domestic player in the China market

offering a commercialized stent retriever product.

In preparation for the upcoming commercialization of these product candidates, we intend to
further expand our well-established commercialization infrastructure. We plan to build up our sales and
marketing team by hiring additional experienced national sales director, regional managers and sales
representatives, and to further deepen our relationship with KOLs in our target fields. We plan to establish
an internal medical team comprising qualified medical professionals dedicated to building and
maintaining our relationships with leading hospitals and renowned physicians in China, in order to
further enhance our market recognition. We intend to continue to actively participate in academic

promotion such as sponsoring industry conferences and providing training to physicians.

Additionally, we expect to further expand the distribution network for both our existing and future
commercialised products by cooperating with additional distributors who have established impressive
sales records in high-growth regions in China. We plan to coordinate our sales and marketing team to
support these distributors to reach their sales targets. We also plan to market and sell our products

globally by collaborating with more overseas distributors.
Further Strengthen Our Research and Development Capabilities

As a leading domestic player in the transcatheter valve therapeutic and neurointerventional
procedural medical device markets in China, we strive to maintain and enhance our research and
development capabilities to solidify our leading position and to fuel our long-term growth. We intend to
continue to leverage our astute judgment about the technology trends and our deep understanding of
physicians’ and patients’ needs, to identify other opportunities within these fields or other fields with
high growth potential. In doing so, we plan to further grow our in-house research and development team
by attracting and retaining high-caliber talents and enhancing our fundamental research and development
capabilities. Our research and development team will continue to maintain active communication with
reputable principal investigators, KOLs, physicians and hospitals, as well as leading scientists,
researchers and industry practitioners in the relevant fields, to deepen our understanding of the
cutting-edge research and development trends, and to improve our products and product candidates based
on the latest clinical needs, thus ensuring that our innovative product development meets market
demands.
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We also seek to identify promising research and development projects, intellectual property
portfolios, or even smaller companies, that are complementary to, and can contribute to the expansion of,
our existing research and development capabilities, and may pursue strategic acquisitions, investments,
partnerships or licensing transactions with them. Leveraging on our experience in the transcatheter valve
therapeutic and neurointerventional procedural medical device markets, we plan to identify pioneering
projects or companies with high growth potential in China and overseas. We may also consider acquiring
the intellectual property portfolios or pursuing licensing arrangements with third parties in cases where
we elect not to conduct in-house research and development. In the short term, we plan to primarily focus
on the China market, and may consider acquiring or licensing advanced intellectual property portfolio
that are complementary to our existing portfolio, especially in the transcatheter valve therapeutic field. In
the mid- to long-term, we plan to gradually enhance our acquisition and investment efforts as the size of
our operations and financial resources grow. In addition to acquiring technologies, we may consider
acquiring or investing in companies with mature product lines or with operations outside of China; and in
addition to companies operating in the transcatheter valve therapeutic area, we may also consider
expanding into other relevant areas. We believe our proprietary technologies, research and development
capabilities, product registration experience and commercialization infrastructure will enable us to
integrate such new projects or companies effectively and expedite their commercialization. As of the
Latest Practicable Date, we had not identified any target for strategic acquisitions, investments,
partnerships and licensing.

Expand Our Product Portfolio

We believe that a medical device company can only achieve critical mass if it is able to
successfully develop a large portfolio of complementary and advanced products. We currently have 20
product candidates in both the transcatheter valve therapeutic and neurointerventional domains, and we
strive to further expand our product portfolio through our research and development efforts. We currently
plan to start clinical trials for our TaurusNXT, TMVR device and TTVR device in the fourth quarter of
2020, early 2021 and early 2022, respectively. Additionally, we have several transcatheter valve
therapeutic and neurointerventional procedural product candidates in various development stages,
including the innovative lithotripsy valvuloplasty catheter and the balloon aortic valvuloplasty catheter.
We plan to continue to invest in the development of these products, and to enrich our product pipeline, in
order to address unmet market demand. We believe that with our strong research and development
capabilities, advanced technologies, and our comprehensive portfolio of commercialized products and
product candidates, we are well-positioned to grasp the significant market potential arising from the
under-penetrated markets and the increasing use of domestic products tailored to local needs.

Continue to Synergize Our Business and Boost Operational Efficiency

We plan to further streamline our business and boost our operational efficiency, leveraging our
integrated platform. For example, for manufacturing, we intend to primarily use our Suzhou production
facility for the production of both our transcatheter valve therapeutic medical devices and
neurointerventional procedural medical devices, and to further centralize our procurement and
production processes. For clinical trials and product registration, we expect to leverage the resources and
experience of our established team for the neurointerventional business, to expedite the product
registration for our products. We also intend to further streamline our organizational structure. We
believe that such efforts could enhance the overall efficiency and effectiveness of our business as we
move toward the registration and commercialisation of our major product candidates.
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OUR PRODUCTS AND PRODUCT CANDIDATES

Our product candidates are subject to approval by relevant authorities, such as the NMPA and/or its
local counterparts, before commercialization in relevant jurisdictions. For details, please refer to the
section headed “Regulatory Overview” in this prospectus. As of the Latest Practicable Date, we had not
received any material comments or concerns raised by the relevant regulatory authorities with respect to
our products and product candidates, and therefore we believe we are on track to apply for the approval to
commercialize our product candidates. For details of TaurusOne®, TaurusElite and TaurusNXT, please

G

refer to the paragraphs headed “—TaurusOne®—Our Core Product,” “—TaurusElite” and
“—TaurusNXT” in this section. For details of our commercialized neurointerventional procedural
products, please refer to the paragraphs headed “—Neurointerventional Procedural Products” in this
section. For details of our other major product candidates, please refer to the paragraphs headed “Other

