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IMPORTANT

IMPORTANT: If you are in any doubt about any of the contents of this Prospectus, you should obtain independent professional
advice.
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GLOBAL OFFERING

Number of Offer Shares in the Global Offering : 78,537,500 H shares (subject to the
Over-allotment Option)
Number of Offer Shares in the International : 70,683,500 H shares (subject to adjustment and
Offering the Over-allotment Option)
Number of Hong Kong Offer Shares 7,854,000 H shares (subject to adjustment)
Maximum Offer Price HK$33.0 per H share, plus 1% brokerage, SFC

transaction levy of 0.0027%, and Hong Kong
Stock Exchange trading fee of 0.005%
(payable in full on application in Hong Kong
dollars and subject to refund)

RMB1.0 per H share
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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 the paragraph headed “Documents Delivered to the Registrar of Companies and Available for Inspection” in Appendix
VIl to this Prospectus, 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 of Hong Kong and the Registrar of Companies in Hong Kong take no responsibility for the contents of this Prospectus or any
other document referred to above.

The Offer Price is expected to be fixed by agreement between the Joint Representatives (on behalf of the Hong Kong Underwriters) and us on the Price Determination Date. The Price Determination
Date is expected to be on or around Wednesday, December 4, 2019 (Hong Kong time) and, in any event, not later than Monday, December 9, 2019 (Hong Kong time). The Offer Price will be not more
than HK$33.0 and is currently expected to be not less than HK$29.0 per Offer Share. If, for any reason, the Offer Price is not agreed by Monday, December 9, 2019 (Hong Kong time) between the
Joint Representatives (on behalf of the Hong Kong Underwriters) and us, the Global Offering will not proceed and will lapse.

Applicants for Hong Kong Offer Shares are required to pay, on application, the maximum Offer Price of HK$33.0 for each Hong Kong Offer Share together with a brokerage fee of 1%, a SFC transaction
levy of 0.0027% and a Hong Kong Stock Exchange trading fee of 0.005%, subject to refund if the Offer Price as finally determined is less than HK$33.0.

The Joint Representatives, on behalf of the Underwriters, and with our consent may, where considered appropriate, reduce the number of Hong Kong Offer Shares and/or the indicative
Offer Price range below that is stated in this Prospectus (which is HK$29.0 to HK$33.0) at any time prior to the morning of the last day for lodging applications under the Hong Kong Public
Offering. In such case, notices of the reduction in the number of Hong Kong Offer Shares and/or the indicative Offer Price range will be published in the South China Morning Post (in
English) and the Hong Kong Economic Times (in Chinese) as soon as practicable following the decision to make such reduction, and in any event not later than the morning of the day
which is the last day for lodging applications under the Hong Kong Public Offering. Such notices will also be available on the website of our Company at www.venusmedtech.com and
on the website of the Hong Kong Stock Exchange at www.hkexnews.hk. Further details are set forth in “Structure of the Global Offering” and “How to Apply for Hong Kong Offer Share”
in this Prospectus. If applications for Hong Kong Offer Shares have been submitted prior to the day which is the last day for lodging applications under the Hong Kong Public Offering, in the event
that the number of Offer Shares and/or the indicative Offer Price range is so reduced, such applications can subsequently be withdrawn.

We are incorporated, and substantially all of our businesses are located, in the PRC. Potential investors should be aware of the differences in the legal, economic and financial systems between the
PRC and Hong Kong and that there are different risk factors relating to investment in PRC-incorporated businesses. Potential investors should also be aware that the regulatory framework in the PRC
is different from the regulatory framework in Hong Kong and should take into consideration the different market nature of the shares of the Company. Such differences and risk factors are set out in
the sections headed “Risk Factors,” “Appendix IV—Summary of Principal Legal and Regulatory Provisions” and “Appendix V—Summary of Articles of Association” in this Prospectus.

The obligations of the Hong Kong Underwriters under the Hong Kong Underwriting Agreement are subject to termination by the Joint Representatives (on behalf of the Hong Kong
Underwriters) if certain grounds arise prior to 8:00 a.m. on the Listing Date. For details, see “Underwriting—Grounds for Termination.”

The Offer Shares have not been and will not be registered under the U.S. Securities Act or any state securities law in the United States and may not be offered, sold, pledged or transferred within
the United States or to, or for the account or benefit of U.S. persons, except in transactions exempt from, or not subject to, the registration requirements of the U.S. Securities Act. The Offer Shares
are being offered and sold (1) solely to QIBs as defined in Rule 144A pursuant to an exemption from registration under the U.S. Securities Act and (2) outside the United States in offshore transactions

in reliance on Regulation S under the U.S. Securities Act.
November 28, 2019



EXPECTED TIMETABLE!"

If there is any change in the following expected timetable, we will issue an announcement on
the respective websites of our Company at www.venusmedtech.com and the Hong Kong Stock
Exchange at www.hkexnews.hk.

Latest time for completing electronic applications under
White Form elPO service through the designated
website www.eipo.com.hk® . ... ... 11:30 a.m. on Tuesday,
December 3, 2019

Application lists open® . .. 11:45 a.m. on Tuesday,
December 3, 2019

Latest time for lodging WHITE and YELLOW Application Forms .. ... 12:00 noon on Tuesday,
December 3, 2019

Latest time for completing payment of White Form elPO
applications by effecting internet banking transfer(s)
or PPS payment transfer(s) . ........... ... 12:00 noon on Tuesday,
December 3, 2019

Latest time for giving electronic application instructions
to HKSCC™ 12:00 noon on Tuesday,
December 3, 2019

Application lists close® ... ... .. .. ... ... 12:00 noon on Tuesday,
December 3, 2019

Expected Price Determination Date'® .. ... ... ... ... ... ... ... .. ... ....... Wednesday,
December 4, 2019

(1) Announcement of the Offer Price, the level of indications of
interest in the International Offering, the level of applications
in the Hong Kong Public Offering and basis of allocation of
the Hong Kong Offer Shares under the Hong Kong Public Offering
to be published in the South China Morning Post (in English)
and the Hong Kong Economic Times (in Chinese) on or before ............. Monday,
December 9, 2019

(2) Results of allocations in the Hong Kong Public Offering
(with successful applicants’ identification document numbers,
where appropriate) to be available through a variety of channels
as described in “How to Apply for Hong Kong Offer Shares-Publication
of Results” in this Prospectus from . ....... ... ... ... . .. . . . . . Monday,
December 9, 2019

(3) A full announcement of the Hong Kong Public Offering containing
(1) and (2) above to be published on the website of the
Hong Kong Stock Exchange at www.hkexnews.hk and our website at
www.venusmedtech.com on or before . ........ ... .. ... ... ... ... ... ... Monday,
December 9, 2019




EXPECTED TIMETABLE!"

Results of allocations in 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 from . .. ... Monday,

Despatch/collection of H Share certificates or deposit of the H Share

certificates in respect of wholly or partially successful applications
pursuant to the Hong Kong Public Offering on or before™ ... .................. Monday,
December 9, 2019

Despatch/collection of refund cheques and White Form

e-Refund payment instructions in respect of wholly

or partially successful applications (if applicable)

and wholly or partially unsuccessful applications pursuant

to the Hong Kong Public Offering on or before®) ... .. ... .. ... ......... Monday,
December 9, 2019

Dealings in the H Shares on the Hong Kong Stock Exchange

expectedtocommence at ........... ... .. .. ... 9:00 a.m. on Tuesday,
December 10, 2019

Notes:

(1

(2)

(3)

(4)

(5)

(6)

All times refer to Hong Kong local time, except as otherwise stated.

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 an
application reference number from the designated website prior to 11:30 a.m., you will be permitted to
continue the application process (by completing payment of application monies) until 12:00 noon on the last
day for submitting applications, when the application lists close.

If there is/are a tropical cyclone warning signal number 8 or above, a “black” rainstorm warning and/or Extreme
Conditions in force in Hong Kong at any time between 9:00 a.m. and 12:00 noon on Tuesday, December 3, 2019,
the application lists will not open on that day. For further details, see “How to Apply for Hong Kong Offer
Shares—Effect of Bad Weather on the Opening of the Application Lists.”

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

The Price Determination Date is expected to be on or about Wednesday, December 4, 2019 and, in any event, not
later than Monday, December 9, 2019. If, for any reason, the Offer Price is not agreed by Monday, December 9, 2019
between us and the Joint Representatives (for themselves and on behalf of the Hong Kong Underwriters), the Global
Offering will not proceed and will lapse.

e-Refund payment instructions/refund cheques will be issued in respect of wholly or partially unsuccessful
applications pursuant to the Hong Kong Public Offering and also in respect of wholly or partially successful
applications in the event that the final Offer Price is less than the price payable per Offer Share on application.
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)

Applicants who have applied on WHITE Application Forms or through the White Form elPO service for 1,000,000
or more Hong Kong Offer Shares and have provided all information required by the Application Form may collect any
refund cheques (if applicable) and/or H Share certificates in person from our Company’s H Share Registrar,
Computershare Hong Kong Investor Services Limited, at Shops 1712-1716, 17th Floor, Hopewell Centre, 183
Queen’s Road East, Wanchai, Hong Kong between 9:00 a.m. and 1:00 p.m. on Monday, December 9, 2019 or such
other date as notified by our Company in the newspapers as the date of despatch/collection of H Share
certificates/e-Refund payment instructions/refund cheques. Applicants being individuals who is eligible for personal
collection may not authorize any other person to collect on their behalf. Applicants being corporations who is eligible
for personal collection must attend through their authorized representatives bearing letters of authorization from
their corporation stamped with the corporation’s chop. Both individuals and authorized representatives of
corporations must produce evidence of identity acceptable to our H Share Registrar at the time of collection.

Applicants who have applied for Hong Kong Offer Shares by giving electronic application instructions to HKSCC via
CCASS should refer to section headed “How to Apply for the Hong Kong Offer Shares—5. Personal Collection—(iv)
If you apply via Electronic Application Instructions to HKSCC” in this Prospectus for further details.

Applicants who have applied through the White Form elPO service and paid their application monies through single
bank accounts may have refund monies (if any) despatched to the bank account in the form of e-Refund payment
instructions. Applicants who have applied through the White Form elPO service and paid their application monies
through multiple bank accounts may have refund monies (if any) despatched to the address as specified in their
application instructions in the form of refund cheques by ordinary post at their own risk.

Uncollected H Share certificates and/or refund cheques will be despatched by ordinary post, at the applicants’ risk,
to the addresses specified on the relevant Application Forms.

Further details are set out in the section headed “How to Apply for the Hong Kong Offer Shares—13. Refund of
Application Monies” and “How to Apply for the Hong Kong Offer Shares—14. Despatch/Collection of H Share
Certificates and Refund Monies” in this Prospectus.

H Share certificates for the Hong Kong Offer Shares are expected to be issued on Monday,

December 9, 2019 but will only become valid certificates of title 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, prior to 8:00 a.m. on the Listing Date, which is expected
to be on or around Tuesday, December 10, 2019. Investors who trade H Shares on the basis of
publicly available allocation details before the receipt of H Share certificates or before the H Share
certificates becoming valid certificates of title do so entirely at their own risk.

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

procedures for applications for Hong Kong Offer Shares, see “Structure of the Global
Offering” and “How to Apply for Hong Kong Offer Shares” in this Prospectus, respectively.
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IMPORTANT NOTICE TO INVESTORS

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

You should rely only on the information contained in this Prospectus and the
Application Forms to make your investment decision. We have not authorized anyone to
provide you with information that is different from what is contained in this Prospectus.
Any information or representation not made in this Prospectus must not be relied on by
you as having been authorized by us, the Joint Representatives, the Joint Global
Coordinators, the Joint Bookrunners, the Joint Lead Managers, the Joint Sponsors, the
Underwriters, any of our or their respective directors, officers, employees, advisors,
agents or representatives or any other person or party involved in the Global Offering.
Information contained in our website, located at www.venusmedtech.com does not form
part of this Prospectus.
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SUMMARY

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

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

OVERVIEW

We are the leading transcatheter heart valve medical device player in China in terms of
implantation volume in 2018. According to Frost & Sullivan, we had a 79.3% market share in China
by implantation volume of TAVR products in 2018. Our self-developed product, VenusA-Valve, is
the first TAVR product approved by the NMPA and commercialized in China. As the pioneer in the
transcatheter heart valve industry in China, we enjoy first mover advantages. We believe that our
first mover advantages, together with our comprehensive product pipeline covering all four heart
valves, robust intellectual property portfolio with 193 issued patents and 196 patent applications
as of the Latest Practicable Date, and visionary management team, will serve as high entry
barriers and differentiate us from our peers. Our mission is to become a global leader in the
development and commercialization of transcatheter solutions for structural heart diseases.

We operate in a large untapped and fast-growing transcatheter heart valve market in China
and globally. Our products and product candidates are designed for transcatheter implantation to
replace dysfunctional heart valves (i.e. TAVR, TPVR, TMVR and TTVR) mainly associated with
aortic stenosis and pulmonic, mitral and tricuspid regurgitation. According to Frost & Sullivan, the
global TAV market expanded at a CAGR of 27.9% from US$1,500 million in 2014 to US$4,100
million in 2018, and is estimated to reach US$10,400 million in 2025, representing a CAGR of
14.3%. At its early stage of development with the first TAVR product launched in August 2017,
China’s TAV market is estimated to grow significantly at a CAGR of 65.0% from US$28.7 million
in 2018 to US$956.6 million in 2025. The global TPV market is estimated to grow at a CAGR of
14.4% from US$220.4 million in 2018 to US$564.5 million in 2025. China’s TPV market is
estimated to increase at a CAGR of 57.8% from US$12.1 million in 2020 to US$118.5 million in
2025. As of the Latest Practicable Date, there was no TMVR or TTVR product approved in any
market globally. The addressable market of TMVR and TTVR products is considerably larger than
that of TAVR and TPVR products, indicating significant growth potential. According to Frost &
Sullivan, the global prevalence of mitral regurgitation is estimated to reach 108.6 million in 2025
from 95.1 million in 2018 and the global prevalence of tricuspid regurgitation is expected to reach
55.9 million in 2025 from 48.6 million in 2018.

— 1 —



SUMMARY

To capitalize this market opportunity and to address the unmet medical needs in China and
globally, we were founded in 2009 to focus on the design, development and commercialization of
transcatheter heart valve products. With over 15 years of experience in the medical device
industry and as the senior management of several well-known medtech companies, the general
manager of our Company, Mr. Zi, and the chairman of the Board, Mr. Zeng, have brought in both
global vision and local expertise to every major aspect of our business. Under their leadership, we
have developed a comprehensive product portfolio that covers the transcatheter solutions for all
four heart valves as well as key ancillary products. Our self-developed product, VenusA-Valve, is
the first TAVR product approved by the NMPA and commercialized in China. We expect that our
self-developed TPVR product candidate, VenusP-Valve, once launched, to be the first TPVR
product approved by the NMPA, the first self-expanding TPVR product globally and the first TPVR
product for patients with RVOTD after receiving TAP treatment globally. We also added a key
clinical-stage CEP device, TriGUARDS, into our portfolio with our acquisition of Keystone in
December 2018. As the forerunner in China’s transcatheter heart valve sector over the past ten
years, we have accumulated extensive clinical data and established strong relationships with
KOLs and leading physicians and hospitals, all of which are expected to differentiate us from our
competitors and position us to further solidify our leadership position in the industry.

The following chart summarizes the development status of our products and product
candidates as of the Latest Practicable Date:

Product Pre-Clinical Clinical trial Registration
*  Venusavalve

(Non-retrievable)

%  VenusA-Plus
(Retrievable)

TAVR Products

| Reaisiation B

VenusA-Pilot Animal studies
(Retrievable and steerable) in process

%  VenusP-Valve

CE Marking: Clinical trial in process, registration in process

FDA: Animal trials in process

TMVR valve
TTVR valve
TAVS Applied for imported product license
Clinical trial in process

Ancillary s v .
Products REATEVE

TriGUARD3

Note China status "> Global status % Core products

“Retrievable” function allows physicians to retrieve the valve during a TAVR procedure
“Steerable” function allows physicians to steer the position of the valve during a TAVR procedure
“Patients without RVOTD” refers to patients without RVOTD but have symptoms similar to those of RVOTD that can be treated with TPVR procedures using our VenusP-Valve
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As we build our pipeline, we have established a transcatheter heart valve platform with
robust R&D, manufacturing and commercialization capabilities.

J R&D. Our R&D team, based in China, Israel and the U.S., is led by our COO, Mr. Lim,
former CTO of Transcatheter Technologies GmbH and a veteran with more than 15
years’ experience in the industry. Our R&D staff in the U.S. is led by Mr. Zeng, who has
over 15 years of experience in the U.S. medical device industry with extensive expertise
in product development. The R&D team of Keystone is led by Mr. Amit Ashkenazi, who
has extensive experience in the R&D of medical devices. We remain at the forefront of
heart valve technology by maintaining close contact with leading cardiologists globally,
and develop products that specifically address the clinical needs of transcatheter heart
valve replacement procedures. Our powerful R&D capabilities are reflected by our
strong intellectual property portfolio. As of the Latest Practicable Date, we owned an
aggregate of 389 patents and patent applications which consisted of 93 issued patents
and 60 patent applications in China and 100 issued patents and 136 patent applications
overseas including key markets such as the U.S. and the EU. For details on our
intellectual property rights, see “Business — Intellectual Property Right.”

. Manufacturing. We have an approximately 3,500 sq.m. facility in Hangzhou, China and
an approximately 816 sqg.m. facility in Israel for manufacturing our heart valve products
and product candidates. Our manufacturing facilities comply with the GMP
requirements in the U.S., the EU and China and follow rigorous manufacturing and
quality control standards to ensure high product quality and safety. We conduct all the
key valve manufacturing procedures in-house. Over the years, we have accumulated
extensive expertise and know-how in manufacturing heart valve products, which sets a
solid foundation for our long-term growth.

. Commercialization. We have a dedicated in-house sales team with a focus on academic
marketing driven by our extensive expertise and clinical resources. As the pioneer in
launching the first TAVR product in China, our products have contributed to the
underlying clinical experience of leading experts in China in setting up the guidelines for
physicians conducting TAVR and TPVR procedures. We have also established a
systematic TAVR training program in China to promote our TAVR products as well as
TAVR awareness and drive the penetration rate of TAV market in China. Since we
launched VenusA-Valve in August 2017, we generated revenue of RMB18.2 million,
RMB115.3 million and RMB86.2 million in 2017, 2018 and the five months ended May
31, 2019, respectively, primarily from the sales of VenusA-Valve.

To accomplish our mission to become a global leader of transcatheter solutions for structural
heart diseases, we plan to strengthen our presence in the TAV market in China by growing sales
of VenusA-Valve in hospitals that already use our products and penetrating sales into new
hospitals with physician education and training. At the same time, we plan to launch our other
heart valves and key ancillary products to offer comprehensive transcatheter heart valve solutions
and to expand our presence in North America, the EU and emerging markets. We will also
consider strategic partnership and acquisition opportunities that have the potential to broaden our
product portfolio and strengthen our R&D and manufacturing capabilities.
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OUR COMPETITIVE STRENGTHS

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

. Market leader in a large untapped and fast-growing transcatheter heart valve industry
in China

. Significant first mover advantages in China enhanced by our focus on innovation

. Comprehensive product portfolio solidifying our leading position and addressing unmet
medical needs

J Established transcatheter heart valve platform supported by our global expert network

. Visionary and experienced management and advisory board with a proven track record
OUR STRATEGIES

Our mission is to become a global leader in the development and commercialization of
transcatheter solutions for structural heart diseases. We plan to execute the following strategies
to achieve our mission.