Major Product Candidates” in this section.
TaurusOne®—Our Core Product

Our first-generation TAVR device, TaurusOne®, is designed to treat aortic valve diseases using a
catheter-based approach. As of the Latest Practicable Date, we held eight patents in relation to
TaurusOne®. TaurusOne® has been recognized as an “innovative medical device” by the NMPA in
February 2017, and is therefore eligible for an expedited approval process. We have successfully
completed a single-center feasibility clinical trial for TaurusOne® on ten patients in cooperation with
Beijing Fuwai Hospital in 2017 in accordance with the principles set forth in the Principles for Clinical
Trial Review for Transcatheter Aortic Valve Implantation (Draft) (&84 M A 20 T 3 ) IR AR A B R
st BR A R A (BCR 2 7)) )) (the “Draft TAVR Clinical Trial Principles”). The protocols of the
single-center feasibility clinical trial were approved by the NMPA, and the feasibility clinical trial forms
a key part of the application required by the NMPA. For details, please refer to the paragraphs headed
“—Regulatory Bodies’ Guidance Relating to Medical Device Clinical Trials” in this section. We are in
the process of conducting a confirmatory clinical trial on 125 patients in cooperation with six hospitals.
According to Frost & Sullivan, among all the players in the TAVR product market in China, we are the
only one that has conducted both feasibility and confirmatory clinical trials for the first generation TAVR
product whose clinical trial protocols have been approved by the NMPA. The patient enrollment
requirements we adopted for our clinical trials for TaurusOne® were more stringent than those adopted by
our major competitors for their respective first-generation TAVR products, according to Frost & Sullivan.
As of the Latest Practicable Date, we have completed the 30-day, six-month, and 12-month follow-ups for
the confirmatory clinical trial, and are currently in the process of conducting data analysis and preparing

the clinical trial report. Based on the 12-month interim clinical trial report, after excluding certain trial
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subjects following the standards set forth in the clinical trial protocols, the 12-month all-cause mortality
rate, the primary endpoint of the confirmatory trial, was 6.67%.' Whereas the maximum 12-month
all-cause mortality rate acceptable by the NMPA as provided under the Guidelines for Clinical Trials of
Transcatheter Aortic Valve Implantation (<A AH A 20N T B IR A5 if IR il B4 25 L HID) ) (the
“TAVR Clinical Trial Guidelines”) was 30%. We had provided the Jiangsu MPA with the updates as to
the progress of the confirmatory clinical trial, such as the severe adverse events encountered during the
trial. As of the Latest Practicable Date, neither the NMPA nor the Jiangsu MPA had raised any objection
to the continued conduct of the confirmatory clinical trial. As confirmed by our PRC Legal Advisers, the
applicable laws and regulations in the PRC do not require the NMPA or any of its provincial counterparts
to issue a formal approval for the conduction of the confirmatory trial, and as confirmed by Frost &
Sullivan, to its knowledge, in practice, the NMPA and its provincial counterparts had not issued such
formal approvals before. If the NMPA and its provincial counterparts do not raise any objection to the
conduction of the confirmatory clinical trial, the investigators and we are allowed to continue the clinical
trial. As confirmed by Frost & Sullivan, in the medical device industry in China, it is a normal practice for
investigators and applicants to treat “no objection” from the NMPA and its provincial counterparts as
approval for the conduction of the confirmatory clinical trial. Based on the clinical data for the completed
feasibility clinical trial and the currently available preliminary clinical data for the ongoing confirmatory

clinical trial, we are satisfied with the trial results to date.

To commercialize TaurusOne® in China, we expect to submit our confirmatory clinical trial results
to the NMPA for its approval once Beijing Fuwai Hospital, our principal investigator institution, issues
the clinical trial report. After the confirmatory clinical trial report is submitted to the NMPA, we expect
to receive the NMPA approval within 90 days after the submission. We expect to receive the NMPA

approval for and launch TaurusOne® in the first or second quarter of 2021.

Note:

1. Primarily because of the impact of the outbreak of COVID-19, with respect to 23 trial subjects of the confirmatory clinical
trial, the 12-month follow-ups for them were conducted through telephone interviews between them and the principal
investigators, and the 12-month follow-ups for the other 92 trial subjects (excluding the trial subjects who died before the
12-month follow-up time) were conducted through in-person physical check-ups by the principal investigators. Through
telephone interviews, we and the principal investigators were able to confirm that the relevant trial subjects were alive, but
were not able to obtain cardiac function data from them. As such, the 12-month interim clinical data on the primary
endpoint of the confirmatory clinical trial (i.e., all-cause mortality rate) included data generated from these 23 trial
subjects, but the 12-month interim clinical data on the efficacy indicators of the confirmatory clinical trial did not include
data generated from them. Conducting the follow-ups partially through telephone interviews was permitted under the
protocols of the confirmatory clinical trial, and was agreed by the principal investigators. The principal investigators and
we believe that we were able to collect 12-month follow-up efficacy data from a sufficiently large sample size of patients.
Please see the paragraphs headed “—Multi-Center Confirmatory Clinical Trial Data” and “—Research and Development —
Regulatory Bodies’ Guidance Relating to Medical Device Clinical Trials” below for more information about the all-cause
mortality rate and the trial subject exclusion standards, and please see the paragraph headed “Risk Factors—Risks Relating
to Our Products and Product Candidates—Risks Relating to the Development of Our Product Candidates—The initial or
interim results of clinical trials may not be predictive of the final clinical trial results and may be subject to adjustments” for
the limitations of the interim clinical trial data included herein.
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Product Structure

TaurusOne® is a transcatheter aortic valve replacement system that includes a PAV, a DCS and a
LS. Each of the PAV, the DCS and the LS is described below:

° PAV: The PAV is manufactured by suturing three valve leaflets and a sealing skirt onto a
self-expanding, radiopaque frame made of nickel-titanium alloy, which is designed to
replace and serve the physiological function of the patient’s native aortic heart valve without
the need for an open-heart surgery.

[ The nickel-titanium frame is laser cut and undergoes our proprietary heat
pre-treatment, so that it can be easily compressed into a smaller size for transfemoral
deployment, while maintaining its strength, durability and flexibility. Once the frame
is deployed from the DCS at the target location in the heart by the physician, it
self-expands into its memorized, cone mesh shape once it is warmed up by the
ambient body temperature. We specifically designed the frame so that it applies a
level of radial force especially suitable for Chinese patients: having sufficient radial
force so that the PAV can overcome the calcification of the native aortic valve and
remain in the ideal position without slipping upwards or downwards, while at the
same time not applying too much radial force or adding too much pressure to the
nerves nearby, thereby reducing the need for surgical intervention or permanent
pacemaker implantation.

[ The three valve leaflets are made from a single layer of bovine pericardium. We
carefully select imported bovine pericardium leaflets with even thickness that have no
delamination. We chose bovine pericardium for our valve tissue over other
alternatives such as porcine pericardium as a result of bovine pericardium’s
demonstrated superiority in certain key aspects. Because TAVR procedures are still
relatively new, currently there is insufficient long-term clinical data conclusively
demonstrating the differences in effectiveness between porcine pericardium and
bovine pericardium in TAVR products. However, according to Frost & Sullivan,
comprehensive studies have been conducted on the use of these different valve tissues
in SAVR products, and based on such studies, many research papers have
demonstrated that as compared to porcine pericardium, bovine pericardium (i) is
more durable, (ii) is less likely to incur complications, and (iii) performs better in
terms of hemodynamic profile. The greater durability of leaflets allows patients to use
the implanted valves for a longer time, without the need for additional procedures.

u The leaflets of our PAV are positioned low on the frame, which is designed to help
prevent blockage of the coronary arteries.

[ The sealing skirt is made of polyethylene terephthalate. Seamlessly attached to the
frame, the skirt is proven by multiple experiments to be able to lower the risk of
paravalvular leak.

[ We are developing four models of PAV, with different dimensions in valve size, frame

height, and diameter of the inflow end, allowing physicians to choose the PAV with
the ideal size for a patient’s physical conditions.
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See below for an illustrative diagram of the PAV:

Self-expanding metal frame Laser cut nitinol frame
Designed for minimum profile for N > Designed for maximum flexibility and position stability

ease of delivery

Low valve position on frame
Reduces the risk of coronary artery blockage

Sealing skirt

Designed for minimum paravalvular leak

Tapered in-flow section
- Reduces the risk of coronary artery blockage

~ Bovine pericardium
Uses anti-calcification technology for longer durability

DCS: The DCS includes an integral delivery catheter device used to deliver and release the

PAYV, and is designed for flexibility, reliability and stability. It includes a tip, a sheath tube,

a catheter and a handle.

The distal end of the DCS features a radiopaque catheter tip. The tip covers the end of
a capsule that stores the PAV and maintains the PAV in its compressed shape.

The sheath tube has an outer diameter of 18Fr and is compatible with an 18Fr

introducer sheath and a 0.035 inch guidewire.

The sheath tube is connected to a catheter that has an outer diameter of 14Fr and is
designed with multiple sections for optimal flexibility and axial stiffness when

positioning the PAV in its target release position.

The handle is on the proximal end of the catheter and is used to deploy the PAV when
it reaches the target position. The handle’s design allows physicians to improve
controllability during procedures and is sufficiently sensitive to allow physicians to
feel the releasing process. There are multiple radiopaque alignment markers on the
DCS for precisely monitoring the PAV’s position during implantation using the
echocardiography equipment. Once the PAV reaches the target position, the physician
can turn the DCS’ handle counterclockwise to deploy the PAV.

The long and thin DCS makes it possible for physicians to adopt the transfemoral
approach for TAVR procedures, thereby reducing the structural damage to the
patient’s heart during a procedure. Due to our advanced technologies and creative
design, the diameter of the catheter of our DCS is comparable with many competing
products in the market, in spite of the fact that we use bovine pericardium for our
valve tissue, which is thicker than porcine pericardium. We have designed our DCS to
be small and flexible, while being able to maintain sufficient axial stiffness. As such,
our DCS is easy for physicians to maneuver (allowing them to guide the PAV through
the aortic arch, and to release the PAV at the target position), and can effectively

reduce the likelihood of vascular complications during procedures.
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See below for an illustrative diagram of the DCS:

Valve release actuator
Designed for high
controllability and sensitivity

Stability memberance
For evenly distributing stress and =
strengthening axial stiffness

T

Quick release trigger
For safe delivery system retrieving

Distal sheath
Loading space for valve

" Delivery catheter
Designed for high flexibility and
axial stiffness

\ Distal tip

Designed for maximum flexibility
for avoiding blood vessel damage

° LS: The LS compresses the PAV to a suitable diameter so that it can be loaded into the DCS.
Operation Procedure

The operation is performed in a sterile environment with patients under conscious sedation or
general anesthesia with hemodynamic monitoring in a catheterization operating room with fluoroscopic
and echocardiographic imaging capabilities. Based on the patient’s computed tomography results, the
physician selects a balloon catheter of appropriate size to perform the valve pre-dilation, which will
prepare the native valve to receive the replacement prosthetic valve. The assistants then remove the PAV,
the DCS and the LS from the protective packaging, and prepare the components by rinsing the PAV and
loading the PAV into the DCS. Then, the physician creates vascular access using standard practices, either
percutaneously or via surgical cut down, in the groin area, and then inserts the loaded DCS into the
patient’s body using an 18Fr introducer sheath over a 0.035-inch guidewire. The physician guides the
PAV and DCS through the femoral artery and aorta, until the PAV reaches its target position at the end of
the ascending aorta. The physician then checks the accuracy of the target position and the orientation of
the PAV by observing the radiopaque alignment markers using the echocardiograph equipment, and
makes adjustments as necessary. Once the target position is reached and the orientation is ideal, the
physician turns the DCS’s handle counterclockwise to release the PAV from the DCS. The PAV expands
into the memorized shape that meets the patient’s anatomical requirement, and starts to function. Lastly,
the physician removes the DCS and closes the access site.

Summary of Clinical Trial Results

TaurusOne® has been recognized as an “innovative medical device” by the NMPA in February
2017, and is therefore eligible for an expedited approval process. We were approved by the NMPA to
conduct a single-center feasibility clinical trial and a multi-center confirmatory clinical trial for
TaurusOne®.

In August 2017, we completed a single-center feasibility clinical trial in China for TaurusOne® in
accordance with the principles set forth in the Draft TAVR Clinical Trial Principles to principally
evaluate the safety of TaurusOne®. Physicians at Beijing Fuwai Hospital conducted TAVR procedures on
ten trial subjects using TaurusOne®. The primary safety endpoint was the all-cause mortality rate of the
trial subjects within 30 days post interventional procedure. Throughout the follow-up period, among all
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the ten subjects, we observed nil all-cause mortality, nil stroke, one atrioventricular block, one
cardiovascular surgical intervention during procedure, one permanent pacemaker implantation before
discharge and one moderate paravalvular leak, and the subjects’ cardiac functions improved significantly
after the procedures.

In September 2017, we started the multi-center confirmatory clinical trial in China for TaurusOne®
to confirm its safety and efficacy. Physicians conducted TAVR procedures using TaurusOne® on 125 trial
subjects in six hospitals, with Beijing Fuwai Hospital as the principal investigator institution, and with
the final patient enrollment completed in April 2019. The primary endpoint was the all-cause mortality
rate of the trial subjects within 12 months post interventional procedure. As of the Latest Practicable
Date, we had completed the 30-day, six-month, and 12-month follow-ups for all the trial subjects, and are
in the process of conducting data analysis and preparing the clinical trial report. Throughout the
12-month follow-up period, we observed ten all-cause mortalities among the 125 trial participants.