J Continue to grow sales of VenusA-Valve

. Leverage our experience with VenusA-Valve to commercialize VenusP-Valve and other
product candidates in China

. Expand our presence in North America, the EU and emerging markets to become a
global leader

. Continue to advance and strengthen our pipeline products within the structural heart
disease space

SUMMARY OF KEY FINANCIAL INFORMATION

This summary historical data of financial information set forth below have been derived from,
and should be read in conjunction with, our consolidated financial statements, including the
accompanying notes, set forth in the Accountants’ Report set out in Appendix IA to this
Prospectus, as well as the information set forth in “Financial Information” of this Prospectus. Our
financial information was prepared in accordance with IFRS.
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Consolidated Statements of Profit or Loss

The table below sets forth our consolidated statements of profit or loss with line items in
amounts and as percentages of our revenue for the periods indicated:

For the year ended December 31, For the five months ended May 31,
2017 2018 2018 2019

% of % of % of % of
RMB’000 Revenue RMB’000 Revenue RMB 000 Revenue RMB 000 Revenue

(unaudited)

Revenue . . . . ... ... .. 18,164 100 115,348 100 38,315 100 86,206 100
Costofsales . ........ (8,077) (16.9) (16,368) (14.2) (5,380) (14.0) (15,042) (17.4)
Gross profit . . .. ...... 15,087 83.1 98,980 85.8 32,935 86.0 71,164 82.6
Other income and gains . . 5,137 28.3 13,152 11.4 1,731 4.5 608 0.7
Selling and distribution

expenses . ... ...... (385,922) (197.8) (66,865) (58.0)  (18,996) (49.6) (40,143) (46.6)
R&Dcosts . .. ........ (117,360) (646.1) (104,774) (90.8)  (37,026) (96.6) (82,416) (95.6)
Administrative expenses .. (20,393) (112.3) (223,864) (194.1) (26,774) (69.9) (74,611) (86.5)
Other expenses . . ... .. (2,157) (11.9) (11,351) (9.8) (326) (0.9) (5,062) (5.9)
Impairment losses on

financial assets, net. . . . (330) (1.8) (1,674) (1.5) (767) (2.0) (544) (0.6)
Finance costs . . . ... ... (1,510) (8.3) (3,224) (2.8) (973) (2.5) (7,198) (8.3)
Loss before tax . ... ... (157,448) (866.8) (299,620) (259.8) (50,196) (131.0) (138,202) (160.3)
Income tax expense . . . .. (500) (2.8) (898) (0.8) (407) (1.1) (221) (0.3)

Loss for the year/period. . (157,948) (869.6) (300,518) (260.5) (50,603) (132.1) (138,423) (160.6)

Add:
Share awards . . .. ... .. 73,536 404.8 235,765 204.4 36,279 94.7 47,416 55.0
Listing expenses . . . . . .. - - 10,091 8.7 - - 10,166 11.8

Non-IFRS Measure
(unaudited)
Adjusted net loss for the
year/period™ . ... ... (84,412) (464.7)  (54,662)  (47.4) (14,324) (37.4)  (80,841)  (93.8)

Note:

(1)  We define adjusted net loss for the year/period as loss for the year/period adjusted for certain non-operational or
one-off expenses that do not affect our ongoing operating performance, including share awards and Listing
expenses. For a reconciliation of loss for the year/period to adjusted net loss as we define, see “Financial
Information—Non-IFRS Measures.”

Our net loss increased from RMB50.6 million for the five months ended May 31, 2018 to
RMB138.4 million for the five months ended May 31, 2019, primarily because our administrative
expenses increased from RMB26.8 million to RMB74.6 million as a result of increased staff costs
associated with the bonuses to Keystone’s administrative staff upon certain milestones in relation
to the acquisition of Keystone amortized during the five months ended May 31, 2019 and
increased share awards associated with the increase in the number of administrative staff, our
R&D costs increased from RMB37.0 million to RMB82.4 million as a result of increased staff costs
due to our increased number of staff and clinical trial expenses incurred for TriGUARDS, and our
selling and distribution expenses increased from RMB19.0 million to RMB40.1 million as a result
of increased marketing activities and promotion efforts and increased staff costs mainly due to the
increased number of sales and marketing staff.
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Our net loss increased from RMB157.9 million for the year ended December 31, 2017 to
RMB300.5 million for the year ended December 31, 2018, primarily because our administrative
expenses increased from RMB20.4 million to RMB223.9 million as a result of the share awards
granted or vested to our administrative staff in 2018 and the share awards granted in 2017 that
were amortized in 2018, and our selling and distribution expenses increased from RMB35.9
million to RMB66.9 million mainly due to our expanded marketing activities and increased number
of sales and marketing employees. For details, see “Financial Information.”

Selected Items of Consolidated Statements of Financial Position

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

As of
As of December 31, May 31,
2017 2018 2019
RMB’000 RMB’000 RMB’000
Total non-currentassets . . ... ... ... ............. 72,327 743,743 738,852
Total currentassets . . . ... ... ... . ... ... .. ... ... 121,684 290,638 310,863
Totalassets. . . ... ... ... ... ... ... ... ... ... 194,011 1,034,381 1,049,715
Total current liabilities . . . . ... ... .. ... ... ........ 95,967 496,130 585,714
Net current assets/(liabilities) . . . . . ... ... ... ...... 25,717 (205,492) (274,851)
Total non-current liabilities . . . .. .. ................ 16,846 67,877 64,524
Total liabilities .. ... ... .. .. ... ... ........... 112,813 564,007 650,238
Netassets. . . . ... ... ... ... .. . .. .. .. . .. ... 81,198 470,374 399,477
Share capital . . ... ... .. .. - 300,000 300,943
Paid-in capital . .. ... ... . ... .. 34,800 - -
Reserves . . . . . . e 37,491 161,564 89,741
Non-controlling interests . . . . . ... ... ... .. ... ..., 8,907 8,810 8,793

Total equUity . . .. ... 81,198 470,374 399,477

We had net current liabilities of RMB205.5 million as of December 31, 2018, primarily
because we recognized RMB265.4 million of cash consideration payable for the acquisition of
Keystone, contingent on certain milestones as defined in the share purchase agreement. The net
current liabilities we had as of May 31, 2019 was primarily attributable to the contingent cash
consideration payable of RMB260.4 million we recognized for the acquisition of Keystone and
RMB170 million of interest-bearing bank borrowings. We had unaudited consolidated net current
liabilities of RMB54.9 million as of September 30, 2019, being the latest practicable date for the
purpose of liquidity disclosure in this Prospectus, compared to net current liabilities of RMB274.9
million as of May 31, 2019. The change was primarily due to an increase in cash and cash
equivalents of RMB163.5 million as a result of the E round Pre-IPO Investment by certain Pre-IPO
Investors. For details, see “History, Development and Corporate Structure — Pre-IPO Investments
— (13) E Round Pre-IPO Investment by Certain Pre-IPO Investors” and “Financial Information —
Net Current Assets/Liabilities.” The decrease in net assets from RMB470.4 million as of December
31, 2018 to RMB399.5 million as of May 31, 2019 was primarily attributable to the net loss during
the first five months of 2019. We plan to improve our financial position through increasing our
revenue from the commercialization of our products and product candidates, accelerating the
turnover of trade receivables, maintaining a proper inventory level, together with adopting
comprehensive measures on cost and expense control. Proceeds from the Global Offering will
also improve our financial position.
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Cash Flows

During the Track Record Period, we relied on capital contributions by our shareholders and
bank loans as the major sources of liquidity. We also generate cash from our sales revenue of
existing commercialized products, including VenusA-Valve, V8 and TAV8. As our business
develops and expands, we expect to generate more net cash from our operating activities, through
increasing sales revenue of existing commercialized products and by launching new products, as
a result of the broader market acceptance of our existing products and our continued efforts in
marketing and expansion, improving cost control and operating efficiency and accelerating the
turnover of trade receivables by tightening our credit policy. Our cash and cash equivalent
increased from RMB128.6 million as of May 31, 2019 to RMB292.1 million as of September 30,
2019. Our Directors are of the opinion that, taking into account of the various financial resources
available to us, including cash and cash equivalents, the internally generated funds and the
estimated net proceeds from the Listing, we have sufficient working capital to cover at least 125%
of our costs, including R&D costs, selling and distribution expenses, administrative expenses,
finance costs and other expenses for at least the next 12 months from the date of this Prospectus.
For details, see “Financial Information — Working Capital.” The following table sets forth our cash
flows for the periods indicated:

For the year ended For the five months ended
December 31, May 31,
2017 2018 2018 2019
RMB’000 RMB’000 RMB’000 RMB’000

(unaudited)

Cash flows from operating activities before

movements in working capital . ... .......... (76,508) (49,558) (8,015) (74,002)
Net cash flows used in operating activities. . . . . . .. (82,266) (151,467) (30,778) (115,755)
Net cash flows used in investing activities . . . . . . .. (46,993) (194,146) (4,637) (10,829)
Net cash flows from financing activities. . . . . .. ... 172,968 453,167 199,357 90,849
Net increase/(decrease) in cash and cash

equivalents . . . . ... L 43,709 107,554 163,942 (35,735)
Cash and cash equivalents at beginning of

year/period . . . ... 13,437 59,015 59,015 164,914
Effect of foreign exchange rate changes, net . . . . . . 1,869 (1,655) 18 (559)

Cash and cash equivalents at end of
year/period . . ... ... 59,015 164,914 222,975 128,620

We generated negative cash flows from operating activities throughout the Track Record
Period, because the cash generated from the sales of our products, VenusA-Valve, V8 and TAVS,
was not sufficient to cover the expenses we incurred for the selling and distribution, R&D and
administrative activities relating to our comprehensive product portfolio. For details, see “Financial
Information — Liquidity and Capital Resources — Cash Flows.”
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Key Financial Ratios

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

For the five

For the year ended/ months ended/

As of December 31, As of May 31,
2017 2018 2019
(%) (%) (%)
Gross margin®™ . ... 83.1 85.8 82.6
Currentratio® . . . .. ... .. .. ... 126.8 58.6 53.1
Gearing ratio® . ... ... 44.4 21.5 47.5

Notes:

(1)  Gross margin equals gross profit divided by revenue for the year/period.
(2)  Current ratio equals current assets divided by current liabilities as of the end of the year/period.

(8) Gearing ratio equals the total sum of interest-bearing loans and lease liabilities divided by total equity as of the end
of the year/period.

NON-IFRS MEASURES

To supplement our consolidated statements of profit or loss which are presented in
accordance with IFRS, we also use adjusted net loss as non-IFRS measure, which is not required
by, or presented in accordance with, IFRS. We believe that the presentation of non-IFRS measure
when shown in conjunction with the corresponding IFRS measures provides useful information to
investors and management in facilitating a comparison of our operating performance from period
to period by eliminating potential impacts of certain non-operational or one-off expenses that do
not affect our ongoing operating performance, including share awards and Listing expenses. Such
non-IFRS measure allows investors to consider matrics used by our management in evaluating
our performance. Listing expenses are one-off expenses in relation to the Listing and the Global
Offering. Share awards expenses are non-operational expenses arising from granting shares to
selected executives, employees and R&D consultants, the amount of which may not directly
correlate with the underlying performance of our business operations, and is also affected by
non-operating performance related factors that are not closely or directly related to our business
activities. With respect to share awards, determining its fair value involves a high-degree of
judgment. Historical occurrence of share awards is not indicative of any future occurrence.
Therefore, we do not consider Listing expenses and share awards to be indicative of our ongoing
core operating performance and exclude them in reviewing our financial results. From time to time
in the future, there may be other items that we may exclude in reviewing our financial results. The
use of the non-IFRS measures has limitations as an analytical tool, and you should not consider
it in isolation from, or as a substitute for or superior to analysis of, our results of operations or
financial condition as reported under IFRS. In addition, the non-IFRS financial measure may be
defined differently from similar terms used by other companies and therefore may not be
comparable to similar measures presented by other companies.
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The following table shows our adjusted net loss and its reconciliation to loss for the periods
indicated:

For the year ended For the five months ended
December 31, May 31,
2017 2018 2018 2019
RMB’000 RMB’000 RMB’000 RMB’000
Loss for the year/period . . . ... ... ... .. (157,948) (300,518) (50,603) (138,423)
Add:
Shareawards. . . .. ................. 73,536 235,765 36,279 47,416
Listingexpenses . . . .. ............... - 10,091 - 10,166
Adjusted net loss for the year/period"
(unaudited). . . . . ...... ... (84,412) (54,662) (14,324) (80,841)

Note:

(1)  We consider share awards and Listing expenses as non-operational or one-off expenses which do not affect our
ongoing operating performance. We believe the net loss as adjusted by eliminating potential impacts of the share
awards and Listing expenses provides useful information to investors in facilitating a comparison of our operating
performance from period to period.

OUR ACQUISITION OF KEYSTONE

We completed the acquisition of Keystone on December 26, 2018, and its results of
operations have been consolidated into ours since then. Our statement of profit and loss for the
year ended December 31, 2018 consolidates the results of Keystone since December 26, 2018,
and our statement of profit and loss for the five months ended May 31, 2019 consolidates full
financial results of Keystone for the five months ended May 31, 2019. For more information
regarding the acquisition, see “History, Development and Corporate Structure — Acquisitions and
Investments — Acquisition of Keystone” and note 33 to the Accountants’ Report in Appendix IA to
this Prospectus.

The summary historical data of financial information of Keystone set forth below have been
derived from, and should be read in conjunction with, the consolidated financial statements,
including the accompanying notes, set forth in Appendix IB to this Prospectus, as well as the
information set forth in “Financial Information” of this Prospectus. Financial information of
Keystone was prepared in accordance with IFRS.
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Consolidated Statements of Profit or Loss of Keystone

The table below sets forth the consolidated statements of profit or loss of Keystone for the
periods indicated:

For the year ended For the five months ended
December 31, May 31,
2017 2018 2018 2019
US$’000 UsS$’000 US$’000 US$’000

(unaudited)

Otherincome . ... ... ... ... .. ....... - 76 29 -
Selling and distribution expenses . . . . .. .. ... (1,764) (1,625) (490) (978)
R&D COSES . . o v oo (13,693) (12,277) (3,700) (4,749)
Administrative expenses . . ... ... ... ... .. (8,042) (7,070) (964) (3,167)
Otherexpenses. . . . .................. (86) (760) - (25)
Financecosts . . . . . ... ... .. .. .. .. .. .. (676) (945) (530) (8)
Loss beforetax . .. ... ............... (19,261) (22,601) (5,655) (8,927)
Income tax expense . . ... ... (37) (144) (6) (106)
Loss for the year/period. . . . . .. ... ... ... (19,298) (22,745) (5,661) (9,033)

Cash Flows of Keystone

The following table sets forth Keystone’s cash flows for the periods indicated:

For the year ended For the five months ended
December 31, May 31,
2017 2018 2018 2019
US$’000 US$’000 US$’000 US$’000
(unaudited)
Net cash flows used in operating activities. . . . . . (16,158) (14,093) (5,610) (11,236)
Net cash flows used in investing activities . . . . . . (115) (30) - (23)
Net cash flows from financing activities. . . . . . . . 8,999 20,257 5,774 9,873
Net increase in cash and cash equivalents. . . . . . (7,274) 6,134 164 (1,386)
Cash and cash equivalents at beginning of
year/period . . . .. ... 8,419 1,145 1,145 7,279
Cash and cash equivalents at end of year/period. . 1,145 7,279 1,309 5,893

GOODWILL AND OTHER INTANGIBLE ASSETS

As of May 31, 2019, we had goodwill of RMB471.9 million which primarily arose from our
acquisition of Keystone completed in December 2018 and other intangible assets of RMB187.4
million which primarily related to the intellectual property rights we acquired from the acquisition
of Keystone in 2018 and from InterValve Seller in 2017. For more information, see “History,
Development and Corporate Structure — Acquisitions and Investments — Acquisition of Certain
Assets of InterValve, Inc.” and “History, Development and Corporate Structure — Acquisitions and
Investments — Acquisition of Keystone.” Goodwill and other intangible assets represented a
significant portion of the total assets on our consolidated balance sheet as of May 31, 2019. Our
determination on whether goodwill is impaired requires an estimation of the value in the use of the
cash-generating units to which the goodwill is allocated, which depends on the expected future

— 10 —



SUMMARY

cash flows from the cash-generating units. If we determine the expected future cash flow to
decrease and therefore our goodwill to be impaired, or similarly, if we determine that the carrying
amount of an intangible asset exceeds its recoverable amount and our other intangible assets to
be impaired, our results of operations and financial condition may be adversely affected. For
details, see “Risk Factors — Risks Relating to Our Financial Position and Need for Additional
Capital — Goodwill represented a significant portion of our total assets as of May 31, 2019. If we
determine our goodwill to be impaired, our results of operations and financial condition may be
adversely affected.” and “Risk Factors — Risks Relating to Our Financial Position and Need for
Additional Capital — If we determine our intangible assets (other than goodwill) to be impaired, our
results of operations and financial condition may be adversely affected.”

GLOBAL OFFERING STATISTICS

The following is an illustrative and pro forma statement of our adjusted consolidated net
tangible assets as of May 31, 2019, which has been prepared in accordance with Rule 4.29 of the
Listing Rules for the purpose of illustrating the effect of the Global Offering as if it had taken place
on May 31, 2019, and is based on our consolidated net tangible assets as at May 31, 2019, as set
out in Appendix IA to this Prospectus. This unaudited pro forma statement of adjusted
consolidated net tangible assets has been prepared for illustrative purposes only and because of
its hypothetical nature, it may not give a true and fair picture of our financial position had the
Global Offering been completed as of May 31, 2019 or any future dates.

Unaudited
pro forma
Consolidated adjusted
net tangible consolidated
liabilities of net tangible
the Group assets Unaudited pro forma
attributable to attributable adjusted consolidated
owners of the Estimated net to owners of net tangible assets Market
Company as proceeds from the Company attributable to owners capitalization
of May 31, the Global as of May 31, of the Company per Share of our
2019™M Offering® 2019® as of May 31, 2019 Shares®
RMB’000 RMB’000 RMB’000 RMB HK$ HK$
Based on an Offer
Price of HK$29.0
per Share ... ... (268,528) 1,909,281 1,640,753 4.32 4.83 11.4 billion
Based on an Offer
Price of HK$33.0
per Share ... ... (268,528) 2,182,115 1,913,587

o
o
=

5.63 13.0 billion

Notes:

(1)  The consolidated net tangible liabilities of the Group attributable to owners of the Company as of May 31, 2019 was
equal to the consolidated net assets attributable to owners of the parent as of May 31, 2019 of RMB390,684,000
after deducting other intangible assets of RMB187,355,000 and goodwill of RMB471,857,000 as of May 31, 2019
set out in the Accountants’ Report in Appendix IA to this Prospectus.