All of the 135 trial subjects for the single-center feasibility clinical trial and the multi-center
confirmatory clinical trial met the following conditions:

° the patient was over the age of 70,
° the patient was evaluated as not being suitable for surgery,
° the patient was diagnosed with severe aortic stenosis by echocardiography, with peak

trans-aortic valve velocity at or greater than 4.0 m/s, trans-aortic valve pressure gradient at
or greater than 40 mmHg, orifice area less than 0.8 cm?, or effective orifice area index less
than 0.5 cm?/m?,

° the patient’s cardiac function was Class II or above under the NYHA classification, and
° the patient received an STS Score of eight or above.

According to Frost & Sullivan, as of the Latest Practicable Date, only three domestic companies
(including us) had conducted clinical trials for their first-generation transfemoral approach TAVR
products or product candidates. The patient enrollment requirements we adopted for the clinical trials for
TaurusOne® were more stringent than those adopted by the other two companies for their respective
first-generation TAVR products or product candidates. The average age of our trial subjects was 77.91, as
compared with 77.73 and 75.86 for that of the other two companies; the average STS Score of our trial
subjects was 9.94, as compared with 8.84 and 6.68 for that of the other two companies, according to Frost
& Sullivan.

Despite the fact that we adopted more stringent patient enrollment requirements than our major
competitors, the clinical data for the completed feasibility clinical trial and the currently available
interim 12-month follow-up clinical data for the ongoing confirmatory clinical trial for TaurusOne®
showed significant improvements in the patients’ cardiac functions after the TAVR procedures with a low
all-cause mortality rate, which demonstrated the favorable safety and efficacy profile of TaurusOne®. We
expect to complete the multi-center confirmatory clinical trial by the end of the second quarter of 2020,
and we expect to be ready for submission of an application to the NMPA for registration certificate once
Beijing Fuwai Hospital issues the final clinical trial report.
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Single-Center Feasibility Clinical Trial

THE DATA SET FORTH IN THE FOLLOWING PARAGRAPHS IS BASED ON A LIMITED
NUMBER OF TRIAL SUBJECTS OF TEN. THE NUMBER OF TRIAL SUBJECTS FOR OUR
FEASIBILITY CLINICAL TRIAL WAS DETERMINED IN ACCORDANCE WITH THE
PRINCIPLES SET FORTH IN THE PRINCIPLES FOR CLINICAL TRIAL REVIEW FOR
TRANSCATHETER AORTIC VALVE IMPLANTATION (DRAFT)  RESEHEARXA LT EBIRIEE
BERRBRBEFRA(BRERR) ).

Safety Indicators

The primary safety endpoint of the feasibility clinical trial was the subjects’ all-cause mortality at
30 days after the procedures. All-cause mortality refers to all of the deaths that occur, regardless of
whether the death is related to the procedure or the patient’s cardiovascular function. The all-cause
mortality rate for the ten subjects was nil at 30 days. The procedural success rate of the TAVR procedures
at the time of discharge from procedures was 90.0%.

The safety of TaurusOne® is also evaluated by the incidence of serious adverse events during the
30-day follow-up period, including myocardial infarction, major stroke, minor stroke, atrioventricular
block, cardiovascular surgical intervention during procedure and permanent pacemaker implantation
before discharge. The chart below shows the incidence of serious adverse events among the ten subjects
before the end of the follow-up period after the procedure:

Incidence of serious adverse events

30 Days

Death 0 (0.0%)
Myocardial Infarction 0 (0.0%)
Stroke

Major 0 (0.0%)

Minor 0 (0.0%)
Atrioventricular Block! 1 (10.0%)
Cardiovascular Surgical Intervention 1(10.0%)
Permanent Pacemaker Implantation' 1 (10.0%)
Note:
1. The incidence of these two serious adverse events happened to the same subject.

Efficacy Indicators

The efficacy of TaurusOne® is evaluated based on, among others, the relevant physical conditions
of the subjects, including their trans-aortic valve pressure gradient, trans-aortic valve velocity,
proportion of patients with a Class III or Class IV cardiac function under the NYHA classification, the
size of the aortic valve orifice area, LVEF, and the incidence and severity of PVL.

The following charts demonstrate the improvements in the physical conditions of the subjects

before the procedure and at the follow-up time (30 days * 7 days). All data presented average numbers
(= standard deviation) among all the subjects examined at the respective time.
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Trans-Aortic Valve Pressure Gradient

As reflected in the chart below, the subjects’ trans-aortic valve pressure gradient substantially
decreased from 52.90 (£9.61) mmHg prior to the procedures to 10.58 (+=4.05) mmHg at the follow-up
time. Ten and eight subjects were examined before the procedures and at the follow-up time, respectively.
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Trans-Aortic Valve Velocity

As shown in the chart below, the subjects’ trans-aortic valve velocity decreased from 4.65 (+0.39)

m/s prior to the procedure to 1.89 (£0.63) m/s at the follow-up time. Ten and eight subjects were

examined before the procedure and at the follow-up time, respectively.
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Change in the subjects’ trans-aortic valve velocity
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Cardiac Functions under the NYHA Classification

In addition, as shown in the table below, the proportion of the subjects with a Class III or Class IV
cardiac function under the NYHA classification decreased significantly after the procedures. All the ten
subjects had a cardiac function of Class III under the NYHA classification prior to the procedure,
whereas at the follow-up time, the cardiac function of eight subjects improved to Class I, and the cardiac
function of one subject improved to Class II. Ten and nine subjects were examined before the procedure

and at the follow-up time, respectively.

Change in the subjects’ cardiac functions under the NYHA classification

Pre-procedure 30 Days
Number of Subjects 10 9
Class I 0 (0.0%) 8 (88.9%)
Class II 0 (0.0%) 1 (11.1%)
Class III 10 (100.0%) 0 (0.0%)
Class IV 0 (0.0%) 0 (0.0%)

Aortic Valve Orifice Area
As shown in the chart below, the subjects’ aortic valve orifice area increased from 0.77 (+0.21)
cm? prior to the procedure to 1.45 (£0.13) cm? at the follow-up time. Five and six subjects were

examined before the procedure and at the follow-up time, respectively.

Change in the subjects’ aortic valve orifice area

(cm?)

1.8 1.45
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0.0 Pre-procedure 30 days
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Left Ventricular Ejection Fraction (LVEF)
The subjects’ LVEF remained largely stable before and after the procedure, with a slight decrease

from 67.50% (£ 6.22%) prior to the procedure to 64.63% (£3.50%) at the follow-up time. Ten and eight
subjects were examined before the procedure and at the follow-up time, respectively.
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Paravalvular Leak (PVL)

None of the ten trial subjects experienced PVL immediately after the procedures. At the time of the
follow-up conducted with nine trial subjects, one subject suffered from a trace PVL, and one subject
suffered from a mild PVL; other than the above, no PVL was observed.

Multi-Center Confirmatory Clinical Trial Data
Safety Indicator

The primary safety endpoint of the confirmatory clinical trial is the all-cause mortality rate of the
trial subjects within 12 months post interventional procedure. Other safety and efficacy indicators
include, among others, the procedural success rate, the incidence of serious adverse events during the
follow-up periods, and the relevant physical conditions of the subjects.

As of the Latest Practicable Date, we had completed the 30-day, six-month, and 12-month
follow-ups for all the trial subjects, and are in the process of conducting data analysis and preparing the
clinical trial report.

Among the 125 trial subjects, the procedural success rate was 97.6%. The incident number of
all-cause mortality was two at 30 days, four at six months, and ten at 12 months. The all-cause mortality
rate for the 125 subjects was 1.6% at 30 days, 3.2% at six months and 8.0% at 12 months. The table below
shows a summary of the all-cause mortality of the trial subjects.

30 Days 6 Months 12 Months

Death 2 (1.6%) 4 (3.2%) 10 (8.0%)

The numbers presented above are the raw data observed from the confirmatory clinical trial. But as
set forth in the protocols of the confirmatory clinical trial for TaurusOne®, when preparing the clinical
trial report and analyzing the data, it is permissible to exclude the data generated from certain trial
subjects (for each of the five hospitals which participated in the confirmatory clinical trial other than
Beijing Fuwai Hospital, the first two trial subjects who underwent TAVR procedures in that hospital can
be excluded). According to Frost & Sullivan, (i) the reason for such exclusion is to more accurately
evaluate the safety and efficacy of the product, and to minimize, to the extent reasonable, the potential
negative impact on the data resulting from the physicians’ unfamiliarity with the product; (ii) the reason
for such exclusion was fully elucidated in the protocols of the confirmatory clinical trial and the
exclusion standards were determined when designing the protocols (i.e., before any procedure was
conducted); and (iii) such exclusion is a common practice for clinical trials in the medical device
industry.

Following the protocols of the confirmatory clinical trial, when preparing the 12-month interim
clinical trial report and analyzing the data for the confirmatory clinical trial, the data generated from five
trial subjects were excluded. After such exclusion, among the 120 trial subjects, the incident number of
all-cause mortality was 8 at the 12-month follow-up time, therefore the 12-month all-cause mortality rate
for the confirmatory clinical trial was 6.67%.

Pursuant to the TAVR Clinical Trial Guidelines, currently, the maximum 12-month all-cause
mortality rate acceptable by the NMPA is 30%.
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Efficacy Indicators

The efficacy endpoints of the confirmatory clinical trial are evaluated based on the relevant
physical conditions of the subjects, including their trans-aortic valve pressure gradient, peak trans-aortic
valve velocity, proportion of patients with a Class III or Class IV cardiac function under the NYHA

classification, the size of the aortic valve orifice area, LVEF, and the incidence and severity of PVL.

The following charts demonstrate the improvements in the physical conditions of the subjects
before the procedure and at the six-month follow-up time. All data presented represent average numbers

among all the subjects examined at the respective time.
Trans-Aortic Valve Pressure Gradient

As reflected in the chart below, the subjects’ trans-aortic valve pressure gradient substantially
decreased from 57.03 mmHg prior to the procedures to 11.40 mmHg at the six-month follow-up time and
12.13 mmHg at the 12-month follow-up time. 122, 105, and 82 subjects were examined before the
procedures, at the six-month follow-up time, and at the 12-month follow-up time, respectively.

Change in the subjects’ trans-aortic valve pressure gradient
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0.00 Pre-procedure 6 months 12 months
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Peak Trans-Aortic Valve Velocity

As reflected in the chart below, the subjects’ peak trans-aortic valve velocity decreased from 4.80
m/s prior to the procedures to 2.26 m/s at the six-month follow-up time and to 2.23 m/s at the 12-month
follow-up time. 122, 107, and 88 subjects were examined before the procedures, at the six-month

follow-up time and at the 12-month follow-up time, respectively.
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Change in the subjects’ peak trans-aortic valve velocity
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Cardiac Functions under the NYHA Classification

In addition, as shown in the table below, the proportion of the subjects with a Class III or Class IV
cardiac function under the NYHA classification decreased significantly after the procedures. 89.3% of
the subjects had a cardiac function of Class III or Class IV under the NYHA classification prior to the
procedures, whereas at the six-month and 12-month follow-up time, respectively 95.3% and 95.2% of the
subjects had a cardiac function of Class I or Class II. 122, 106, and 83 subjects were examined before the

procedures, at the six-month follow-up time, and at the 12-month follow-up time, respectively.

Change in the subjects’ cardiac functions under the NYHA classification

Pre-procedure 6 months 12 months
Number of Subjects 122 106 83
Class I 0 (0.0%) 31 (29.3%) 29 (34.9%)
Class II 13 (10.7%) 70 (66.0%) 50 (60.2%)
Class III 51 (41.8%) 4 (3.8%) 4 (4.8%)
Class IV 58 (47.5%) 1 (0.9%) 0 (0.0%)

Aortic Valve Orifice Area

As shown in the chart below, the subjects’ aortic valve orifice area increased from 0.616 cm? prior
to the procedures to 1.731 cm? at the six-month follow-up time and 1.79 cm? at the 12-month follow-up
time. 74, 78, and 64 subjects were examined before the procedures, at the six-month follow-up time, and

at the 12-month follow-up time, respectively.
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Change in the subjects’ aortic valve orifice area
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Left Ventricular Ejection Fraction (LVEF)

As shown in the chart below, the subjects’ LVEF increased from 55.40% prior to the procedure to
61.28% at the six-month follow-up time and 60.89% at the 12-month follow-up time. 121, 106, and 88
subjects were examined before the procedures, at the six-month follow-up time, and at the 12-month

follow-up time, respectively.
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Paravalvular Leak (PVL)

At the time of the six-month follow-up conducted with 107 subjects, 75 subjects experienced no or
minimum PVL and 31 subjects experienced above minimum but below-medium PVL. At the time of the
12-month follow-up conducted with 88 subjects, 66 subjects experienced no or minimum PVL and 21

subjects experienced above minimum but below-medium PVL.