(2)  The estimated net proceeds from the Global Offering are based on estimated Offer Price of HK$29.0 or HK$33.0 per
Share after deduction of the underwriting fees and other related expenses payable by our Company and do not take
into account any Shares which may be issued upon exercise of the Over-allotment Option. For the purpose of the
estimated net proceeds from the Global Offering, the amounts stated in Hong Kong dollars are converted into RMB
at the rate of RMB1.00 to HK$1.1168. No representation is made that the RMB amounts have been, could have been
or may be converted to Hong Kong dollars, or vice versa, at that rate or at all.
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(8)  The unaudited pro forma adjusted consolidated net tangible assets attributable to owners of the Company per Share
is arrived at after adjustments referred to in the preceding paragraphs and on the basis that 379,480,896 Shares are
in issue assuming that the Global Offering has been completed on May 31, 2019.

(4)  For the purpose of the unaudited pro forma adjusted consolidated net tangible assets attributable to owners of the
Company per Share, the amounts stated in RMB are converted into Hong Kong dollars at the rate of RMB1.00 to
HK$1.1168. No representation is made that the RMB amounts have been, could have been or may be converted to
Hong Kong dollars, or vice versa, at that rate or at all.

(5)  The calculation of the market capitalization is based on the assumption that 392,688,443 Shares will be in issue and
outstanding immediately following the completion of the Global Offering and assuming the Over-allotment Option is
not exercised.

OUR SUBSTANTIAL SHAREHOLDERS

So far as our Directors are aware, immediately following completion of the Global Offering
and assuming the Over-allotment Option is not exercised, our substantial shareholders comprise
(i) Mr. Zi and Mr. Zeng (through Horizon Binjiang LLC), our Controlling Shareholders, holding
approximately 14.48% and 12.21% of the total issued share capital of our Company respectively,
(ii) Ming Zhi Investments (BVI) Limited and entities deemed to have an interest through Ming Zhi
Investments (BVI) Limited, holding approximately 12.00% of the total issued share capital of our
Company, (iii) Broad Street Investments Holding (Singapore) Pte. Ltd. and entities deemed to
have an interest through Broad Street Investments Holding (Singapore) Pte. Ltd., holding
approximately 7.17% of the total issued share capital of our Company, (iv) QM22 (BVI) Limited
and entities deemed to have an interest through QM22(BVI) Limited, holding approximately 9.20%
voting rights in the relevant class of Shares of our Company, (v) SCC Venture IV-Bright (HK)
Limited and entities deemed to have an interest through SCC Venture IV-Bright (HK) Limited,
holding approximately 8.35% voting rights in the relevant class of Shares of our Company, (vi)
Muheng Capital Partners (Hong Kong) Limited and entities deemed to have an interest through
Muheng Capital Partners (Hong Kong) Limited, holding approximately 9.76% voting rights in the
relevant class of Shares of our Company, and (vii) Jiaxing Dechanghong Investment Partnership
(Limited Partnership) and Jiaxing Demenghong Investment Partnership (Limited Partnership) (5
B B A B E(EIREE)) which is deemed to have an interest through Jiaxing
Dechanghong Investment Partnership (Limited Partnership), holding approximately 6.15% voting
rights in the relevant class of Shares of our Company. For details on our substantial shareholders,
see “Substantial Shareholders” and “Relationship with Our Controlling Shareholders.”

OUR PRE-IPO INVESTORS

Since the establishment of our Company, we have entered into several rounds of financing
agreements with our Pre-IPO Investors. Our broad and diverse base of Pre-IPO Investors consists
of sophisticated investors focusing on the biotech and/or healthcare industry. For further details
of the identity and background of the Pre-IPO Investors, see “History, Development and Corporate
Structure—Pre-IPO Investments—(15) Information about the Pre-IPO Investors.”

DIVIDEND

No dividend has been paid or declared by us for the years ended December 31, 2017, 2018
and the five months ended May 31, 2019, respectively. You should note that historical dividend
distributions are not indicative of our future dividend distribution policy.
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After completion of the Global Offering, our Shareholders will be entitled to receive dividends
we declare. As of the Latest Practicable Date, we did not have a formal dividend policy. The Board
has approved a dividend policy, which will become effective upon Listing. Under the dividend
policy, we intend to provide our Shareholders with interim or annual dividends as appropriate. The
Board is required to consider, among other things, the following factors when proposing dividends
and determining the amount of dividends:

J our actual and projected financial performance;

. our estimated working capital requirements, capital expenditure requirements and
future business expansion plan;

o our present and future cash flow;

J other internal and external factors that may have an impact on our business operations
or financial performance and position; and

o other factors that our Board of Directors deem relevant.

Any declaration and payment as well as the amount of dividends will be subject to our
constitutional documents, including (where required) the approval of our Shareholders.

PRC laws require that dividends be paid only out of our 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 profits to make dividend distributions to our Shareholders, even if we become
profitable. Any distributable profits not distributed in a given year are retained and available for
distribution in subsequent years. Our dividend distribution may also be restricted if we incur debt
or losses or in accordance with any restrictive covenants in bank credit facilities, convertible bond
instruments or other agreements that we or our subsidiaries may enter into in the future.

FUTURE PLANS AND USE OF PROCEEDS

We estimate that we will receive net proceeds of approximately HK$2,284.6 million after
deducting the underwriting fees and expenses payable by us in the Global Offering, assuming no
Over-allotment Option is exercised and assuming an Offer Price of HK$31.0 per Offer Share,
being the mid-point of the indicative Offer Price range of HK$29.0 to HK$33.0 per Offer Share in
this Prospectus. We intend to use the net proceeds we will receive from the Global Offering for the
following purposes, subject to changes in light of our evolving business needs and changing
market conditions:

. 35.0%, or approximately HK$799.6 million allocated to our Core Products as follows:

(i) 5.0% of net proceeds, or approximately HK$114.2 million, to fund ongoing sales
and marketing of VenusA-Valve in China and planned commercialization of
VenusA-Valve in other countries, including (a) approximately HK$72.0 million on
the continuous expansion of market coverage of VenusA-Valve in China to
penetrate into more hospitals by enhancing physician education and training,
increasing presence in academic conferences and expanding our in-house sales
and marketing team, (b) HK$16.0 million on the commercialization in Colombia, (c)
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(ii)

(iii)

HK$16.0 million on the commercialization in Philippines, and (d) HK$10.2 million
on the commercialization in other jurisdictions such as Brazil and Taiwan, after
receiving relevant marketing approval;

12.0% of net proceeds, or approximately HK$274.2 million, to fund ongoing and
planned R&D and commercial launches of VenusA-Plus, including (a)
approximately HK$7.3 million on pre-clinical activities in China, primarily for raw
material validations, (b) HK$20.5 million on the ongoing clinical trial in China, (c)
HK$8.6 million on registration, including HK$2.6 million on the registration in
China and HK$6.0 million on the registration in other jurisdictions, (d) HK$191.3
million on the commercialization in various jurisdictions, including approximately
HK$144.5 million on the commercialization in China, approximately HK$46.8
million on the commercialization in other markets, such as Brazil and Taiwan, after
receiving relevant marketing approval, and (e) HK$46.5 million on post-marketing
surveillance; and

18.0% of net proceeds, or approximately HK$411.2 million, to fund ongoing and
planned R&D and commercial launches of VenusP-Valve, including (a)
approximately HK$24.2 million on pre-clinical activities in the U.S., primarily for
animal trials and device validations, (b) HK$49.6 million on the clinical trial to be
conducted for the FDA approval, (c) HK$20.9 million on registration, including
HK$1.5 million for the registration with the NMPA, HK$10.4 million for the FDA
approval and HK$9.0 million for CE Marking, (d) HK$300.3 million on
commercialization in various jurisdictions, including approximately HK$87.9
million on the commercialization in China, approximately HK$29.1 million on the
commercialization in the U.S. and Canada, approximately HK$61.2 million on the
commercialization in the EU, and approximately HK$122.1 million on the
commercialization in other markets, after receiving relevant marketing approval,
and (e) HK$16.2 million on post-marketing surveillance.

30.0%, or approximately HK$685.4 million allocated to our other products and product
candidates as follows:

(i)

(iii)

17.0% of net proceeds, or approximately HK$388.4 million, to fund ongoing and
planned R&D and marketing of CEP device, including approximately HK$95.5
million on pre-clinical activities, primarily for R&D of potential future generations of
CEP device, HK$84.3 million on clinical trials primarily for the ongoing Phase Il
REFLECT trial in the U.S. and the clinical trial for TriGUARD3 planned to be
conducted in China, HK$89.8 million on registration and post-marketing
surveillance and HK$118.8 million on commercialization in various jurisdictions,
such as the U.S., the EU and China, after receiving relevant marketing approval;

3.0% of net proceeds, or approximately HK$68.5 million, to fund ongoing and
planned R&D of VenusA-Pilot. We expect to initiate the pre-clinical animal trial for
VenusA-Pilot in late 2019. Similar to other TAVR products, we plan to
commercialize VenusA-Pilot primarily in the Asian and South American markets;

2.0% of net proceeds, or approximately HK$45.7 million, to fund ongoing and
planned R&D of mitral valve products. Our mitral valve product is currently at the

design stage, and we expect to initiate the pre-clinical animal trial in 2021;
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(iv) 2.0% of net proceeds, or approximately HK$45.7 million, to fund ongoing and
planned R&D of tricuspid valve products. Our tricuspid valve product is currently
at the design stage, and we expect to initiate the pre-clinical animal trial in 2020;

(v) 2.0% of net proceeds, or approximately HK$45.7 million, to fund ongoing and
planned R&D of valvuloplasty balloon products such as V8 and TAVS8, primarily
including the ongoing clinical trial in China; and

(vi) 4.0% of net proceeds or approximately HK$91.4 million, to fund ongoing and
planned R&D of other product candidates;

. 10.0% of net proceeds, or approximately HK$228.5 million, to fund payment of
considerations and other transaction expenses related to acquisition of Keystone;

J 15.0% of net proceeds, or approximately HK$342.6 million, to fund our continued
expansion of product portfolio through internal research and/or potential acquisition;
and

J 10.0% of net proceeds, or approximately HK$228.5 million, for working capital and
other general corporate purposes.

For further details, see “Future Plans and Use of Proceeds.”
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 “Risk Factors” in this Prospectus. Some of the major risks
we face include:

J We have incurred net losses since our inception and may incur net losses for the
foreseeable future, and you may lose substantially all your investments in us given the
high risks involved in the medical device business.

J Our sales mainly rely on one product, VenusA-Valve.

. Our future growth depends substantially on the success of our product candidates. If we
are unable to successfully complete clinical development, obtain regulatory approval
and commercialize our product candidates, or experience significant delays in doing so,
our business will be materially harmed.

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

. Clinical product development involves a lengthy and expensive process with an
uncertain outcome, and unsuccessful clinical trials or procedures relating to products
under development could have a material adverse effect on our prospects.

. All material aspects of the research, development and commercialization of our
products are heavily regulated.

. If we are not able to obtain, or experience delays in obtaining, required regulatory

approvals, we will not be able to commercialize our product candidates, and our ability
to generate revenue will be materially impaired.
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SUMMARY

Undesirable adverse events caused by our products and product candidates could
interrupt, delay or halt clinical trials, delay or prevent regulatory approval, limit the
commercial profile of an approved label, or result in significant negative consequences
following any regulatory approval.

We have relatively limited experience in marketing and sales of our products.

If we fail to maintain an effective distribution channel for our products, our business and
sales of the relevant products could be adversely affected.

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

If our products cause, or are perceived to cause, severe adverse events, our reputation,
revenue and profitability could be materially and adversely affected.

Delays in completing and receiving regulatory approvals for our manufacturing facilities,
or damage to, destruction of or interruption of production at such facilities, could delay
our development plans or commercialization efforts.

We rely on supply from limited suppliers, which may severely harm our operations if the
supplier loses its qualification or eligibility because of its failure to comply with
regulatory requirements or stops our supply due to contractual disputes.

The manufacture of our products is highly complex and subject to strict quality controls.
If we or one of our suppliers or logistics partners encounters manufacturing, logistics,
or quality problems, including as a result of natural disasters, our business could suffer.

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

Goodwill represented a significant portion of our total assets as of May 31, 2019. If we
determine our goodwill to be impaired, our results of operations and financial condition
may be adversely affected.

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

LISTING-RELATED EXPENSE INCURRED AND TO BE INCURRED

The total Listing expenses (including underwriting commissions) payable by our Company
are estimated to be approximately HK$150.0 million (or approximately RMB134.3 million)
assuming the Over-allotment Option is not exercised and based on an Offer Price of HK$31.0
(being the mid-point of our Offer Price range of HK$29.0 to HK$33.0 per Offer Share). These
Listing expenses mainly comprise legal and other professional fees paid and payable to the
professional parties, commissions payable to the Underwriters, and printing and other expenses
for their services rendered in relation to the Listing and the Global Offering.
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SUMMARY

As of May 31, 2019, the Listing expenses (excluding underwriting commissions) incurred by
our Company in relation to the Listing were RMB29.5 million. No such expenses were recognized
or charged to our consolidated statements of profit or loss for the year ended December 31, 2017.
In the year ended December 31, 2018, the Listing expenses charged to profit or loss were
RMB10.1 million (approximately HK$11.3 million) and the Listing expenses capitalized to deferred
Listing expenses were RMB4.6 million (approximately HK$5.1 million). In the five months ended
May 31, 2019, the Listing expenses charged to profit or loss were RMB10.2 million (approximately
HK$11.4 million) and the Listing expenses capitalized to deferred Listing expenses were RMB4.6
million (approximately HK$5.1 million). We estimate that additional Listing expenses of
approximately RMB104.8 million (including underwriting commissions of approximately RMB65.4
million, assuming the Over-allotment Option is not exercised and based on the mid-point of our
Offer Price range of HK$29.0 to HK$33.0 per Offer Share) will be incurred by our Company,
approximately RMB30.4 million of which is expected to be charged to our consolidated statements
of profit or loss, and approximately RMB74.4 million of which is expected to be capitalized.

RECENT DEVELOPMENT AND NO MATERIAL ADVERSE CHANGE

For the eight months ended August 31, 2019, our revenue was RMB148.0 million, and our
gross profit was RMB124.0 million. Our net current liabilities decreased by 80.0% to RMB54.9
million as of September 30, 2019 from RMB274.9 million as of May 31, 2019, primarily because
our cash and cash equivalents increased to RMB292.1 million as of September 30, 2019 from
RMB128.6 million as of May 31, 2019, as a result of the E round pre-IPO investment by certain
pre-IPO investors. For details, see “History, Development and Corporate Structure — Pre-IPO
Investments — (13) E Round Pre-IPO Investment by Certain Pre-IPO Investors.”

Our profitability for the year ending December 31, 2019, may be affected by, among other
things, (i) our acquisition of Keystone on December 26, 2018, resulting in the consolidation of
Keystone’s expenses including selling and distribution expenses, R&D costs and administrative
expenses since the acquisition, (ii) increase in selling and distribution expenses due to our
increase in sales effort of VenusA-Valve, (iii) increase in administrative expenses in relation to the
Listing, and (iv) share-based payment expenses primarily due to the share awards granted to our
executives, employees and consultants.

Our Directors confirm that up to the date of this Prospectus, there has been no material
adverse change in our financial, operational or trading positions or prospects since May 31, 2019,
being the latest balance sheet date of our consolidated financial statements as set out in the
Accountants’ Report included in Appendix IA to this Prospectus. As of the Latest Practicable Date,
there had not been any material unexpected or adverse changes since the date we received the
relevant regulatory approvals for our Core Products. We believe that as of the date of this
Prospectus, we had not received any material comments or concerns raised by the relevant
regulatory authorities with respect to our Core Products that we are not able to address in a timely
manner, and we believe we are on track to file for approval related to our product candidates as
described in “Business — Our Product and Product Pipeline.”
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DEFINITIONS

In this Prospectus, unless the context otherwise requires, the following terms and
expressions have the meanings set forth below.

“Adventure 03"

“AMAR”

“Application Form(s)”

“Articles of Association” or
“Articles”

“Audit Committee”

“Award Agreements”

“Board” or “Board of Directors”

“Business Day”

“CAGR”

“CCASS”

“CCASS Clearing Participant”

Adventure 03 Limited, an investment holding company
incorporated in Hong Kong on June 26, 2014 and wholly-
owned by Dinova Healthcare Gamma Fund (USD) L.P..
Dinova Venture Partners GP IlI, L.P. is the general partner of
Dinova Healthcare Gamma Fund (USD) L.P.. Dinova Capital
Limited is the general partner of Dinova Venture Partners GP
[1l., L.P.. Dinova Capital Limited is wholly-owned by Xin Nuo
Tong Investment Limited, which is in turn wholly-owned by
Mr. Zi

the Medical Device Division of the Israeli Ministry of Health

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

the articles of association of our Company, as amended,
which shall become effective on the Listing Date, a summary
of which is set out in Appendix V in this Prospectus

the audit committee of the Board

the agreements entered into between selected employees,
the PRC Employee Entities, the general partner of the PRC
Employee Entities and our Company pursuant to which
employees of our Company make capital contribution to the
PRC Employee Entities as limited partners under the
Employee Incentive Scheme

the board of Directors

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

compound annual growth rate

the Central Clearing and Settlement System established and
operated by HKSCC

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

“CCASS Custodian Participant”

“CCASS Investor Participant”

“CCASS Participant”

“CE Marking”

“CEO”

“CFDA”

“China” or “PRC”

“CMS”

“CNIPA”

“Companies (Winding up and

Miscellaneous Provisions)

Ordinance”

“Companies Ordinance”

“Company” or “our Company”

“Controlling Shareholder(s)”

* For identification purposes only

a person admitted to participate in CCASS as a custodian
participant

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

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

a certification mark that indicates conformity with health,
safety, and environmental protection standards for products
sold within the European Economic Area

Chief Executive Officer

e

China Food and Drug Administration (3 5 £ i 4 i, B B 1 4R
J&3)

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

the Centers for Medicare & Medicaid Services, a federal
agency within the United States Department of Health and
Human Services

China National Intellectual Property Administration (2% A5k
EE HEJR))

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

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

Venus Medtech (Hangzhou) Inc.* (Bi/H B B Rk % 1 PR
/v H]), a limited liability company incorporated in the PRC on
July 3, 2009 and converted into a joint stock limited liability
company incorporated in the PRC on November 29, 2018

has the meaning ascribed to it under the Listing Rules and
unless the context otherwise requires, refers to Mr. Zeng, Mr.
Zi and Horizon Binjiang LLC. See “Relationship with Our
Controlling Shareholders”
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DEFINITIONS

“CO0”

“Core Products”

“Corporate Governance Code”

“CsSbccC”

“CSRC”

“CTO”
“Director(s)”

“‘DNA 017

“Domestic Share(s)”

“EEA"
“EIT”

“EIT Law”

“Employee Entities”

Chief Operating Officer

VenusA-Valve, VenusA-Plus and VenusP-Valve, the
designated “core product” as defined under Chapter 18A of
the Listing Rules

the Corporate Governance Code set out in Appendix 14 to the
Listing Rules

China Securities Depositary and Clearing Corporation*
Limited ("} B8R4 A A R ELAH])

the China Securities Regulatory Commission (5 &% %< & &
WZAE)

Chief Technology Officer
director(s) of our Company

DNA 01 (Hong Kong) Limited, an investment holding
company incorporated in Hong Kong on October 29, 2015 and
wholly-owned by Dinova Healthcare Delta Fund (USD) L.P..
Dinova Venture Partners GP |V, L.P. is the general partner of
Dinova Healthcare Delta Fund (USD) L.P.. Dinova Venture
Capital Limited is the general partner of Dinova Venture
Partners GP IV, L.P.. Dinova Venture Capital Limited is 40%
owned by Xin Nuo Tong Investment Limited, 30% owned by
NBL Holding Group Limited, an Independent Third Party, and
30% owned by Sloan Investment Company Limited, an
Independent Third Party. Xin Nuo Tong Investment Limited is
in turn wholly-owned by Mr. Zi

ordinary share(s) issued by our Company, with a nominal
value of RMB1.0 each, which are subscribed for or credited
as paid in Renminbi

the European Economic Area

enterprise income tax

Enterprise Income Tax Law of the PRC (3 A K A0 B 4 2Er
f3#i7%) adopted by the Tenth National People’s Congress on
March 16, 2007, and effective on January 1, 2008

collectively, the PRC Employee Entities and the Offshore
Employee Entities
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DEFINITIONS

“Employee Incentive Scheme”

“EU”

“Exchange Participant”

“Extreme Conditions”

“Frost & Sullivan”

“Frost & Sullivan Report”

“Global Offering”

“GREEN Application Form(s)”

“Group,” “our Group,”
“We” or “uS”

“H Share Registrar’

“H Share(s)”

“Hangzhou Mingnuo”

“Hangzhou Nuoxin”

the employee incentive scheme of our Company approved
and adopted by our Board on March 10, 2017, a summary of
the principal terms of which is set forth in “Appendix VI —
Statutory and General Information — Further information
about our Directors, management and substantial
shareholders — 5. Employee Incentive Scheme”

the European Union

a person (a) who, in accordance with the Rules of the Hong
Kong Stock Exchange, may trade on or through the Hong
Kong Stock Exchange; and (b) whose name is entered in a
list, register or roll kept by the Hong Kong Stock Exchange as
a person who may trade on or through the Hong Kong Stock
Exchange

extreme conditions caused by a super typhoon as announced
by the Government of Hong Kong

Frost & Sullivan (Beijing) Inc., Shanghai Branch Co., an
independent market, research and consulting company

the report commissioned by the Company and independently
prepared by Frost & Sullivan, a summary of which is set forth
in the section headed “Industry Overview” in this Prospectus

the Hong Kong Public Offering and the International Offering

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

our Company and our subsidiaries (or our Company and any
one or more of our subsidiaries, as the context may require)

Computershare Hong Kong Investor Services Limited

overseas listed foreign share(s) in the share capital of our
Company with a nominal value of RMB1.0 each, which is/are
to be subscribed for and traded in HK dollars and to be listed
on the Hong Kong Stock Exchange

Hangzhou Mingnuo Investment Partnership (Limited
Partnership) (BiMBEEHRE G M BEAREGH)), a limited
partnership established in the PRC on September 20, 2017 of
which Hangzhou Nuoxin is the sole general partner, and one
of the PRC Employee Entities

Hangzhou Nuoxin Investment Management Limited (BLH e L
HWEEMARAF), a limited company incorporated in the
PRC on August 17, 2017 and wholly-owned by Mr. Zi
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DEFINITIONS

“Hangzhou Qichu”

“Hangzhou Qifei”

“Hangzhou Qihe”

“Hangzhou Qilai”

“Hangzhou Qili”

“Hangzhou Qinuo”

“Hangzhou Qisheng”

“Hangzhou Qixin”

“HK$” or “HK dollars”

Hangzhou Qichu Investment  Partnership  (Limited
Partnership) (BUMEWREEGHEEAREGH)), a limited
partnership established in the PRC on October 30, 2017 of
which Hangzhou Nuoxin is the sole general partner, and one
of the PRC Employee Entities

Hangzhou Qifei Investment Partnership (Limited Partnership)
(BN IR E BB AEEREGE)), a limited partnership
established in the PRC on September 20, 2017 of which
Hangzhou Nuoxin is the sole general partner, and one of the
PRC Employee Entities

Hangzhou Qihe Investment Partnership (Limited Partnership)
(B EMTE S B EEERER)), a limited partnership
established in the PRC on September 20, 2017 of which
Hangzhou Nuoxin is the sole general partner, and one of the
PRC Employee Entities

Hangzhou Qilai Investment Partnership (Limited Partnership)
(BIMERBE G R EEFEREGH)), a limited partnership
established in the PRC on September 20, 2017 of which
Hangzhou Nuoxin is the sole general partner, and one of the
PRC Employee Entities

Hangzhou Qili Investment Partnership (Limited Partnership)
(BUNEASL B E BB AE(AEREGE)), a limited partnership
established in the PRC on September 20, 2017 of which
Hangzhou Nuoxin is the sole general partner, and one of the
PRC Employee Entities

Hangzhou Qinuo Investment Partnership  (Limited
Partnership) (MiM&#HREGHEEHEREY)), a limited
partnership established in the PRC on September 20, 2017 of
which Hangzhou Nuoxin is the sole general partner, and one
of the PRC Employee Entities

Hangzhou Qisheng Investment Partnership (Limited
Partnership) (BiMEBHREGHEEAREH)), a limited
partnership established in the PRC on September 20, 2017 of
which Hangzhou Nuoxin is the sole general partner, and one
of the PRC Employee Entities

Hangzhou Qixin Investment Partnership (Limited Partnership)
(FME LR EEREEEREGY)), a limited partnership
established in the PRC on September 20, 2017 of which
Hangzhou Nuoxin is the sole general partner, and one of the
PRC Employee Entities

Hong Kong dollars, the lawful currency of Hong Kong



DEFINITIONS

“HKFRS”

“HKSCC”

“HKSCC Nominees”

“Hong Kong” or “HK”

“Hong Kong Offer Shares”

“Hong Kong Public Offering”

”

“Hong Kong Stock Exchange

“Hong Kong Underwriters”

“Hong Kong Underwriting
Agreement”

“Horizon Binjiang”

“IASB”

Hong Kong Financial Reporting Standards

Hong Kong Securities Clearing Company Limited, a wholly-
owned subsidiary of Hong Kong Exchanges and Clearing
Limited

HKSCC Nominees Limited, a wholly-owned subsidiary of
HKSCC

the Hong Kong Special Administrative Region of the PRC

the 7,854,000 H Shares offered by us for subscription at the
Offer Price pursuant to the Hong Kong Public Offering
(subject to adjustment as described in the section headed
“Structure of the Global Offering” in this Prospectus)

the offering of the Hong Kong Offer Shares for subscription by
the public in Hong Kong (subject to adjustment as described
in the section headed “Structure of the Global Offering” in this
Prospectus) at the Offer Price (plus brokerage, SFC
transaction levy and Hong Kong Stock Exchange trading fee),
on and subject to the terms and conditions described in the
section headed “Structure of the Global Offering” in this
Prospectus and the Application Forms

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

the underwriters listed in the paragraph headed “Hong Kong
Underwriters” in the section headed “Underwriting” in this
Prospectus, being the underwriters of the Hong Kong Public
Offering

the underwriting agreement dated November 27, 2019
relating to the Hong Kong Public Offering entered into by our
Company, the Joint Representatives, the Controlling
Shareholders and the Hong Kong Underwriters, as further
described in “Underwriting — Underwriting arrangements and
expenses—Hong Kong Public Offering—Hong Kong
Underwriting Agreement”

Horizon Binjiang LLC, an investment holding company
incorporated in California, the United States on October 23,
2018 and wholly-owned by Mr. Zeng

the International Accounting Standards Board
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DEFINITIONS

“IFRS”

“Independent Third Party(ies)”

“International Offer Shares”

“International Offering”

“International Underwriters”

“International Underwriting
Agreement”

“InterValve”

“Joint Bookrunners”

the International Financial Reporting Standards, which
include standards, amendments and interpretations
promulgated by IASB and the International Accounting
Standards (IAS) and interpretations issued by the
International Accounting Standards Committee (IASC)

any entity(ies) or person(s) who is not a connected person of
our Company within the meaning of the Hong Kong Listing
Rules

the 70,683,500 H Shares offered by our Company pursuant to
the International Offering (subject to adjustment as described
in the section headed “Structure of the Global Offering” in this
Prospectus) together with any additional H Shares which may
be allotted and issued by our Company pursuant to the
exercise of the Over-allotment Option

the offer of the International Offer Shares (a) in the United
States solely to QIBs pursuant to an exemption from, or in a
transaction not subject to, the registration requirements of the
U.S. Securities Act or (b) outside the United States in offshore
transactions in reliance on Regulation S, at the Offer Price, in
each case on and subject to the terms and conditions of the
International Underwriting Agreement, as further described in
the section headed “Structure of the Global Offering” in this
Prospectus

the group of international underwriters who are expected to
enter into the International Underwriting Agreement to
underwrite the International Offering

the underwriting agreement relating to the International
Offering expected to be entered into on or about December 4,
2019 by our Company and the International Underwriters, as
further described in “Underwriting — International Offering”

InterValve Medical Inc., a company incorporated in Delaware,
the United States on November 18, 2016 and is indirectly
wholly-owned by our Company as of the Latest Practicable
Date

Goldman Sachs (Asia) L.L.C., China International Capital
Corporation Hong Kong Securities Limited, Credit Suisse
(Hong Kong) Limited, China Merchants Securities (HK) Co.,
Limited, CMB International Capital Limited, Haitong
International Securities Company Limited, BOCI Asia Limited,
ABCIl Capital Limited and The Hongkong and Shanghai
Banking Corporation Limited
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DEFINITIONS

“Joint Global Coordinators”

“Joint Lead Managers”

“Joint Representatives”

“Joint Sponsors”

“Keystone”

“Keystone Heart”

”

“Latest Practicable Date

“Listing”

“Listing Committee”

“Listing Date”

“Listing Rules” or
“Hong Kong Listing Rules”

“Macau”

“Main Board”

Goldman Sachs (Asia) L.L.C., China International Capital
Corporation Hong Kong Securities Limited, Credit Suisse
(Hong Kong) Limited, China Merchants Securities (HK) Co.,
Limited, CMB International Capital Limited and Haitong
International Securities Company Limited

Goldman Sachs (Asia) L.L.C., China International Capital
Corporation Hong Kong Securities Limited, Credit Suisse
(Hong Kong) Limited, China Merchants Securities (HK) Co.,
Limited, CMB International Capital Limited, Haitong
International Securities Company Limited, BOCI Asia Limited,
ABCI Securities Company Limited and The Hongkong and
Shanghai Banking Corporation Limited

Goldman Sachs (Asia) L.L.C., China International Capital
Corporation Hong Kong Securities Limited, Credit Suisse
(Hong Kong) Limited and China Merchants Securities (HK)
Co., Limited

Goldman Sachs (Asia) L.L.C., China International Capital
Corporation Hong Kong Securities Limited, Credit Suisse
(Hong Kong) Limited and China Merchants Securities (HK)
Co., Limited

Keystone Heart and its subsidiaries

Keystone Heart Ltd., a company incorporated in Israel on
November 17, 2004, which became our wholly-owned
subsidiary after our Company completed the acquisition of
Keystone on December 26, 2018

November 18, 2019 being the latest practicable date for the
purpose of ascertaining certain information contained in this
Prospectus prior to its publication

listing of the H Shares on the Main Board of the Hong Kong
Stock Exchange

the Listing Committee of the Hong Kong Stock Exchange

the date, expected to be on or about December 10, 2019, on
which our H Shares are listed and from which dealings therein
are permitted to take place on the Hong Kong Stock
Exchange

the Rules Governing the Listing of Securities on the Hong
Kong Stock Exchange (as amended from time to time)

the Macau Special Administrative Region of the PRC

the stock exchange (excluding the option market) operated by
the Hong Kong Stock Exchange which is independent from
and operated in parallel with Growth Enterprise Market of the
Hong Kong Stock Exchange
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DEFINITIONS

“Mandatory Provisions”

“Ministry of Finance” or “MOF”
“MOFCOM”

“Mr. Lim”

“Mr. Zeng”

“Mr. Zi”

“Ms. Leung”

“NAO!)

“NBSC”

“NDRC”

“NMPA”

“Non-PRC Resident Enterprise”

“NPC”

the Mandatory Provisions for Articles of Association of
Companies to be Listed Overseas (335475 b1/ ml S AL 5
#X), as amended, supplemented or otherwise modified from
time to time, for inclusion in the articles of association of
companies incorporated in the PRC to be listed overseas
(including Hong Kong), which were promulgated by the
former Securities Commission of the State Council and the
former State Commission for Restructuring the Economic
Systems on September 29, 1994

the Ministry of Finance of the PRC (¥ A K 30 B L ER)
the Ministry of Commerce of the PRC (3£ A E& 4171 3 p 75 1)

Mr. Lim Hou-Sen (Lin Haosheng) (#i#¥5), an executive
Director and the chief operating officer of our Company

Mr. Min Frank Zeng (%), the chairman of the Board, an
executive Director and one of the Controlling Shareholders

Mr. Zhenjun Zi (%#¥&%), an executive Director, the general
manager of our Company and one of the Controlling
Shareholders

Ms. Nisa Bernice Wing-Yu Leung (Z#¥), the vice-
chairwoman of the Board and a non-executive Director

National Audit Office of the PRC ("2 A R ILFI #5515 )

the National Bureau of Statistics of PRC (" #E A R IL A 5T
5)

the National Development and Reform Commission of the
PRC* (*h#E N RILFIBIE K 3R AMUCE R B )

National Medical Products Administration ([ 25 & B 845 21
Ji) and its predecessor, the China Food and Drug
Administration (2% £ i 48 i BB LA R)

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

the National People’s Congress of the PRC (3 A R Al 4
B RAERLRE)
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DEFINITIONS

“Offer Price”

“Offer Shares”

“Offshore Employee Entities”

“Over-allotment Option”

“PBOC”

“Philippines FDA”

“PRC Company Law”

“PRC Employee Entities”

“PRC GAAP”

the final offer price per Offer Share (exclusive of brokerage
fee of 1%, SFC transaction levy of 0.00027% and Hong Kong
Stock Exchange trading fee of 0.0005%) at which the Offer
Shares are to be subscribed for and issued pursuant to the
Global Offering as described in the section headed “Structure
of the Global Offering” in this Prospectus

the Hong Kong Offer Shares and the International Offer
Shares, with any additional H Shares which may be allotted
and issued pursuant to the exercise of the Over-allotment
Option

Mars Holding Limited, Blue Summit Management Limited,
Mercury Holding Limited and Jupiter Holding Limited, which
are limited liability companies incorporated in the Cayman
Islands and the beneficial interests of which are offered to
certain key employees of our Company pursuant to the
Employee Incentive Scheme

the option granted by us to the International Underwriters,
exercisable by the Joint Representatives (on behalf of the
International Underwriters) pursuant to the International
Underwriting Agreement, to require our Company to allot and
issue up to an aggregate of 11,780,500 additional H Shares at
the Offer Price, representing approximately 15% of the Offer
Shares initially available under the Global Offering, to cover,
among other things, over-allocations in the International
Offering, if any, exercisable at any time from the date of the
International Underwriting Agreement up to (and including)
the date which is the 30th day from the last day for lodging of
applications under the Hong Kong Public Offering

the People’s Bank of China ([ A [R4R4T), the central bank of
the PRC

Food and Drug Administration of the Philippines

the Company Law of the People’s Republic of China (H#E A
FROFLAN B2 A %)

Hangzhou Qichu, Hangzhou Mingnuo, Hangzhou Qifei,
Hangzhou Qihe, Hangzhou Qilai, Hangzhou Qili, Hangzhou
Qinuo, Hangzhou Qisheng and Hangzhou Qixin, the
beneficial interests of which are offered to certain key
employees of our Company pursuant to the Employee
Incentive Scheme

generally accepted accounting principles in the PRC



DEFINITIONS

“PRC Government” or “State”

“PRC Legal Advisor”

“Pre-IPO Investment(s)”

“Pre-IPO Investor(s)”

“Price Determination Agreement”

“Price Determination Date”

“Prospectus”

“Province”

“Qualified Institutional Buyer”
or “QIB”

“R&D”
“Regulation S”
“RMB” or “Renminbi”

“Rule 144A”

the central government of the PRC, including all
governmental subdivisions (including principal, municipal and
other regional or local government entities) and
instrumentalities

King & Wood Mallesons, our legal advisor as to PRC laws

the investment(s) in our Company undertaken by the Pre-IPO
Investors pursuant to the respective equity transfer
agreement(s) and capital increase agreement(s)

the investor(s), namely Qiming Venture Partners, Sequoia
Capital China, Goldman Sachs, DCP Capital, Mr. Zi and
certain other investors from whom our Company obtained
several rounds of investments and details of which are set out
in the section headed “History, Development and Corporate
Structure” in this Prospectus

the agreement to be entered into by the Joint Representatives
(for themselves and on behalf of the Hong Kong
Underwriters) and our Company on the Price Determination
Date to record and fix the Offer Price

the date, expected to be on or around December 4, 2019
(Hong Kong time) on which the Offer Price is determined, or
such later time as our Company and the Joint
Representatives (on behalf of the Hong Kong Underwriters)
may agree, but in any event not later than December 9, 2019

this Prospectus being issued in connection with the Hong
Kong Public Offering

each being a province or, where the context requires, a
provincial-level autonomous region or municipality under the
direct supervision of the central government of the PRC

a qualified institutional buyer within the meaning of Rule 144A
under the U.S. Securities Act

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

Rule 144A under the U.S. Securities Act
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DEFINITIONS

“SAFE”

“SAT”

“SCU”

“Securities and Futures
Ordinance” or “SFQO”

“S FC”

“Shanghai-Hong Kong Stock
Connect”

“Share(s)”

“Share Subscription
Agreements”

“Shareholder(s)”

“Shenzhen Dinova”

“Shenzhen-Hong Kong Stock
Connect”

the State Administration of Foreign Exchange of the PRC ('
12 [2] ¢ A/ A P JR))

the State Administration of Taxation of the PRC (B X B4
5)

Sichuan University Engineering Research Center for
Biomaterials (P91 KEA4 Wik TR E B =)

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

the Securities and Futures Commission of Hong Kong

a securities trading and clearing links program developed by
the Hong Kong Stock Exchange, Shanghai Stock Exchange,
HKSCC and CSDCC for the establishment of mutual market
access between Hong Kong and Shanghai, including
Southbound Trading and Northbound Trading

ordinary share(s) in the capital of our Company with a
nominal value of RMB1.0 each

the agreements entered into between selected employees
and the Offshore Employee Entities pursuant to which
employees of our Company subscribe into shares of the
Offshore Employee Entities under the Employee Incentive
Scheme

holder(s) of the Share(s)

Shenzhen Dinova Ruihe Venture Investment L.P. (&I T {54
B ERE A B EEAEREY)), a limited partnership
established in the PRC on April 24, 2013 and a venture capital
fund holding various portfolios. Shenzhen Dinova Investment
L.P. (YT EHE R E A B AEARAE)) is the general partner
of Shenzhen Dinova Ruihe Venture Investment L.P..
Shenzhen Dinova Investment Consulting Ltd. (T 5% &
#hFA R E{T A A]) is the general partner of Shenzhen Dinova
Investment L.P.. Shenzhen Dinova Investment Consulting
Ltd. is 66.67% owned by Mr. Zi and 33.33% owned by Ms.
Ling Zhang, an Independent Third Party

a securities trading and clearing links program to be
developed by the Hong Kong Stock Exchange, Shenzhen
Stock Exchange, HKSCC and CSDCC for the establishment
of mutual market access between Hong Kong and Shenzhen
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“Special Regulations”