6 months 12 months
Number of subjects 107 88
No or minimum 75 (70.1%) 66 (75.0%)
Above minimum but below medium 31 (29.0%) 21 (23.9%)
Medium 1 (0.9%) 1(1.1%)

Market Opportunity and Competition

Globally, the number of TAVR procedures conducted increased from 57 thousand in 2014 to 128
thousand in 2018 at a CAGR of 22.5%, and is expected to further increase to 341 thousand in 2025, at a
CAGR of 15.0% from 2018 to 2025, according to Frost & Sullivan. The global market size for TAVR
products increased from US$1.5 billion in 2014 to US$4.1 billion in 2018 at a CAGR of 27.8%, and is
expected to further increase to US$10.4 billion in 2025, at a CAGR of 14.3% from 2018 to 2025,

according to Frost & Sullivan.

The number of aortic stenosis patients is increasing globally and in China: worldwide, the number
of aortic stenosis patients grew from 18.0 million in 2014 to 19.3 million in 2018, and is anticipated to
reach 22.1 million in 2025. Among the foregoing number of patients, those eligible for TAVR procedures
grew from 3.4 million in 2014 to 3.6 million in 2018, and is anticipated to reach 4.1 million in 2025,
according to Frost & Sullivan. In China, the population of aortic stenosis patients grew from 3.9 million
in 2014 to 4.2 million in 2018, and is anticipated to further increase to 4.9 million in 2025, according to
Frost & Sullivan. Among this population, the number of patients eligible for TAVR procedures grew from
656.8 thousand in 2014 to 742.1 thousand in 2018, and is expected to reach 942.8 thousand in 2025,
according to Frost & Sullivan.

The number of TAVR procedures conducted is increasing significantly due to the clinical safety

and efficacy of TAVR procedures in comparison to SAVR procedures, according to Frost & Sullivan.

According to Frost & Sullivan, although the FDA has already expanded the TAVR indications to
patients with low surgical risk, as of the Latest Practicable Date, in China, TAVR procedures are only
approved by the NMPA to be conducted on patients who are not suited for surgeries and patients with high
surgical risk. It is expected that TAVR procedures will be approved by the NMPA to be conducted on

patients with intermediate to low surgical risk, according to Frost & Sullivan.
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In addition, although transfemoral TAVR procedures had been used by physicians to treat patients
with aortic stenosis with regurgitation, as of the Latest Practicable Date, transfemoral TAVR procedures
are not approved for treating pure aortic regurgitation patients, according to Frost & Sullivan. The future
application of transfemoral TAVR procedures for treating aortic regurgitation patients may further

contribute to the expansion of the TAVR product market, according to Frost & Sullivan.

TAVR procedures are reimbursable in certain countries, such as the U.S. In China, as of the Latest
Practicable Date, practice varies among provinces for the reimbursement of TAVR procedures, according
to Frost & Sullivan. As of the Latest Practicable Date, no TAVR product in China had been included in the
PRC national medical reimbursement list, according to Frost & Sullivan. There is an increasing number
of patients undergoing TAVR procedures and more provinces are expected to offer insurance coverage for

TAVR procedures, according to Frost & Sullivan.

As of the Latest Practicable Date, there were over ten TAVR products globally that had received the
NMPA approval, FDA approval or CE Marking, according to Frost & Sullivan. As of the Latest
Practicable Date, there were three TAVR products approved for marketing by the NMPA in China and six

TAVR product candidates in China at the clinical trial stage, according to Frost & Sullivan.

The TAVR product market in China is at an early stage of its development, without any single
dominating player, according to Frost & Sullivan. As of the Latest Practicable Date, only one
international company and four domestic companies had TAVR products or product candidates in the
clinical trial stage or more advanced stage in China, according to Frost & Sullivan. This market is
estimated to continue to be led by a few domestic Chinese players, according to Frost & Sullivan, and the
ability to develop advanced products with features tailored to the needs of Chinese patients and

physicians is expected to be one of the key distinguishing factors for competing in this market.

According to Frost & Sullivan, domestic companies have a dominating status in this market
because they are able to design and improve products that are tailored to Chinese patients who suffer from
a more severe degree of aortic stenosis condition in terms of the aortic valve’s calcium volume and the
incidence rate of bicuspid valve morphology. At the current stage, since the three commercialized TAVR
products in China are all developed by domestic companies, such products have contributed to Chinese
physicians’ knowledge, recognition and acceptance of TAVR. Furthermore, domestic companies are
continuously adding innovative features to TAVR products that will increase their safety and efficacy,
such as sealing skirt design that lowers the risk of paravalvular leak, retrievable function, steerable
function, pre-loaded valve feature and glutaraldehyde-free technology. Therefore, Chinese physicians
have a preference for domestic products due to their familiarity with and preference for such products. In
addition, it is expected that the favorable policy environment in China will further encourage the
expansion of the national reimbursement list for domestic medical devices in the future, which will also

support the TAVR products developed by domestic companies.
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The table below is a summary of all the TAVR products commercialized or in clinical trial stages in

China:
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Sapien 3

1. NMP.

Abbreviations and Note

Additional Features Illustration

SE: Self-expanding

'A approved products

Designed for BAV

VenusA-Valve®
)

Porcine

VitaFlow*
i oo
VitaFlow 11

(3]

TaurusOne

2]

'

TaurusElite

2]
o

BE: Balloon-expanding

TF: Transfemoral approach

TA: Transapical approach

9 Sealing Skirt

e Retrievable

Sourc

The table below is a summary of the clinical stage

e: Frost & Sullivan analysis.

above-mentioned products:

and approval status of each of the

Date of First
Competing Clinical Trial NMPA Commercial Commercial
Products Status Starting Date Approval Date  Launch Date ~ Implant Price (RMB)?
Sapien XT In clinical trial ~ September 18, 2017 N/A N/A N/A N/A
Sapien 3 In clinical trial ~ May 23, 2018 N/A N/A N/A N/A
VenusA-Valve Commercialized ~ September 10, 2012 April 27,2017 May 2017 August 2017 248,000
VenusA-Plus  In clinical trial ~ November 23, 2017 N/A N/A N/A N/A
J-Valve Commercialized March 26, 2014 May 3, 2017 June 2017 July 2017 260,000
Vita Flow Commercialized ~September 24, 2014 July 12,2019 August 2019 August 2019 196,000
Vita Flow Il Inclinical trial ~ January 31, 2018 N/A N/A N/A N/A
Source: NMPA, company websites, clinical trials, Frost & Sullivan analysis
Notes:
1. N/A refers to “not applicable” as the relevant products are still at clinical trial stages and yet to be approved.
2. The prices of VenusA-Valve, J-Valve and Vita Flow set forth herein are provided by Frost & Sullivan, based on the

public wholesale tender prices of the relevant products in China as of the Latest Practicable Date. The prices of

such products may be subject to changes, over which we do not have control.
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WE MAY NOT BE ABLE TO ULTIMATELY DEVELOP AND MARKET TAURUSONE®
SUCCESSFULLY.

TaurusElite

TaurusElite is our second-generation TAVR device developed based on TaurusOne®. Compared to
TaurusOne®, TaurusElite’s DCS has a retrievable function. We initiated a multi-center clinical trial for
TaurusElite in December 2019, and expect to complete patient enrollment of the clinical trial by the third
quarter of 2020. We currently expect that the completion of the clinical trial will be delayed to the second
quarter of 2021 due to the outbreak of COVID-19. We plan to submit the application to the NMPA for the
commercialization of TaurusElite in China in the form of an amendment to the TaurusOne® registration.

Product Structure

TaurusElite has a similar product structure as TaurusOne®, and also consists of a PAV, a DCS and
an LS. Its PAV, which is the same as that for TaurusOne®, also consists of a self-expanding
nickel-titanium frame with a low-height cone mesh design, and a single layer of bovine pericardium
leaflets with a sealing skirt at the inflow end.

In contrast to TaurusOne®, TaurusElite’s DCS has a retrievable function. During a procedure, the
retrievable function allows a physician to retrieve the PAV before it is fully released so the physician can
readjust the PAV’s position and orientation. In TAVR procedures, physicians may have difficulties
monitoring and precisely placing the PAV at the target position and with ideal orientation, leading to a
greater number of incidence of complications such as open-heart surgeries, permanent pacemaker
implantation, paravalvular leak or even mortality. The retrievable function can significantly reduce the
risk of severe adverse events and increase the procedural success rate by allowing physicians multiple
attempts at adjusting the PAV’s position and orientation. Such feature can also greatly reduce the entry
barrier for physicians learning the TAVR operation, and we believe it will significantly increase the
supply of TAVR procedures and the speed of market expansion for our TAVR products.

Operation Procedure

Apart from the retrievable function, TaurusElite involves an operation procedure similar to that of
TaurusOne®. Before fully releasing the PAV from the DCS, the physician can utilize the multiple opaque
markers on the DCS to monitor the positioning and orientation of the PAV. If the physician determines
that the initial release position or orientation of the PAV is not ideal, he or she can retrieve the PAV by
rotating the DCS’ handle, readjust the position and orientation, and then fully release the PAV.

Market Opportunity and Competition

According to Frost & Sullivan, players in the TAVR product market have continuously added
innovative features to next-generation TAVR products. The majority of the first generation TAVR
products and product candidates provide basic valve replacement function with no retrievable features.
Most next-generation TAVR products and product candidates include retrievable and sealing skirt design
in order to increase the safety and efficacy of TAVR procedures. According to Frost & Sullivan, in the
China market, there is not yet any commercialized second-generation TAVR product as of the Latest
Practicable Date, and we are one of four companies with second-generation TAVR product candidates at
the clinical trial stage. We believe that with its anti-paravalvular leak design, retrievable function, special
design tailored to Chinese patients, and the small profile and optimal flexibility of its DCS, TaurusElite
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will be a competitive product in the market. For details, please refer to the paragraphs headed “Industry
Overview—The Transcatheter Valve Therapeutic Medical Device Market—TAVR Product
Market—Competitive Landscape for TAVR Product Market in China” in this prospectus.

If TaurusElite is successfully launched, it may constitute competition with TaurusOne®, and we
expect that the market share of TaurusOne® will decrease after the launch of TaurusElite. However, we
believe that the benefit of the successful launch of TaurusElite significantly outweighs the potential
cannibalization effect, as it would allow us to capture a larger combined market share. We also plan to
adjust the pricing of TaurusOne® after the launch of TaurusElite, in order to cover different market
segments and to attract more end customers to use our products.

WE MAY NOT BE ABLE TO ULTIMATELY DEVELOP AND MARKET TAURUSELITE
SUCCESSFULLY.

TaurusNXT

TaurusNXT is our third-generation TAVR product, and is currently in type testing and animal study
stage. In comparison to TaurusElite, TaurusNXT’s DCS is both retrievable and steerable, which makes it
even easier for physicians to guide the PAV to its target position, thereby further increasing the safety of
the procedure. More importantly, TaurusNXT features advanced anti-calcification and dry tissue
technologies. We expect to complete type testing and animal studies for TaurusNXT in the third quarter of
2020. We expect to initiate the clinical trial for TaurusNXT in the fourth quarter of 2020. For sales of
TaurusNXT in China, we plan to submit the NMPA application for TaurusNXT as a new product once we
complete all clinical trials for TaurusNXT.

Product Structure

TaurusNXT has a significantly different product structure from TaurusOne® and TaurusElite. It
also features a PAV, a DCS and an LS, but its PAV is pre-loaded onto the DCS. The PAV consists of a
self-expanding nickel-titanium frame with an anchoring feature for regurgitation and with a set of more
easily identifiable marks. It uses a single layer of bovine pericardium leaflets with a sealing skirt at the
inflow end.

The fundamental breakthrough of TaurusNXT is its anti-calcification feature. Traditionally,
glutaraldehyde is commonly used for treating leaflets because it can help (i) chemical cross-link the
protein and increase the strength of the valve tissue, (ii) prevent tissue bio-degradation, (iii) inactivate
any virus in the tissue, and (iv) reduce the immunogenicity profile of the tissue. However, after
glutaraldehyde treatment, a residual amount of aldehyde typically remains on the leaflets, which is a
major cause of subsequent tissue calcification upon use. We have successfully developed technologies
that remove the need for glutaraldehyde treatment altogether, while providing even better chemical
cross-linking and immunogenicity profile than glutaraldehyde treatment, and maintaining comparable
biological compatibility and anti-virus features, according to Frost & Sullivan. In addition, we believe
our dry tissue technology preserves the tissue structure integrity, makes the storage and delivery of the
PAVs cheaper and easier, and helps prevent secondary glutaraldehyde contamination. Given that
calcification has been demonstrated to be the major reason behind prosthetic valve function deterioration,
it is expected that PAVs with such anti-calcification technologies will be much more durable than other
similar products in the market. According to Frost & Sullivan, no commercialized or clinical-stage TAVR
product or product candidate in China has applied such new and highly advanced technologies to date.
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TaurusNXT’s DCS has both retrievable and steerable functions. During a procedure, physicians
can easily steer the angle of the PAV, and can retrieve the PAV before it is fully released. Compared to
TaurusElite, the steerable function can further decrease the risk of adverse effects and increase the
procedural success rate by allowing physicians to accurately position the PAV.