“Stabilizing Manager”
“State Council”
“Supervisor(s)”
“Supervisory Committee”

“Takeovers Code”

“Track Record Period”

“U Kn

“Underwriters”

“Underwriting Agreements”

“Unlisted Foreign Share(s)”

“U.S.” or “United States”

“U.S. FDA” or “FDA”
“U.S. persons”
“USPTO”

“U.S. Securities Act”

the Special Regulations of the State Council on the Overseas
Offering and Listing of Shares by Joint Stock Limited
Companies (255 B B B A7 R A Rl SRR A7 B b T B e il
}i7%E), promulgated by the State Council on August 4, 1994
Goldman Sachs (Asia) L.L.C.

the State Council of the PRC (3 A F A7 5 5 45 )
member(s) of our Supervisory Committee

the supervisory committee of our Company

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

the periods comprising the two financial years ended
December 31, 2017 and 2018 and the five months ended May
31, 2019

the United Kingdom, its territories, its possessions and all
areas subject to its jurisdiction

the Hong Kong Underwriters and the International
Underwriters

the Hong Kong Underwriting Agreement and the International
Underwriting Agreement

ordinary share(s) issued by our Company, with a nominal
value of RMB1.0 each, which is/are subscribed for or credited
as paid in a currency other than Renminbi, held by foreign
investors and not listed on any stock exchange

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

U.S. Food and Drug Administration
U.S. persons as defined in Regulation S
United States Patent and Trademark Office

the United States Securities Act of 1933, as amended and
supplemented or otherwise modified from time to time, and
the rules and regulations promulgated thereunder



DEFINITIONS

“US$” or “U.S. dollar” or
“USD"

“White Form elPO”

“White Form elPO Service
Provider”

“Zhejiang Dinova”

In this Prospectus, the terms “associate,

United States dollar, the lawful currency of the United States

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

Computershare Hong Kong Investor Services Limited

Zhejiang Dinova Ruiying Venture Investment L.P. (#7711 i
BAIEREEECEERER)), a limited partnership and a
venture capital fund holding various portfolios established in
the PRC on August 19, 2015. Zhejiang Dinova Capital
Management L.P. (Mi{LEEE EAEHEGH EEERER)) is the
general partner of Zhejiang Dinova Ruiying Venture
Investment L.P.. Hangzhou Dinova Commercial Information
Consulting Ltd. (B &5 BB (5 B a4 A7) is the general
partner of Zhejiang Dinova Capital Management L.P..
Hangzhou Dinova Commercial Information Consulting Ltd. is
40% owned by Mr. Zi, 30% owned by Ms. Huili Zhu, an
Independent Third Party, and 30% owned by Ms. Xiumei
Huang, an Independent Third Party

9w

close associate,” “connected person,

”

connected

transaction,” “controlling shareholder,” “subsidiary” and “substantial shareholder” shall have the
meanings given to such terms in the Listing Rules, unless the context otherwise requires.

For ease of reference, the names of Chinese laws and regulations, governmental authorities,
institutions, natural persons or other entities (including certain of our subsidiaries) have been
included in this Prospectus in both the Chinese and English languages and in the event of any
inconsistency, the Chinese versions shall prevail.
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GLOSSARY OF TECHNICAL TERMS

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

“all-cause mortality”

“aortic stenosis”

“aortic valve”

“aortic valve area”

“apoplexy”

“BAV”

“CEP”

“CGMP”

“Class Il Grade A hospital”

“CLS”

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

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

the area of the aortic valve, which is currently one of the
measures for evaluating the severity of aortic stenosis

bleeding within internal organs and the accompanying
symptoms, usually referred to stroke

bicuspid aortic valve, an inherited form of heart disease in
which two of the leaflets of the aortic valve fuse during
development in the womb resulting in a two-leaflet valve
instead of the normal three-leaflet valve

cerebral embolic protection, the function of the devices
designed to capture or deflect emboli traveling to the brain
during TAVR procedures in order to protect the supra-aortic
vessels from embolic debris

current good manufacturing practices, the practices required
in order to conform to the guidelines recommended by
agencies that control the authorization and licensing of the
manufacture and sale of products

a top-level hospital in China, as hospitals in China are divided
into three classes by Ministry of Health, among which, Class
Il hospitals are at 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 lll hospitals are
divided into Special, A, B, and C grades

compression loading system, a catheter system of our
products to hold the transcatheter valve replacement device
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“CRO”

“DCS”

“‘DW-MRI”

“Edwards Lifesciences”

“eligible patients for TAVR
procedures in China”

“EMAH

“first-in-man trial”

“FI’”

“GCP”

“GLP”

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, a catheter system of our products
with a pushing handle, outer sheath and a tip to freely pass
through guide catheter to deliver the valve to the designated
position

diffusion-weighted magnetic resonance imaging, the use of
specific magnetic resonance imaging sequences and
software that generates images from the resulting data. It
uses the diffusion of water molecules to generate contrast in
magnetic resonance images

a U.S. medical equipment company specializing in artificial
heart valves and hemodynamic monitoring

patients with severe aortic stenosis, except for the ones with
relatively thinner femoral artery or other anatomical
limitations or endocardial infection. As of the Latest
Practicable Date, TAVR procedures were used to treat
patients ineligible for surgeries and patients with high or
intermediate surgical risk in China.

the European Medicines Agency

the first test on human subjects of an investigational
medicinal product developed and assessed through in-vitro or
animal testing

the abbreviation of French scale or French gauge system,
commonly used to measure the size of a catheter. 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 uniformity, consistency, reliability, reproducibility, quality,
and integrity of chemical (including pharmaceuticals)
non-clinical studies



GLOSSARY OF TECHNICAL TERMS

“GMP”

“high-value medical
consumables”

“|CH-GCP”

“IDE”

“KO LS”

“LVEF”

“LvOoT”

“MACCE”

“MDD”

“mean aortic valve pressure
gradient”

“Medtronic”

“mild regurgitation”

“mitral valve”

nmmHgn

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

medical consumables that are directly used for human bodies
and have strict requirements for safety. All of our products
and product candidates are high-value medical consumables.

International Conference on Harmonisation-Good Clinical
Practice

investigational device exemption

acronym for Key Opinion Leaders who are doctors that
influence their peers’ medical practice, including but not
limited to prescribing behavior

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

left ventricular outflow tract, the anatomic structure through
which the left ventricular stroke volume passes towards the
aorta

major adverse cardiac and cerebrovascular events, the most
common cause of serious perioperative morbidity and
mortality

Medical Device Directive of the European Union

one of the measures for evaluating the severity of aortic
stenosis

a medical device company committing to medical technology,
services and solutions, incorporated under the laws of Ireland

a grade of pulmonary regurgitation, at which the minimal jet
extends to 1.0 and 2.0 cm into the right ventricular outflow
tract under echocardiographic criteria

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

millimeter of mercury, a unit of measure for atmospheric
pressure
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“moderate regurgitation”

“M PAH

“MRI”

“myocardial infarction”

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

“NIHSS”

“PAV”

“peak aortic valve pressure

gradient”

“peak aortic valve velocity”

“PEEK”

“permanent pacemaker
implantation” or “PPM”

“pivotal trial”

a grade of pulmonary regurgitation, at which the jet extends
more than 2.0 cm that does not reach the body of the right
ventricular cavity under echocardiographic criteria

main pulmonary artery, the main artery in the pulmonary
circulation that carries deoxygenated blood from the right side
of the heart to the lungs

magnetic resonance imaging, a procedure that uses
magnetism, radio waves, and a computer to create images of
areas inside the body

tissue death of the heart muscle, a type of acute coronary
syndrome, which describes a sudden or short-term change in
symptoms related to blood flow to the heart

a simple way of classifying the extent of heart failure provided
by the New York Heart Association. It classifies patients in
one of four categories based on their limitations during
physical activity, in regards to normal breathing and varying
degrees in shortness of breath and/or angina pain

the National Institutes of Health Stroke Scale, a systematic
assessment tool that provides a quantitative measure of
stroke-related neurologic deficit

percutaneous aortic valve, the artificial valve of our TPVR
products

one of the measures for evaluating the severity of aortic
stenosis

one of the measures for evaluating the severity of aortic
stenosis

polyetheretherketone, a colourless organic thermoplastic
polymer used in engineering applications

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

a randomized, controlled clinical trial of a product designed to
demonstrate statistically significant clinical efficacy and
safety in human patients (in conjunction with performance of
a therapeutic procedure) for regulatory approval of such
product
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“PPV” percutaneous pulmonary valve, the artificial valve of our
TPVR products

“PRRF” pulmonary regurgitation regurgitate factor, a measurement of
how much blood flows back into the heart chamber before it
gets to the lungs for oxygen

“PTFE” polytetrafluoroethylene, a synthetic fluoropolymer of
tetrafluoroethylene

“pulmonary valve” the semilunar valve of the heart that lies between the right
ventricle and the pulmonary artery with three cusps

“PVL” paravalvular leakage, a complication associated with the
implantation of a prosthetic heart valve through TAVR or
SAVR

“regurgitation” a term for leaking heart valves, which occurs when blood

flows back through the valve as the leaflets are closing, or
blood leaks through the leaflets when they should be
completely closed

“RVEDV/I” right ventricular end-diastolic volume index, the predictor of
the hemodynamic response to fluid challenge

“RVEF” right ventricular ejection fraction, a measurement of how
much blood is being pumped out of the right side of the heart
to the lungs for oxygen

“RVOT” right ventricular outflow tract, an infundibular extension of the
ventricular cavity which connects to the pulmonary artery

“RVOTD” the dysfunction of RVOT

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

”

“severe regurgitation a grade of pulmonary regurgitation, at which the jet extends
more than 2.0 cm that reached the body of the right

ventricular cavity under echocardiographic criteria

“SPVR” surgical pulmonary valve replacement, a treatment of RVOTD
through open-chest surgery

“ ”

sqg.m. square meter, a unit of area
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“TAP treatment”

“TAV”

“TAVS8”

“TAVR”

“Tier 1 hospitals”

”

“Tier 2 hospitals

“Tier 3 hospitals

“TMVH

“TMVR”

“TO F”

“T Pvu

Transannular patching, a type of treatment for ToF that
involves closing the ventricular septal defect and placing
atransannular patch (a patch across the pulmonary valve
connective tissue to enlarge the pulmonary annulus), which
helps blood flow from the pulmonary valve

transcatheter aortic valve

TAV8 Balloon Aortic Valvuloplasty Catheter, one of our
balloon transluminal aortic valvuloplasty catheter system
products

transcatheter aortic heart valve replacement, a
catheter-based technique to implant a new aortic valve in a
minimally invasive procedure that does not involve open-
chest surgery to correct severe aortic stenosis

the top four hospitals in the field of TVR procedures in China,
including Beijing Fuwai Hospital ([ B £ R} 5z B AN I8 7%
B& i), West China Hospital of Sichuan University (P4J11 k&3
Pi%Pr), the Second Affiliated Hospital of Zhejiang University
School of Medicine (WL AE:E S P [ E 25 —%PE) and
Shanghai Zhongshan Hospital of Fudan University (8 H K2
FfJE LB BE), each of which can serve as a training center
for physicians to learn and practice TVR procedures

hospitals with the ability to conduct the TVR implantation
procedure or that have completed the TVR procedure
independently

hospitals with recently established TVR procedure centers,
which do not possess the ability to independently complete
TVR procedures

transcatheter mitral valve

transcatheter mitral valve replacement, catheter-based
technique to implant a new mitral valve in a minimally invasive
procedure that does not involve open-chest surgery

tetralogy of fallot, a congenital abnormality of the heart
characterized by pulmonary stenosis, an opening in the
interventricular septum, malposition of the aorta over both
ventricles, and hypertrophy of the right ventricle

transcatheter pulmonary valve
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“TPVR” transcatheter pulmonary valve replacement, a catheter-based
technique to implant a new pulmonary valve in a minimally
invasive procedure that does not involve open-chest surgery

“trace regurgitation” a grade of pulmonary regurgitation, at which the trivial jet
extends less than 1.0 cm into the right ventricular tract under
echocardiographic criteria

“transfemoral approach” 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. The delivery system is then placed over the long wires
into the proper position and the new valve is deployed with a
balloon and the aid of X-rays and an echocardiogram

“tricuspid valve” 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

“TriGUARD3” TriGUARD3 Cerebral Embolic Protection Device, our CEP
product candidate

“TriGuard HDH” TriGuard HDH Cerebral Embolic Protection Device, a
previous generation of CEP device developed by Keystone

“TSE” transmissible spongiform encephalopathies, a group of
progressive, invariably fatal conditions that are associated
with prions and affect the brain and nervous system of
humans and many animals

“TTE” transthoracic echocardiogram, during which a technician
obtains views of the heart by moving a small instrument called
a transducer to different locations on the chest or abdominal

wall
“TTV” transcatheter tricuspid valve
“TTVR” transcatheter tricuspid valve replacement, a catheter-based

technique to implant a new tricuspid valve in a minimally
invasive procedure that does not involve open-chest surgery

“TVR” transcatheter valve replacement, a catheter-based technique
to implant new heart valves in a minimally invasive procedure
that does not involve open heart surgery
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“V8”

“valvuloplasty”

”

“valvuloplasty balloon

“VenusA-Pilot”
“VenusA-Plus”
“VenusA-Valve”

“VenusP-Valve”

V8, one of our balloon transluminal aortic valvuloplasty
catheter system products

a procedure using balloons to repair a heart valve with a
narrowed opening and improve blood flow through the valve

the catheter system designed for performing percutaneous
balloon angioplasty procedures and for pre- and post-dilation
during TAVR procedures

VenusA-Pilot System, one of our TAVR product candidates
VenusA-Plus System, one of our TAVR product candidates
VenusA-Valve System, our TAVR product

VenusP-Valve System, our TPVR product candidate



FORWARD LOOKING STATEMENTS

This Prospectus includes forward-looking statements. All statements other than statements
of historical facts contained in this Prospectus, including, without limitation, those regarding our
future financial position, our strategies, plans, objectives, goals, targets and future developments
in the markets where we participate or are seeking to participate, and any statements preceded
by, followed by or that include the words “believe,” “expect,” “estimate,” “predict,” “aim,” “intend,”
“wil may,” “plan,” “consider,” “anticipate,” “seek,” “should,” “could,” “would,” “continue,” or
similar expressions or the negative thereof, are forward-looking statements. These forward-
looking statements involve known and unknown risks, uncertainties and other factors, some of
which are beyond our control, which may cause our actual results, performance or achievements,
or industry results, to be materially different from any future results, performance or achievements
expressed or implied by the forward-looking statements. These forward-looking statements are
based on numerous assumptions regarding our present and future business strategies and the
environment in which we will operate in the future. Important factors that could cause our actual
performance or achievements to differ materially from those in the forward-looking statements
include, among other things, the following:

” o« ” o«

|u “ LI ” ”
)

. the timing of initiation and completion, and the progress of our cardiac intervention
solutions discovery and research programs;

] our ability to advance our cardiac intervention solutions, and the successful completion
of clinical trials;

. the approval, pricing and reimbursement of our cardiac intervention solutions;
. the commercialization of our cardiac intervention solutions;

J the market opportunities and competitive landscape of our cardiac intervention
solutions;

. our ability to continue to maintain our market position in China’s medical device
industry;

J our ability to successfully implement our business plans and strategies;

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

J our business prospects;

J our capital expenditure plans;

J the actions and developments of our competitors;

. our financial condition and performance;

J capital market developments;

o our dividend policy;

J any changes in the laws, rules and regulations of the central and local governments in

the PRC and other relevant jurisdictions and the rules, regulations and policies of the
relevant governmental authorities relating to all aspects of our business;
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. general political and economic conditions, including those related to the PRC;

J changes or volatility in interest rates, foreign exchange rates, equity prices or other
rates or prices, including those pertaining to the PRC and the industry and markets in
which we operate;

. various business opportunities that we may pursue; and

. changes in the global economic conditions and material volatility in the global financial
markets.

Additional factors that could cause actual performance or achievements to differ materially
include, but are not limited to, those discussed in “Risk Factors” and elsewhere in this Prospectus.
We caution you not to place undue reliance on these forward-looking statements, which reflect our
management’s view only as of the date of this Prospectus. We undertake no obligation to update
or revise any forward-looking statements, whether as a result of new information, future events or
otherwise. In light of these risks, uncertainties and assumptions, the forward-looking events
discussed in this Prospectus might not occur. All forward-looking statements contained in this
Prospectus are qualified by reference to the cautionary statements set out in this section.

— 41 —



RISK FACTORS

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.

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

We have incurred net losses since our inception and may incur net losses for the forseable
future, and you may lose substantially all your investments in us given the high risks
involved in the medical device business.

Investment in medical device development is highly speculative. It entails substantial upfront
capital expenditures and significant risk that a product candidate will fail to gain regulatory
approval or become commercially viable. We continue to incur significant expenses related to our
ongoing operations. As a result, we incurred losses during the Track Record Period. We incurred
net losses of RMB157.9 million, RMB300.5 million and RMB138.4 million for the years ended
December 31,2017 and 2018 and the five months ended May 31, 2019, respectively. Substantially
all of our operating losses were resulted from costs incurred in connection with our R&D programs
and from selling, general and administrative expenses associated with our operations.

We may continue to incur losses for the foreseeable future, and the losses may increase as
we expand our development of, and seek regulatory approvals for, our product candidates, and
commercialize our products. Typically, it takes many years to develop one new product from the
time it is designed to when it is available for commercial sales. In addition, we will start incurring
costs associated with being a public company in Hong Kong after the Global Offering. We will also
incur costs in support of our growth. The size of our future net losses will depend, in part, on the
number and scope 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. If any of our product candidates fails in clinical trials or does not
gain regulatory approval, or if approved, fails to achieve market acceptance, we may never
become profitable. Even if we achieve profitability in the future, we may not be able to sustain
profitability in subsequent periods. Our failure to become and remain profitable would decrease
the value of our Company and could impair our ability to raise capital, maintain our R&D efforts,
expand our business or continue our operations.
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Our sales mainly rely on one product, VenusA-Valve.

During the Track Record Period, a substantial amount of our revenue was derived from the
sales of one product, VenusA-Valve, which we commercialized in August 2017. Sales of
VenusA-Valve accounted for 95.4% of our total revenue in 2017, 98.6% of our total revenue in
2018 and 99.4% of our total revenue for the five months ended May 31, 2019. We expect that
sales of VenusA-Valve will continue to account for a significant portion of our total sales in the near
future. However, we cannot assure you that demand for VenusA-Valve will continue to grow as
anticipated. There is also no assurance that we will be able to maintain our sales and profit margin
for VenusA-Valve, which may be adversely affected by many factors outside of our control,
including downward pricing pressure caused by changes in market competition, expiration of
patent protection, introduction of substitute products marketed by our competitors, disruptions in
manufacturing or sales, issues with respect to product quality or severe adverse events incurred
after the procedure, coverage of medical insurance and disputes over intellectual property or other
matters with third parties. If we are unable to maintain the sales volumes, pricing levels or profit
margins of VenusA-Valve, our business, financial condition and results of operations may be
materially and adversely affected. Moreover, there is no guarantee that we may be able to develop
or acquire new products that would diversify our product portfolio and reduce our dependence on
VenusA-Valve, or to do so in a timely or competitive manner.