Operation Procedure

Despite its structural differences, TaurusNXT has an operation procedure similar to that of
TaurusOne® and TaurusElite. Before releasing the PAV from the DCS, the physician can utilize the
multiple opaque markers on the PAV to monitor the positioning of the PAV and if the initial release
position is not ideal, he or she can retrieve and steer the PAV by rotating the DCS’ handle, and readjust the
position.

Market Opportunity and Competition

According to Frost & Sullivan, as of the Latest Practicable Date, no commercialized or
clinical-stage TAVR product in China applied such advanced anti-calcification technologies as those we
are developing. We expect that TaurusNXT will become a highly competitive product in the market. For
details, please refer to the paragraphs headed “Industry Overview—The Transcatheter Valve Therapeutic
Medical Device Market—TAVR Product Market—Competitive Landscape for TAVR Product Market in
China” in this prospectus.

If TaurusNXT is successfully launched, it may constitute competition with TaurusOne® and
TaurusElite, and we expect that the market share of TaurusOne® and TaurusElite will decrease after the
launch of TaurusNXT. However, we believe that the benefit of the successful launch of TaurusNXT
significantly outweighs the potential cannibalization effect, as it would allow us to capture a larger
combined market share. We also plan to adjust the pricing of TaurusOne® and TaurusElite after the launch
of TaurusNXT, in order to cover different market segments and to attract more end customers to use our
products.

WE MAY NOT BE ABLE TO ULTIMATELY DEVELOP AND MARKET TAURUSNXT
SUCCESSFULLY.

Neurointerventional Procedural Products
Acquisition of Achieva

Achieva was founded in 2005. It focuses on the research and development of neurointerventional
procedural medical devices.

As part of our strategy to build an integrated interventional procedural device platform, we entered
into the Share Swap with Achieva Medical’s shareholders in March 2019 to acquire all of the equity
interest in Achieva Medical. Achieva Medical became our subsidiary upon the first closing of our
acquisition through the Share Swap in March 2019, and became our wholly-owned subsidiary upon the
second closing in May 2019. For more details regarding the acquisition, please refer to the paragraphs
headed “History, Development and Corporate Structure—Corporate Development” in this prospectus.

We integrated Achieva’s business in our newly established neurointerventional business unit. We

also streamlined the organizational structure of the enlarged group by merging certain teams shared by
both business units, such as human resources, finance, clinical trial management, and marketing.
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We have consolidated Achieva’s results of operations since March 29, 2019. For more details on

the financial information of Achieva and our consolidated financial information, please refer to the

section headed “Financial Information” and Appendix I to this prospectus.

We currently manufacture and sell five neurointerventional procedural medical devices. We plan to

launch the sale of our sixth neurointerventional procedural product, Yibida® Guiding Catheter, in the
second or third quarter of 2020. As of the Latest Practicable Date, we had obtained the NMPA approval
for five products and the Shanghai MPA approval for one product. We have also obtained CE Marking and

certain other approvals or registrations in Brazil, Ecuador and Indonesia.

The table below summarizes information of our approved neurointerventional procedural medical

devices:

Product category

Classification Features and applications

Product structure

Jasper® Detachable
Coil

Presgo® Detachable
Coil

Presgo® Micro
Guidewire

Presgo® Micro
Catheter

Class III This product is used for the treatment of
cerebral aneurysm and dural
arteriovenous fistula. The product
contains two parts: coil and delivery wire.
The coil is inserted into the target
position, and when an electrical current is
applied, the connection between the
delivery wire and the coil is dissolved
through electrolysis, leaving behind the
coil. The coil then causes an intratumoral
thrombus, which prevents the aneurysm
from further expanding or breaking. At
the same time, endothelial cells start to
cover the aneurysm neck so that the
aneurysm is cured.

Class III This product is used for the treatment of
cerebral aneurysm and dural
arteriovenous fistula. It can be directly
inserted into the target position. It
disconnects from the delivery system
mechanically and is then left behind in
the aneurysm. The coil then causes an
intratumoral thrombus, which prevents
the aneurysm from further expanding or
breaking. In the meantime, endothelial
cells start to cover the aneurysm neck so
that the aneurysm is cured.

Class III This product is applicable to cerebral and
peripheral blood vessels to assist the
smooth delivery of diagnostic or
treatment devices to the site of lesion.

Class III This product assists the delivery of
diagnostic devices (materials) and/or
therapeutic devices (materials) to the
systemic vascular system, including the
neurovascular system and peripheral
vascular system.
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Product category Classification Features and applications Product structure
Yibida® Guiding Class III This product is used to introduce
Catheter interventional procedural or diagnostic : ’ =

devices into the peripheral vascular
system and neurovascular system.

Jasper® Power Class I1' This product is used to supply current to
Supply detach the Jasper® Detachable Coil in its O
application. [:I = |®
e
e
v R
c
4 ||| o |8
® =
Note:
1. After the Shanghai MPA approval was obtained for Jasper® Power Supply in 2016, the medical device classification for the

product was re-designated as Class III. As such, upon the expiry of the current registration certificate of Jasper® Power
Supply, we would need to renew the registration certificate with the NMPA.

Jasper® Detachable Coil

Jasper® Detachable Coil, our first-generation detachable coil, is used to treat cerebral aneurysm
and dural arteriovenous fistula through embolization. Jasper® Detachable Coil consists of a coil made of
platinum tungsten alloy, and a 304V stainless steel delivery wire. During a cerebral aneurysm
endovascular coiling procedure, the physician uses the delivery wire to insert the coil into the place of the
aneurysm. The delivery wire enables the physician to deploy, position, or reposition the coil until proper
placement. After the coil is properly placed, the physician can detach the coil from the delivery wire
through an electrolytic process. In a procedure, physicians may need to insert multiple coils into an
aneurysm. The coils left in the aneurysm then cause an intratumoral thrombus, which prevents the
aneurysm from further expanding or breaking. At the same time, endothelial cells start to cover the
aneurysm neck so that the aneurysm is cured.