Our future growth depends substantially on the success of our product candidates. If we
are unable to successfully complete clinical development, obtain regulatory approval and
commercialize our product candidates, or experience significant delays in doing so, our
business will be materially harmed.

Our business substantially depends on the successful development, regulatory approval and
commercialization of our product candidates for the treatment of patients with heart valve
diseases, which are still in clinical development or design stage, and other product candidates we
may develop in the future. We have invested a significant portion of our efforts and financial
resources in the development of our existing product candidates. We incurred net losses for the
years ended December 31, 2017 and 2018 and the five months ended May 31, 2019, because the
expenses we incurred exceeded the gross profit generated from the sales of our current products,
primarily VenusA-Valve, with R&D costs alone amounted to 646.1%, 90.8% and 95.6% of our total
revenue for the same periods. Whether we can generate profit from our operating activities largely
depends on the successful commercialization of our product candidates.

For example, VenusP-Valve, one of our core products, is currently undergoing pre-clinical
trial in the U.S. and clinical trial in the EU. While we have completed the pivotal trial of
VenusP-Valve in China, we are still preparing to apply for NMPA approval. In addition, we have
submitted approval application to the NMPA for VenusA-Plus. We are also in the process of
preparing for the final clinical report and the application for the FDA 510(k) clearance of
TriGUARDS3. The success of our product candidates will depend on several factors, including but
not limited to:

o successful enrollment in, and completion of, clinical trials, as well as completion of
preclinical studies;

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

J receipt of regulatory approvals;

J establishing commercial manufacturing capabilities, either by building facilities
ourselves or making arrangements with third-party manufacturers;
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. the performance by any 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;

J 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;

J successfully launching our product candidates, if and when approved;

J obtaining favorable governmental and private medical reimbursement for our products,
if and when approved;

J competition with other cardiovascular products; 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 and/or to successfully
commercialize our product candidates, which would materially harm our business and we may not
be able to generate sufficient revenues and cash flows to continue our operations.

If we do not introduce new products in a timely manner, our products may become obsolete
and our operating results may suffer.

The transcatheter heart valve industry is characterized by technological changes, frequent
new product introductions, and evolving industry standards. Without the timely introduction of new
and improved products, our products could become technologically obsolete or more susceptible
to competition and our revenue and operating results would suffer. Even if we develop new or
improved products, our ability to market them could be limited by the need for regulatory
clearance, restrictions imposed on approved indications, entrenched patterns of clinical practice,
uncertainty over third-party reimbursement, or other factors. We devote significant financial and
other resources to our R&D activities. We incurred R&D costs of RMB117.4 million, RMB104.8
million and RMB82.4 million in 2017, 2018 and the five months ended May 31, 2019, which
accounted for 646.1%, 90.8% and 95.6% of our total revenue for the same periods. The R&D
process is lengthy and entails considerable uncertainty. Products we are currently developing may
not complete the development process or obtain the regulatory or other approvals required to
market such products in a timely manner or at all.

Technical innovations often require substantial time and investment before we can determine
their commercial viability. We may not have the financial resources necessary to fund all of these
projects. In addition, even if we are able to successfully develop new or improved products, they
may not produce revenue in excess of the costs of development or achieve the desired financial
return, and they may be rendered obsolete or less competitive by changing customer preferences
or the introduction by our competitors of products with newer technologies or features or other
factors.
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If we encounter difficulties enrolling patients in our clinical trials, our clinical development
activities could be delayed or otherwise adversely affected.

The timely completion of clinical trials in accordance with their protocols depends, among
other things, on our ability to enroll a sufficient number of patients who remain in the trial until its
conclusion. We may experience difficulties in patient enroliment in our clinical trials for a variety
of reasons, including the size and nature of the patient population and the patient eligibility criteria
defined in the protocol.

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 clinical investigators and clinical trial sites is limited, we expect to conduct
some of our clinical trials at the same clinical trial sites that some of our competitors use, which
will reduce the number of patients who are available for our clinical trials at such clinical trial sites.
Even if we are able to enroll a sufficient number of patients in our clinical trials, delays in patient
enrollment may result in increased costs or may affect the timing or outcome of the planned
clinical trials, which could prevent completion of these trials and adversely affect our ability to
advance the development of our product candidates.

Clinical product development involves a lengthy and expensive process with an uncertain
outcome, and unsuccessful clinical trials or procedures relating to products under
development could have a material adverse effect on our prospects.

Clinical testing is expensive and can take multiple years to complete, 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. Failure to successfully complete these trials or procedures in a timely and cost-
effective manner could have a material adverse effect on our prospects. Clinical trials or
procedures may experience significant setbacks even after earlier trials have shown promising
results.

Failure can occur at any time during the clinical trial process. The results of preclinical
studies and early clinical trials of our product candidates may not be predictive of the results of
later-stage clinical trials, and initial or interim results of a trial may not be predictive of the final
results. Product candidates in later stages of clinical trials may fail to show the desired safety and
efficacy traits despite having progressed through preclinical studies and initial clinical trials. In
addition, 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, differences in the size and type of the patient populations, including differences
in physical conditions, and the rate of dropout among clinical trial participants. In the case of any
trials we conduct, results may differ from earlier trials due to the larger number of clinical trial sites
and additional countries and languages involved in such trials.

Our future clinical trial results may not be favorable. Even if our future clinical trial results
show favorable efficacy, not all patients may benefit. For our certain heart valve products, it is
likely that they may not suit the conditions of a number of patients, and severe adverse events and
complications may incur for some patients after the procedure.
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If clinical trials of our product candidates fail to demonstrate safety and efficacy to the
satisfaction of regulatory authorities or do not otherwise produce positive results, we may
incur additional costs or experience delays in completing, or ultimately be unable to
complete, the development and commercialization of our product candidates.

Before obtaining regulatory approval for the sale of our product candidates, we must conduct
extensive clinical trials to demonstrate the safety and efficacy of our product candidates in
humans. We may experience numerous unexpected events during, or as a result of, clinical trials
that could delay or prevent our ability to receive regulatory approval or commercialize our product
candidates, including but not limited to:

o regulators, institutional review boards, or IRBs, or ethics committees may not authorize
us or our investigators to commence a clinical trial or conduct a clinical trial at a
prospective trial site;

J our inability to reach agreements on acceptable terms with prospective CROs and
hospitals as trial centers, the terms of which can be subject to extensive negotiation and
may vary significantly among different CROs and hospitals as trial centers;

. manufacturing issues, including problems with manufacturing, supply quality, or
obtaining sufficient quantities of a product candidate for use in a clinical trial;

J 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;

. 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 or
patients may drop out at a higher rate than we anticipate;

J our third-party contractors may fail to comply with regulatory requirements or meet their
contractual obligations to us in a timely manner, or at all;

. we might have to suspend or terminate clinical trials of our product candidates for
various reasons, including a finding of a lack of clinical response or other unexpected
characteristics or a finding that participants are being exposed to unacceptable health
risks;

J regulators, IRBs 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;

J the cost of clinical trials of our product candidates may be greater than we anticipate;
and

J the supply or quality of our product candidates, companion diagnostics or other
materials necessary to conduct clinical trials of our product candidates may be

insufficient or inadequate.

— 46 —



RISK FACTORS

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

J be delayed in obtaining regulatory approval for our product candidates;

. not obtain regulatory approval at all;

] obtain approval for indications that are not as broad as intended;

. have the product removed from the market after obtaining regulatory approval;
J be subject to additional post-marketing testing requirements;

] be subject to restrictions on how the product is distributed or used; or

. be unable to obtain reimbursement for use of the product.

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

Risks Relating to Extensive Government Regulations

All material aspects of the research, development and commercialization of our products
are heavily regulated.

All jurisdictions in which we conduct our research, development and commercialization
activities regulate these activities in great depth and detail. We intend to focus our activities in the
major markets of China, the United States and the EU. These geopolitical areas all have strict
regulation on medical devices, and in doing so they employ broadly similar regulatory strategies,
including regulation of product development, approval, manufacturing, sales and marketing and
distribution of medical devices. However, there are differences in the regulatory regimes in
different regions, which makes regulatory compliance more complex and costly for companies like
us that plan to operate in each of these regions.

The process of obtaining regulatory approvals and compliance with appropriate laws and
regulations require substantial time and financial resources. Failure to comply with the applicable
requirements at any time during the product development process, approval process, or after
approval, may subject an applicant to administrative or judicial sanctions. These sanctions could
include a regulator’s refusal to approve pending applications, withdrawal of an approval, license
revocation, a clinical hold, voluntary or mandatory product recalls, product seizures, total or partial
suspension of production or distribution, injunctions, fines, refusals of government contracts,
restitution, disgorgement or civil or criminal penalties. The failure to comply with these regulations
could have a material adverse effect on our business, financial condition and prospects.
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If we are not able to obtain, or experience delays in obtaining, required regulatory
approvals, we will not be able to commercialize our product candidates, and our ability to
generate revenue will be materially impaired.

Before obtaining regulatory approvals for the commercial sale of any product candidate for
a target indication, we must demonstrate in preclinical studies and well-controlled clinical trials,
and, with respect to approval in China, to the satisfaction of the NMPA, that the product candidate
is safe and effective for use for that target indication and that the manufacturing facilities,
processes and controls are adequate. Obtaining regulatory approvals is a lengthy, expensive and
uncertain process, and approvals may not be obtained. When we submit a filing application to the
NMPA, the NMPA will decide whether to accept or reject the submission for filing. We cannot be
certain that any submissions will be accepted for filing and review by the NMPA. NMPA may also
slow down, suspend or cease review of our applications and any of these could prolong the
registration process of our products.

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

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

J failure to demonstrate that a product candidate is safe and effective;

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

J data integrity issues related to our clinical trials;
J disagreement with our interpretation of data from preclinical studies or clinical trials;

J changes in approval policies or regulations that render our preclinical and clinical data
insufficient for approval or require us to amend our clinical trial protocols;

J regulatory requests for additional analyses, reports, data, nonclinical studies and
clinical trials, or questions regarding interpretations of data and results and the
emergence of new information regarding our product candidates or other products;

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

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

dropping out of a trial.

J rejection by the relevant authorities to approve pending applications or supplements to
approved applications filed by us or suspension, revocation or withdrawal of approvals.
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Regulatory authorities outside of China, such as the FDA and EMA, also have requirements
for approval of medical devices for commercial sale with which we must comply prior to marketing
in those areas. Regulatory requirements can vary widely from country to country and could delay
or prevent the introduction of our product candidates. Clinical trials conducted in one country may
not be accepted by regulatory authorities in other countries, and obtaining regulatory approval in
one country does not mean that regulatory approval will be obtained in any other country. Approval
processes vary among countries and can involve additional product testing and validation and
additional administrative review periods. Seeking foreign regulatory approval could require
additional nonclinical studies or clinical trials, which could be costly and time consuming. The
foreign regulatory approval process may include all of the risks associated with obtaining NMPA
approval. For these reasons, we may not obtain foreign regulatory approvals on a timely basis, if
at all.

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

The process to develop, obtain regulatory approval for and commercialize medical device
product candidates is long, complex and costly both inside and outside China. Even if our product
candidates were to successfully obtain approval from the regulatory authorities, any approval
might significantly limit the approved indications for use, or require that precautions,
contraindications or warnings be included on the product labeling, or require expensive and
time-consuming post-approval clinical trials or surveillance as conditions of approval. Following
an approval for commercial sale of our product candidates, certain changes to the product, such
as changes in manufacturing processes and additional labeling claims, may be subject to
additional review and approval by the NMPA, FDA, EMA and/or comparable regulatory authorities.
Regulatory approvals for any of our product candidates may also be withdrawn. If we are unable
to obtain regulatory approval for our product candidates in one or more jurisdictions, or any
approval contains significant limitations, our target market will be reduced and our ability to realize
the full market potential of our product candidates will be harmed. Furthermore, we may not be
able to obtain sufficient funding or generate sufficient revenue and cash flows to continue the
development of any other product candidate in the future.

Undesirable adverse events caused by our products and product candidates could
interrupt, delay or halt clinical trials, delay or prevent regulatory approval, limit the
commercial profile of an approved label, or result in significant negative consequences
following any regulatory approval.

Undesirable adverse events caused by our products or product candidates could cause us
or regulatory authorities to interrupt, delay or halt clinical trials and could result in a more
restrictive label or the delay or denial of regulatory approval by the NMPA, FDA or other
comparable regulatory authority, or could result in limitations or withdrawal following approvals. If
results of our trials reveal a high and unacceptable severity or prevalence of adverse events, our
trials could be suspended or terminated and the NMPA, FDA or other comparable regulatory
authorities could order us to cease further development of, or deny approval of, our product
candidates.
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Adverse events have been reported in our clinical trials which could affect patient recruitment
or the ability of enrolled subjects to complete the trial, and could result in potential product liability
claims. Any of these occurrences may harm our reputation, business, financial condition and
prospects significantly. In this Prospectus and from time to time, we disclose clinical results for our
product candidates, including the occurrence of adverse events and serious adverse events. Each
such document speaks only as of the date of the data cutoff used in such document, and we
undertake no duty to update such information unless required by applicable law.

Our products and any future products will be subject to ongoing regulatory obligations and
continued regulatory review, which may result in significant additional expense and we
may be subject to penalties if we fail to comply with regulatory requirements or experience
unanticipated problems with our products and/or product candidates.

Our products and any additional product candidates that are approved by the regulators are
and 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, the United States, the EU, Israel and/or other countries.

Manufacturers and manufacturers’ facilities are required to comply with extensive regulatory
requirements from the NMPA, FDA, EMA, AMAR 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. Accordingly, we must continue to
devote time, money and effort in all areas of regulatory compliance.

The regulatory approvals for our products and any approvals that we receive for our product
candidates are and may be subject to limitations on the indicated uses for which our product may
be marketed. The approvals we obtain may also be subject to other conditions which may require
potentially costly post-marketing testing and surveillance to monitor the safety and efficacy of our
products or product candidates. Such limitations and conditions could adversely affect the
commercial potential of our products.

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 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, untitled or 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;

J 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.
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The NMPA and other regulatory authorities strictly regulate the marketing, labeling,
advertising and promotion of products placed on the market. Products may be promoted only for
their approved indications and for use in accordance with the provisions of the approved label.
The NMPA, FDA, EMA and other regulatory authorities actively enforce the laws and regulations
prohibiting the promotion of off-label uses, and a company that is found to have improperly
promoted off-label uses may be subject to significant liability. The policies of the NMPA, FDA, EMA
and other regulatory authorities may change and additional government regulations may be
enacted that could prevent, limit or delay regulatory approval of our product candidates. 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.

If our current and new products are not produced in compliance with the quality standards
required under applicable laws, our business and reputation could be harmed, and our
revenue and profitability could be materially and adversely affected.

Our production and manufacturing processes are required to meet certain quality standards.
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, see “Business —
Quality Control.” Despite our quality control and assurance system and procedures, we cannot
eliminate the risk of product defects or failure. Quality defects may fail to be detected or
remediated as a result of a number of factors, many of which are outside of our control, including:

. manufacturing errors;

J technical or mechanical malfunctions in the manufacture process;

. human error or malfeasance by our quality control personnel;

. tampering by third parties; and/or

. quality issues with the raw materials we produce or purchase.

In addition, failure to detect quality defects in our products or to prevent such defective
products from being delivered to end-users could result in patient injury or death, product recalls
or withdrawals, license revocation or regulatory fines, product liabilities or other problems that
could seriously harm our reputation and business, expose us to liability, and materially and
adversely affect our revenue and profitability.

Recently enacted and future legislation may increase the difficulty and cost for us to obtain
regulatory approval of and commercialize our product candidates and affect the prices we
may obtain.

In China, the United States 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

— 51 —



RISK FACTORS

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. Any reduction in reimbursement from government programs may result
in a similar reduction in payments from private payors. The implementation of cost containment
measures or other healthcare reforms may prevent us from being able to generate revenue, attain
profitability, or commercialize our products.

Legislative and regulatory proposals have been made to expand post-approval requirements
and restrict sales and promotional activities for medical devices. 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. On June 25, 2018, a revised draft amendment to the
Regulations on the Supervision and Administration of Medical Devices was published by the
Ministry of Justice (the “Draft Amendment”) for public comments. As a medical device company,
if the Draft Amendment 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.

Risks Relating to Commercialization and Distribution of Our Products

If our products cause, or are perceived to cause, severe adverse events, our reputation,
revenue and profitability could be materially and adversely affected.

Our current and future products may cause undesirable or unintended severe adverse events
as a result of a number of factors, many of which are outside of our control. These factors include
potential complications not revealed in clinical trials, unusual but severe complications and
adverse events in isolated cases, defective products not detected by our quality control system or
misuse of our products. Our products may also be perceived to cause adverse events when a
conclusive determination as to the cause of the adverse events is not obtained or is unobtainable.

In addition, our products may be perceived to cause severe adverse events if one or more
regulators, such as the NMPA, FDA and/or EMA, determine that other companies’ products
containing the same or similar key parts or using the same delivery technologies as our products’
cause or are perceived to have caused severe adverse events. If our products cause, or are
perceived to cause, severe adverse events, we may face a number of consequences, including:

J injury or death of patients;

J a severe decrease in the demand for, and sales of, the relevant products;

] the recall or withdrawal of the relevant products;

J revocation of regulatory approvals for the relevant products or the relevant production
facilities;

J damage to the brand name of our products and the reputation of our Company;
. removal of relevant products from the relevant medical insurance coverage; and/or

. exposure to lawsuits and regulatory investigation relating to the relevant products that
result in liabilities, fines or penalties.

As a result of these consequences, our sales, profitability and prospects could be materially
and adversely affected.
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Failure to achieve broad market acceptance or maintain good reputation necessary for our
cardiovascular products and any future products would have a material adverse impact on
our results of operations and profitability.

The commercial success of our current and future products depends upon the degree of
market acceptance they achieve, particularly among hospitals and physicians. As a treatment
recently developed and introduced to the market, TVR 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 TVR procedure, given its established market acceptance,
comparatively lower price and coverage by governmental and private medical insurance. If our
cardiovascular products and any future approved product candidates fail to gain sufficient market
acceptance by physicians, patients, third-party payors and others in the industry, the sales of our
products will be adversely affected. For example, current heart valve replacement products or
devices, such as the valve systems developed by some of our competitors are well established in
the global transcatheter heart valve replacement industry, and doctors may continue to rely on
these treatments to the exclusion of our products and product candidates. In addition, physicians,
patients and third-party payors may prefer other novel products to ours. If our products and
product candidates do not achieve an adequate level of acceptance, we may not generate
significant product sales revenues and we may not become profitable. The degree of market
acceptance of our products and product candidates, if approved for commercial sale, will depend
on a number of factors, including:

J the clinical indications for which our products and product candidates are approved;

J physicians, hospitals, heart valve diseases treatment centers and patients considering
our products and product candidates as a safe and effective treatment;

J the potential and perceived advantages of our products and product candidates over
alternative products;

J the prevalence and severity of any adverse effects or complications;
. product labeling or product insert requirements of regulatory authorities;
J limitations or warnings contained in the labeling approved by regulatory authorities;

. the timing of market introduction of our products and product candidates as well as
competitive products;

o the cost of treatment in relation to alternative treatments;

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

J 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, heart valve diseases treatment centers 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 are introduced that are more favorably
received than our products, are more cost effective or render our products obsolete.

We have relatively limited experience in marketing and sales of our products.

We started marketing our first approved product, VenusA-Valve, in August 2017. We have
relatively limited experience in launching and commercializing our product candidates and sales
and marketing of our products. For example, we have limited experience in building a commercial
team, conducting a comprehensive market analysis, obtaining licenses and approvals, or
managing distributors and sales force for our product candidates. As a result, our ability to
successfully commercialize our product candidates may involve more inherent risks, take longer
and cost more than it would if we were a company with sufficient experience launching product
candidates.

We have to compete with other medical device companies to recruit, hire, train and retain
marketing and sales personnel. If we are unable to, or decide not to, further develop internal sales,
marketing and commercial distribution capabilities for any or all of our products, we will likely
pursue collaborative arrangements regarding the sales and marketing of our products. However,
there can be no assurance that we will be able to establish or maintain such collaborative
arrangements, or if we are able to do so, that they will have effective sales forces. Any revenue
we receive will depend upon the efforts of such third parties. We would have little or no control
over the marketing and sales efforts of such third parties, and our revenue from product sales may
be lower than if we had commercialized our products ourselves. We also face competition in our
search for third parties to assist us with the sales and marketing efforts for our products. There can
be no assurance that we will be able to develop and successfully maintain our in-house sales and
commercial distribution capabilities or establish or maintain relationships with physicians,
hospitals and other third parties to successfully commercialize our products, and as a result, our
revenue and profitability could be materially and adversely affected.

We rely on our in-house marketing force to promote our products.

Under our strategic marketing model, our in-house marketing force actively works with
physicians and hospitals by not only providing professional advice but also offering help
throughout the entire heart valve replacement procedures from candidate screening, operation
assistance to follow-up visit post operations. We conduct post-market clinical studies which are
initiated and supervised by our sales team to monitor the efficacy of our products. Our sales team
also assists in providing training to physicians on heart valve replacement procedures. We
incurred selling and distribution expenses of RMB35.9 million, RMB66.9 million and RMB40.1
million for the years ended December 31, 2017 and 2018 and the five months ended May 31,
2019, respectively. The success of our marketing model depends on our ability to attract, motivate
and retain qualified and professional employees in our marketing, promotion and sales teams who
have, among other things, the sufficient expertise in the cardiovascular areas and are able to
communicate effectively with medical professionals. Competition for experienced marketing,
promotion and sales personnel is intense. If we are unable to attract, motivate and retain a
sufficient number of qualified sales personnel to support our marketing model, sales volumes or
margin of our existing and future products may be adversely affected and we may be unable to
extend our hospital coverage and deepen our market penetration as contemplated.
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There is no guarantee that we will succeed in expanding our sales network to cover new
hospitals.

Despite the current leading position of VenusA-Valve in China, we plan to expand our sales
network to cover more hospitals to increase our market share and penetration in the China market
to drive future growth. During the years ended December 31, 2017 and 2018 and the five months
ended May 31, 2019, we sold 104 units, 737 units and 563 units of VenusA-Valve, respectively.
We may seek to expand our sales network to cover additional hospitals which are not able to
independently conduct TAVR procedures and hospitals in emerging markets where we have
limited experience or resources. This marketing strategy could require us to strengthen our sales
and marketing efforts, and we may not be able to do so. If we are unable to expand our sales
network effectively, our sales volumes and business prospects could be materially and adversely
affected.

If we fail to maintain an effective distribution channel for our products, our business and
sales of the relevant products could be adversely affected.

While we market our VenusA-Valve directly to hospitals, we rely mostly on third-party
distributors to distribute our products. Our ability to maintain and grow our business will depend
on our ability to maintain effective distribution channels that ensure timely distribution of our
products to the relevant markets where we generate market demand through our sales and
marketing activities. However, we have relatively limited control over our distributors, who may fail
to distribute our products in the manner we contemplate. We usually enter into one-year
agreements with our distributors. In 2018 and the five months ended May 31, 2019, our sales
arrangement with a total of 20 distributors was terminated for various reasons, including the
expiration of distribution agreement, distributors’ failure to meet their target order amount and
distributors’ change of business. If PRC price controls or other factors substantially reduce the
margins our distributors can obtain through the resale of our products to hospitals and medical
institutions, our distributors may terminate their relationships with us.

As of December 31, 2017, 2018 and May 31, 2019, we had a total of 30, 33 and 40
distributors, respectively. For the years ended December 31, 2017 and 2018 and the five months
ended May 31, 2019, the aggregate sales to our five largest distributors were RMB11.5 million,
RMB68.5 million and RMB49.6 million, representing 63.2%, 59.4% and 57.6% of our revenue,
respectively. Sales to our largest distributor for the same periods were RMB3.4 million, RMB19.2
million and RMB14.4 million, representing 18.9%, 16.6% and 16.7% of our revenue, respectively.
While we believe alternative distributors are readily available in China, if the distribution of our
products is interrupted, our sales volumes and business prospects could be adversely affected.

If we experience delays in collecting payments from our distributors, our cash flows and
operations could be adversely affected.

We generally grant credit terms to our distributors for up to six months, and longer credit
terms may be granted for direct sales to hospitals. As of December 31, 2017, 2018 and May 31,
2019, our trade receivables were RMB17.9 million, RMB80.6 million and RMB120.1 million,
respectively. The average turnover days of our trade receivables for the same periods were 60.0
days, 155.9 days and 175.9 days, respectively. For our sales to distributors, our distributors
receive payments from hospitals for our products they sold to the hospitals and will make
payments to us accordingly. If our distributors’ cash flows, working capital, financial condition or
results of operations deteriorate or they experience delays in payments from the hospitals, they
may be unable, or they may otherwise be unwilling, to make payments owed to us promptly or at
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all. Any substantial defaults or delays could materially and adversely affect our cash flows, and we
could be required to terminate our relationships with distributors in a manner that will impair the
effective distribution of our products.

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 products is highly competitive. We face
competition from major transcatheter heart valve replacement device companies worldwide. A
number of companies in the global market currently market and sell transcatheter heart valve
replacement devices or are pursuing the development of such products for the treatment of heart
valve diseases for which we are commercializing our products or developing our product
candidates. Potential competitors also include academic institutions, government agencies and
other public and private research organizations that conduct research, seek patent protection and
establish collaborative arrangements for research, development, manufacturing and
commercialization.

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, are
more convenient 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 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, FDA, EMA 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.

Many of the companies against which we are competing have significantly greater financial
resources and expertise in R&D, manufacturing, preclinical testing, conducting clinical trials,
obtaining regulatory approvals and marketing approved products 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.

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

In line with market practice, we sell a significant portion of our products to distributors who
resell our products to hospitals. In addition, we also sell a portion of our products directly to the
hospitals. Our distributors, or we in our direct sales to the hospitals, negotiate and set retail prices
directly with hospitals. We sell our products to distributors either at the minimum order price or at
the discount as agreed with the distributors to the retail price hospitals and distributors agreed
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upon. For details, see “Business — Sales and Marketing — Pricing.” Hospitals may gain more
bargaining power depending on the availability of alternative products, demands of patients and
the preference of physicians. If hospitals 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.

As of the Latest Practicable Date, there was generally no tender or bidding process or price
guidance set on TAVR procedures and related products by the PRC government. The absence of
a tender process and price guidance is primarily because TAVR procedures and related products
have only been introduced to the Chinese market in recent years, and there are only a few TAVR
products approved for marketing in China and the application of TAVR procedures is still limited
to top-tier cardiology hospitals in tier 1 and tier 2 cities. Along with our increasing efforts to
promote TAVR procedures and our TAVR products in the market, awareness of TAVR procedures
is expected to increase. More competing TAVR products may become available, which will offer
alternatives for hospitals and patients to choose for a TAVR procedure. If the PRC government
issues price guidance or introduces tender process for TAVR procedures and related products, it
may negatively affect the price of 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.

Our sales may be affected by the level of medical insurance reimbursement patients receive
for TAVR procedures using our products.

Our ability to sell our products is related to the availability of governmental and private health
insurance in China for treatments using our products. China has a complex medical insurance
system that is undergoing reform. The governmental insurance coverage or reimbursement level
in China for new procedures such as TAVR procedures and the medical device used in such
procedures is subject to significant uncertainty and varies from region to region, as local
government approvals for such coverage must be obtained in each geographic region in China.

Currently, whether VenusA-Valve is reimbursable varies in each province and may vary
among hospitals in the same province, depending on if TAVR procedures can be categorized as
heart valve replacement procedure. Because TAVR procedures have been introduced to China
only in recent years, for the TAVR procedures and the medical devices used in a TAVR procedure
to be covered by medical insurance, the TAVR procedure needs to be categorized by the hospital
under the heart valve replacement procedure or another procedure that is reimbursable. Without
reimbursement for TAVR procedures and related TAVR products, market demand for such
products including VenusA-Valve may drop and our results of operations may be adversely
affected.

In addition, insurance companies in China tend to reimburse patients for a higher percentage
of the product cost if they use a medical device manufactured by a Chinese domestic company as
opposed to an imported device. We cannot be certain that insurers will continue to adopt this
favorable policy in the future.

In the absence of sufficient medical insurance coverage for the use of our products, patients
may choose alternative treatment methods, and hospitals may recommend such alternative
treatments, which would reduce demand for our products and our sales which could in turn
materially and adversely affect our business, financial condition and results of operation.
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Moreover, we may need to lower the prices of our products in order to have them included
in the medical insurance reimbursement list, and such price cut and reimbursement may not
necessarily lead to increase in our sales and our results of operations may be adversely affected.

Risks Relating to Manufacture and Supply of Our Products

Delays in completing and receiving regulatory approvals for our manufacturing facilities, or
damage to, destruction of or interruption of production at such facilities, could delay our
development plans or commercialization efforts.

Our principal manufacturing facilities are located at our headquarters in Hangzhou, Zhejiang
province, China. As of the Latest Practicable Date, we rented an aggregate area of approximately
3,500 sq.m. for manufacturing facilities in Hangzhou, China. Our facilities will be expanded by
another 3,790 sq.m. in 2019, which we plan to mainly use for the R&D, manufacture and
commercialization of TriGUARDS3 in China. We need to apply for a change of our manufacture
permit to include our new facilities, which requires regulatory approval including our compliance
with CGMP. The facilities may encounter unanticipated expenses due to a number of factors,
including regulatory requirements. We also leased manufacture facilities in Israel with an
aggregate area of approximately 816 sqg.m., primarily used for producing CEP devices. Our
manufacturing facilities will be subject to ongoing, periodic inspection by the NMPA, FDA, EMA,
AMAR or other comparable regulatory agencies to ensure compliance with CGMP. Failure to
comply with applicable regulations could also result in sanctions being imposed on us, including
fines, injunctions, civil penalties, requirement to suspend or put on hold one or more of our clinical
trials, failure of regulatory authorities to grant marketing approval of our product candidates,
delays, suspension or withdrawal of approvals, supply disruptions, license revocation, seizures or
recalls of products or product candidates, operating restrictions and criminal prosecutions, any of
which could harm our business.

Our facilities may be harmed or rendered inoperable by physical damage from fire, floods,
earthquakes, typhoons, tornadoes, power loss, telecommunications failures, break-ins, and
similar events. If our manufacturing facilities or the equipment are damaged or destroyed, we may
not be able to quickly or inexpensively replace our manufacturing capacity or replace it at all. In
the event of a temporary or protracted loss of the facilities or equipment, we might not be able to
transfer manufacturing to a third party. Even if we could transfer manufacturing to a third party, the
shift would likely be expensive and time-consuming, particularly since the new facility would need
to comply with the necessary regulatory requirements and we would need regulatory agency
approval before selling any products manufactured at that facility. Such an event could delay our
clinical trials or reduce our product sales. Any interruption in manufacturing operations at our
manufacturing facilities could result in our inability to satisfy the demands of our clinical trials or
commercialization. Any disruption that impedes our ability to manufacture our products or product
candidates in a timely manner could materially harm our business, financial condition and
operating results.

Currently, we maintain insurance coverage against damage to our property and equipment
in amounts we believe are reasonable. However, our insurance coverage may not reimburse us,
or may not be sufficient to reimburse us, for any expenses or losses we may suffer. We may be
unable to meet our requirements for our products and product candidates if there were a
catastrophic event or failure of our manufacturing facilities or processes.
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If we fail to increase our production capacity as planned, our business prospects could be
materially and adversely affected.

To produce our products in the quantities that we believe will be required to meet anticipated
market demand for our products, we may need to increase, or scale up, the production capacity
and the utilization rate. Our utilization rate for our major product, VenusA-Valve, in 2017, 2018 and
during the five months ended May 31, 2019 was 91.0%, 53.8% and 42.4%, respectively. Advances
in manufacturing techniques may render our facilities and equipment inadequate or obsolete, and
therefore we may also need to develop advanced manufacturing techniques and process controls
in order to fully utilize our facilities. Also, the production of our valve products is highly
labor-intensive as our workers need to manually suture the valve leaflets to the nitinol frame,
which requires experience and technique. Typically, we require new employees to undergo
approximately six months of training before they commence work on our production lines. To
enhance our production capacity, we also need to employ more workers. If we are unable to do
so, or if the process to do so is delayed, or if the cost of this scale up is not economically feasible
for us or we cannot find a third-party supplier, we may not be able to supply our products in a
sufficient quantity to meet future demand, which would limit our development and
commercialization activities and our opportunities for growth.

We are expanding our production output by adding a phase Il manufacturing facility with a
total floor area of 3,790 sg.m. located at our headquarters in Hangzhou, Zhejiang province, China.
Phase Il manufacturing facility is intended to be used for the production of TriGUARDS, our
existing products and our other pipeline products to be commercialized. 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. This review may be costly
and time consuming and could delay or prevent the launch of a product. The new facility will also
be subject to pre-approval inspection. In addition, we have to demonstrate that the products made
at the new facility are equivalent to the products made at the former facility by physical and
chemical methods, which are costly and time consuming. Regulatory authorities may also require
clinical testing as a way to prove equivalency, which would result in additional costs and delay.

Our ability to successfully implement our expansion plan is subject to a number of risks,
including our ability to obtain the requisite permits, licenses and approvals for the construction and
operation of the new production lines, the risk of construction delays, as well as our ability to
timely recruit sufficient qualified staff to support the increase in production capacity.
Consequently, there can be no assurance that we will be able to increase our overall production
capacity or develop advanced manufacturing techniques and process controls in the manner we
contemplate, or at all. In the event we fail to increase our production capacity or develop advanced
manufacturing techniques and process controls, we may not 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 have to engage third parties to produce a portion of such products. Consequently,
we are 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.
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The manufacture of our products is highly complex and subject to strict quality controls.
If we or any of our suppliers or logistics partners encounters manufacturing, logistics, or
quality problems, including as a result of natural disasters, our business could suffer.

The manufacture of many of our products is highly complex and subject to strict quality
controls, due in part to rigorous regulatory requirements. In addition, quality is extremely important
due to the serious and costly consequences of a product failure. Problems can arise during the
manufacturing process for a number of reasons, including equipment malfunction, failure to follow
protocols and procedures, raw material problems, software problems, or human error.
Furthermore, if contaminants are discovered in our supply of our products or product candidates
or in the manufacturing facilities, such manufacturing facilities may need to be closed for an
extended period of time to investigate and remedy the contamination. Stability failures and other
issues relating to the manufacture of our products or product candidates could occur in the future.
Although closely managed, disruptions can occur during implementation of new equipment and
systems to replace aging equipment, as well as during production line transfers and expansions.
As we expand into new markets, we may face unanticipated surges in demands for our products
which could strain our production capacity. If these problems arise or if we otherwise fail to meet
our internal quality standards or those of the NMPA or other applicable regulatory body, which
include detailed record-keeping requirements, our reputation could be damaged, we could
become subject to a safety alert or a recall, we could incur product liability and other costs,
product approvals could be delayed, and our business could otherwise be adversely affected.

In addition, our manufacturing and warehousing facilities, as well as those of our suppliers
and logistics partners, could be materially damaged by earthquakes, hurricanes, volcanoes, fires,
and other natural disasters or catastrophic circumstances, which could have a material adverse
effect on our business.

Fluctuations in prices of our raw materials may have a material adverse effect on us.

We rely on our suppliers for our business, which exposes us to risks associated with
fluctuations in prices of raw materials, and reductions in the availability of raw materials may
disrupt our operations. One of our principal raw materials is porcine pericardium from pigs that we
procure from third-party suppliers. During the Track Record Period, the porcine pericardium was
generally available and sufficient for our demands, and the price of porcine pericardium from our
suppliers was not affected by swine fever. However, we cannot assure you that this will continue
to be the case in the future. The prices of porcine 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 the outbreak of swine fever,
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.

We may experience supply interruptions that could harm our ability to manufacture
products.

We purchase certain of the materials and components used in the manufacture of our
products from external suppliers, and we purchase certain supplies from fixed sources or single
sources for reasons of quality assurance, cost effectiveness, availability, or constraints resulting
from regulatory requirements. Our principal raw materials are porcine pericardium and nitinol. We
also purchase sheath and medal parts.
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General economic conditions could adversely affect the financial viability of our suppliers,
resulting in their inability to provide materials and components used in the manufacture of our
products. While we work closely with suppliers to monitor their financial viability, assure continuity
of supply, and maintain high quality and reliability, these efforts may not be successful. In addition,
due to the rigorous regulations and requirements of the NMPA and/or foreign regulatory
authorities regarding the manufacture of our products (including the need for approval of any
change in supply arrangements), we may have difficulty establishing additional or replacement
sources in a timely manner or at all if the need arises. Certain suppliers may also elect to no longer
service medical device companies due to the high amount of requirements and regulation.
Although we consider alternative supplier options, we typically do not pursue regulatory
qualifications of alternative sources due to the strength of our existing supplier relationships and
the time and expense associated with our internal validation process. A 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. A reduction in, or lack of availability of, raw
materials or interruptions in the supply chain may also impact our profitability to the extent that we
are required to pay higher prices for, or are unable to secure adequate supplies of, the necessary
raw materials.

We rely on supply from limited suppliers, which may severely harm our operations if the
supplier loses its qualification or eligibility because of its failure to comply with regulatory
requirements or stops our supply due to contractual disputes.

Our heart valve products are manufactured from processed natural animal tissue, namely
porcine pericardium, and manmade materials. During the Track Record Period, we purchased
porcine pericardium mainly from three suppliers in China and purchased nitinol frames from one
principal supplier. Our suppliers are subject to various regulations and are required to obtain and
maintain various qualifications, government licenses and approvals. If any of these suppliers
loses its qualification or eligibility because of its failure to comply with regulatory requirements, we
may not be able to find alternative suppliers in a timely manner or at all, which may cause delay
in supply of our raw materials and interruption in our manufacturing. If any of these happens, our
results of operations may be materially and adversely affected. Regulatory agencies in China or
other international geographies from time to time have limited or banned the use of certain
materials used in the manufacture of our products. In these circumstances, transition periods
typically provide time to arrange for alternative materials. 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. Regulatory agencies may limit the supply of our principal raw material, porcine
pericardium, if there is an outbreak of swine fever, which will negatively affect the manufacture of
our products. The substantial change in the regulatory environment and market supply and
demand may lead to a significant increase in price, which will further negatively affect our profit
margin and harm our business and financial condition. Some of our suppliers are located outside
China. As a result, trade or regulatory embargoes imposed by foreign countries or China could
also result in delays or shortages that could harm our business.
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Failure to maintain and predict inventory levels in line with the level of demand for our
products could cause us to lose sales or face excess inventory risks and holding costs,
either of which could have a material adverse effect on our business, financial condition
and results of operations.

To operate our business successfully and meet our customers’ demands and expectations,
we must maintain a certain level of inventory for our products to ensure immediate delivery when
required. Furthermore, we are required to maintain an appropriate level of inventory of our raw
materials, including porcine pericardium, for our commercial production. For the years ended
December 31, 2017 and 2018 and the five months ended May 31, 2019, our average inventory
turnover days were 222.9 days, 197.7 days and 123.2 days, respectively. However, we maintain
our inventory levels based on our internal forecasts which are inherently uncertain. If our forecast
demand is lower than actual demand, we may not be able to maintain an adequate inventory level
of our products or produce our products in a timely manner, and may lose sales and market share
to our competitors. On the other hand, we may be exposed to increased inventory risks due to
accumulated excess inventory of our products or raw materials (for example, our VenusA-Valve
products typically have a shelf life of two years and are subject to expiration). Excess inventory
levels may increase our inventory holding costs, risk of inventory obsolescence or write-offs.

In addition, we actively monitor our inventory level and track the flow of our products through
an online distribution platform where we can monitor the flow of our products to hospitals on a
real-time basis. However, there is no guarantee that the inventory information we collect is
complete and accurate or that such information would allow us to effectively manage our inventory
level. If we fail to maintain and predict inventory levels in line with the level of demand for our
products, our business, financial condition and results of operations will 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 R&D 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.
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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 R&D output in time to obtain patent protection. Although we enter into non-disclosure and
confidentiality agreements or include such provisions in our relevant agreements with parties who
have access to confidential or patentable aspects of our R&D output, such as our employees,
consultants, advisors and other third parties, any of these parties may breach such agreements
and disclose such output before a patent application is filed, jeopardizing our ability to seek patent
protection. In addition, publications of discoveries in the scientific literature often lag behind the
actual discoveries. Patent applications in China and other jurisdictions are typically not published
until 18 months after filing, or in some cases, not at all.

Under the Patent Law of the PRC (1% A\ RILFEIHF|E) promulgated by the Standing
Committee of the NPC, as amended, patent applications are 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.
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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 preissuance submission of
prior art to the CNIPA, 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, 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 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 “Business — Intellectual Property Rights”
of 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 are, and may in the
future be, co-owned with third parties. If we are unable to obtain an exclusive license to any such
third-party co-owners’ interest in such patents or patent applications, such co-owners may be able
to license their rights to other third parties, including our competitors, and our competitors could
market competing products and technology. 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.
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We may not be able to protect our intellectual property rights.

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.

As of the Latest Practicable Date, we owned 389 patents and patent applications, any of
which may be the subject of a governmental or third-party objection, which could prevent the
maintenance or issuance of the same. If we are unsuccessful in obtaining trademark protection for
our primary brands, we may be required to change our brand names, which could materially
adversely affect our business. Moreover, as our products mature, our reliance on our trademarks
to differentiate us from our competitors will increase, and as a result, if we are unable to prevent
third parties from adopting, registering or using trademarks and trade dress that infringe, dilute or
otherwise violate our trademark rights, our business could be materially adversely affected.

Many companies have encountered significant problems in protecting and defending
intellectual property rights in certain jurisdictions, including China. The legal systems of some
countries do not favor the enforcement of patents, trade secrets and other intellectual property,
particularly those relating to products, which could make it difficult in those jurisdictions for us to
stop the infringement or misappropriation of our patents or other intellectual property rights, or the
marketing of competing products in violation of our proprietary rights.

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
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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 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.

We may not be able to prevent misappropriation of our trade secrets or confidential
information, particularly in countries where the laws may not protect those rights as fully as we
expect.

If we are sued for infringing intellectual property rights of third parties, such litigation
could be costly and time consuming and could prevent or delay us from developing or
commercializing our product candidates.

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

Third parties may assert that we are using technology in violation of their patent or other
proprietary rights. Defense of these claims, regardless of their merit, could involve substantial
litigation expense and divert our technical personnel, management personnel, or both from their
normal responsibilities. Even in the absence of litigation, we may seek to obtain licenses from third
parties to avoid the risks of litigation, and if a license is available, it could impose costly royalty
and other fees and expenses on us.
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If third parties bring successful claims against us for infringement of their intellectual property
rights, we may be subject to injunctive or other equitable relief, which could prevent us from
developing and commercializing one or more of our product candidates. Defense of these claims,
regardless of their merit, would involve substantial litigation expense and would substantially
divert diversion of employee resources from our business. In the event of a successful claim
against us of infringement or misappropriation, or a settlement by us of any such claims, we may
have to pay substantial damages, including treble damages and attorneys’ fees in the case of
willful infringement, pay royalties or redesign our infringing product candidates, which may be
impossible or require substantial time and cost. In the event of an adverse result in any such
litigation, or even in the absence of litigation, we may need to obtain licenses from third parties
to advance our research or allow commercialization of our product candidates. Any such license
might not be available on reasonable terms or at all. In the event that we are unable to obtain such
a license, we would be unable to further develop and commercialize one or more of our product
candidates, which could harm our business significantly. We may also elect to enter into license
agreements in order to settle patent infringement claims or to resolve disputes prior to litigation,
and any such license agreements may require us to pay royalties and other fees that could
significantly harm our business.

Even if litigation or other proceedings are resolved in our favor, there could be public
announcements of the results of hearings, motions or other interim proceedings or developments,
and if securities analysts or investors perceive these results to be negative, this could have a
substantial adverse effect on the market price of our Shares. Such litigation or proceedings could
substantially increase our operating losses and reduce the resources available for development
activities or any future sales, marketing or distribution activities. We may not have sufficient
financial or other resources to adequately conduct such litigation or proceedings. Some of our
competitors may be able to sustain the costs of such litigation or proceedings more effectively
than we can because of their greater financial resources. Uncertainties resulting from the initiation
and continuation of patent litigation or other proceedings could have a material adverse effect on
our ability to compete in the marketplace.

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, USPTO
and other patent agencies in several stages over the lifetime of the patent. The CNIPA, 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.
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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, advisors and other third parties. We also enter into
employment agreement or consulting agreement with our employees and consultants that
includes undertakings regarding assignment of inventions and discoveries. However, any of these
parties may breach such agreements and disclose our proprietary information, and we may not be
able to obtain adequate remedies for such breaches. Enforcing a claim that a party illegally
disclosed or misappropriated a trade secret can be difficult, expensive and time-consuming, and
the outcome is unpredictable. If any of our trade secrets were 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.

Furthermore, many 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, including each member of our senior management, executed
proprietary rights, non-disclosure and non-competition agreements in connection with such
previous employment. Although we try to ensure that our employees do not use the proprietary
information or know-how of others in their work for us, we may be subject to claims that we or
these employees have used or disclosed intellectual property, including trade secrets or other
proprietary information, of any such 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.
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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 Reliance on Third Parties

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

We rely on third parties, including leading academic institutions, public hospitals and CROs,
to assist us in designing, implementing and monitoring our pre-clinical research and conducting
clinical trials. As of the Latest Practicable Date, we worked with a number of CROs and hospitals.
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, laboratory and manufacturing guidelines. Our
reliance on these third parties may result in delays in completing, or in failing to complete, these
studies if they fail to perform in accordance with the contractual arrangements. 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, FDA, EMA 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.

We rely upon strong relationships with certain key physicians and leading hospitals in the
clinical development and marketing of our products.

The clinical development, marketing and sale of our products require us to maintain close
relationships with physicians upon whom we rely to provide considerable knowledge and
experience. These physicians may assist us as researchers, marketing consultants, trainers for
TAVR procedures, inventors, and as public speakers. Since inception and up to the Latest
Practicable Date, we had arranged TAVR training operations to physicians at 156 hospitals in
China. Only a limited number of cardiovascular hospitals and physicians have the expertise and
are eligible to routinely perform complex procedures such as TAVR. If we fail to develop or
maintain strong relationships with these professionals or to continue to receive their advice and
input, the development and marketing of our products could suffer, which could have a material
adverse effect on our business, financial condition, and results of operations.
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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. For example, in
August 2017, we entered into a collaboration agreement with SCU where we agreed to
co-establish an Advanced Cardiovascular Materials Engineering Lab, in order to collaborate on a
program to develop cardiovascular materials. We fund SCU in exchange for its R&D of
cardiovascular materials in support of and in accordance with our technology needs and
development plan. For details, see “Business — Product Design and Pre-clinical Development —
Collaboration with SCU.”

We face significant 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 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;

J 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;

J 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;

J 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;
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. 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;

J 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;

J 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

J 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 are unable to reach agreements with suitable collaborators on a timely
basis, on acceptable terms, or at all, we may have to curtail the development of a product
candidate, reduce or delay its development program or one or more of our other development
programs, delay its potential commercialization or reduce the scope of any sales or marketing
activities, or increase our expenditures and undertake development or commercialization
activities at our own expense. If we elect to fund and undertake development or commercialization
activities on our own, we may need to obtain additional expertise and additional capital, which may
not be available to us on acceptable terms or at all. If we fail to enter into collaborations and do
not have sufficient funds or expertise to undertake the necessary development and
commercialization activities, we may not be able to further develop our product candidates or
bring them to market and generate product sales revenue, which would harm our business
prospects, financial condition and results of operations.

Our cross-border transfer of data may be limited or restricted.

The clinical trials, registration and post-marketing surveillance of our products and product
candidates in different jurisdictions involve the collection and storage of personal health
information for scientific purposes, and it may require cross-border transfer of personal or
scientific data, which subjects us to relevant laws and regulations. As of the Latest Practicable
Date, we had not been restricted from transferring data across jurisdictions for the purposes of
medical device registration, however, our transfer of data may be limited or even restricted if the
information is considered of national security interest in certain jurisdictions or if we fail to
continue to comply with the requirement on data protection, in which case, our business may be
harmed as a result.

On March 17, 2018, the General Office of the State Council promulgated the Measures for
the Management of Scientific Data ( (FHEEPEE HLHHFEE) ), or the Scientific Data Measures, which
provide a broad definition of scientific data and relevant rules for the management of scientific
data. According to the Scientific Data Measures, enterprises in China must seek governmental
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approval before any scientific data involving a state secret may be transferred abroad or to foreign
parties. Further, any researcher conducting research funded at least in part by the Chinese
government is required to submit relevant scientific data for management by the entity to which
such researcher is affiliated before such data may be published in any foreign academic journal.
Given the term state secret is not clearly defined, if and to the extent our R&D of medical device
product candidates will be subject to the Scientific Data Measures and any subsequent laws as
required by the relevant government authorities, we cannot assure you that we can always obtain
relevant approvals for sending scientific data (such as the results of our pre-clinical studies or
clinical trials conducted within China) abroad or to our foreign partners in China. If we are unable
to obtain necessary approvals in a timely manner, or at all, our R&D of product candidates may
be hindered, which may materially and adversely affect our business, results of operations,
financial conditions and prospects. If the relevant government authorities consider the
transmission of our scientific data to be in violation of the requirements under the Scientific Data
Measures, we may be subject to fines and other administrative penalties imposed by those
government authorities. Moreover, Cyberspace Administration of China issued the Measures on
Security Assessment of the Cross-border Transfer of Personal Information (Draft for Comment)
( ANAE B B2 25k BE (Bek & 5AR)) ) in June 2019, pursuant to which, any cross-border
transfer of information that may endanger national security, damage public interest, or fail to offer
effective protection of personal information security, as assessed by relevant regulatory bodies,
will be prohibited. Given that the government body will have full discretion in the assessment, it
is unclear if and the extent to which our clinical data will be considered as an endangerment to
national or personal information security, if the regulation becomes effective.

Cross-border data transfer from other jurisdictions may also be limited if we fail to comply
with relevant requirements, such as obtaining authorization from patients regarding the use,
transfer and retrieval of their personal information or data and adopting measures to ensure the
safety of personal information or data in the transfer. For example, cross-border data transfer from
the EU to abroad is governed by the General Data Protection Regulation, and similarly,
cross-border data transfer from Israel to abroad is governed by Protection of Privacy Regulations
(Transfer of Data to Databases Outside the State’s Boundaries) in Israel. Also, cross-border
transfer of personal data by its nature is subject to general data privacy regulations in various
jurisdictions, and thus any failure to comply with data privacy protection may lead to a restriction
of transferring our data across different jurisdictions.

RISKS RELATING TO OUR FINANCIAL POSITION AND NEED FOR ADDITIONAL CAPITAL

We had net current liabilities during the Track Record Period, which may expose us to
liquidity risk.

We had net current liabilities of RMB205.5 million and RMB274.9 million as of December 31,
2018 and May 31, 2019, respectively. For details, see “Financial Information.” A net current
liabilities position may expose us to the risk of shortfalls in liquidity. This in turn would require us
to seek adequate financing from sources including the Global Offering, and/or other sources such
as external debt, which may not be available on terms favorable or commercially reasonable to us
or at all. Any difficulty or failure to meet our liquidity needs as and when needed may have a
material adverse effect on our business, financial condition, results of operations and prospects.
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Goodwill represented a significant portion of our total assets as of May 31, 2019. If we
determine our goodwill to be impaired, our results of operations and financial condition
may be adversely affected.

As of May 31, 2019, we had goodwill of RMB471.9 million which primarily arose from our
acquisition of Keystone completed in December 2018. For more information, see “History,
Development and Corporate Structure — Acquisitions and Investments — Acquisition of Keystone.”
Goodwill represented a significant portion of the total assets on our consolidated balance sheet
as of May 31, 2019. 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 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 goodwill, see Note 2.3 “Summary of Significant Accounting Policies
— Business combinations and goodwill” and Note 3 “Significant Accounting Judgments and
Estimates — Impairment of goodwill” to the Accountants’ Report in Appendix |IA to this Prospectus.
For a detailed discussion on the impairment testing of goodwill, see Note 14 to the Accountants’
Report in Appendix IA 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 of May 31, 2019, we had other intangible assets of RMB187.4 million which comprised of
RMB185.4 million related to intellectual property and RMB2.0 million related to software. Our
intangible assets are primarily related to the intellectual property rights we acquired from the
acquisition of Keystone in 2018 and from InterValve Seller in 2017. For more information, see
“History, Development and Corporate Structure — Acquisitions and Investments — Acquisition of
Certain Assets of InterValve, Inc.” and “History, Development and Corporate Structure —
Acquisitions and Investments — Acquisition of Keystone.”

The value of intangible assets is based on a number of assumptions made by the
management. For a detailed discussion on the intangible assets, see Note 15 to the Accountants’
Report in Appendix IA to this Prospectus. 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 intangible assets and record a significant impairment loss.
Furthermore, our determination on whether intangible assets are impaired requires an estimation
of the carrying amount and recoverable amount of an intangible asset. If the carrying amount
exceeds its recoverable amount, our other intangible assets may be impaired. The 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, see Note 2.3 “Summary of Significant Accounting Policies — Intangible assets
(other than goodwill)” and Note 3 “Significant Accounting Judgments and Estimates — Useful lives
of intangible assets” to the Accountants’ Report in Appendix |IA to this Prospectus.
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We will need to obtain additional financing to fund our operations and we had net cash
outflows from our operating activities during the Track Record Period. If we are unable to
obtain that financing, we may be unable to complete the development and
commercialization of our product candidates.

Our product candidates will require completion of clinical development, regulatory review,
significant marketing efforts and substantial investment before they can provide us with product
sales revenue. Our operations have consumed substantial amounts of cash since inception. Our
operating activities used RMB82.3 million of net cash in 2017, RMB151.5 million of net cash in
2018 and RMB115.8 million of net cash during the five months ended May 31, 2019. We cannot
assure you that we will be able to generate positive cash flows from operating activities in the
future. Our liquidity and financial condition may be materially and adversely affected by negative
net cash flows, and we cannot assure you that we will have sufficient cash 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, and if we raise finance by issuing further equity securities, your interest
in our Company may be diluted. 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 on R&D, advancing the clinical
development of our product candidates, commercializing our products and launching and
commercializing any product candidates for which we receive regulatory approval, including
building our own commercial organization to address China and other markets. Our existing cash
and cash equivalents may not be sufficient to enable us to complete all global development or
commercially launch all of our current product candidates for the anticipated indications and to
invest in additional programs. Accordingly, we will require further funding through public or private
offerings, debt financing, collaboration and licensing arrangements or other sources. 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;
J the number and characteristics of product candidates that we may develop;

J 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;

J 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;
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J the cost and timing of development and completion of commercial-scale internal or
outsourced, if any, manufacturing activities; and/or

J our headcount growth and associated costs.

Adequate additional funding may not be available to us on acceptable terms, or at all. If we
are unable to raise capital when needed or on attractive terms, we would be forced to delay,
reduce or eliminate our R&D programs or future commercialization efforts.

We have historically received government grants and subsidies for our R&D 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, 2017 and 2018 and the five
months ended May 31, 2019, we recognized government grants as other income of RMB4.1
million, RMB2.0 million and RMBO0.5 million, respectively. For further details of our government
grants, see “Financial Information.” 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 R&D
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.

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

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

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

We adopted Employee Incentive Scheme for the benefit of our employees (including
directors) and non-employees 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 details, see
“Appendix VI — Statutory and General Information — Further Information about our Directors,
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Supervisors, Management and Substantial Shareholders — 5. Employee Incentive Scheme.”
During 2017, 2018 and the five months ended May 31, 2019, we incurred share-based
compensation of RMB73.5 million, RMB235.8 million and RMB47.4 million, respectively. To further
incentivize our employees and non-employees 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.

RISKS RELATING TO OUR OPERATIONS

Our future success depends on our ability to retain key personnel in our R&D team, sales
and marketing team and executives and to attract, retain and motivate qualified personnel.

Our business and growth depend on the continued service of our senior management and
personnel in our R&D team to develop product candidates and our sales and marketing team to
promote our products. Although we have formal employment agreements with each of our
employees, these agreements do not prevent them from terminating their employment with us at
any time. We do not maintain key person insurance for any of our executives or other employees.
The loss of the services of any of these persons could impede the achievement of our research,
development and commercialization objectives.

To induce valuable employees to remain at our Company, in addition to salary and cash
incentives, we have provided share awards to our employees. The value to employees of these
equity grants may be significantly affected by movements in the Share price that are beyond our
control, and may at any time be insufficient to counteract more lucrative offers from other
companies. Although we have employment agreements with our key employees, any of our
employees could leave our employment at any time, with or without notice.

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

Furthermore, replacing executive officers, key employees or consultants may be difficult and
may take an extended period of time because of the limited number of individuals in our industry
with the breadth of skills and experience required to successfully develop, gain regulatory
approval of and commercialize products. Competition to hire from this limited pool is intense, and
we may be unable to hire, train, retain or motivate these key personnel or consultants on
acceptable terms given the competition among numerous medical device companies for similar
personnel.

We also experience competition for the hiring of R&D and clinical personnel from universities
and research institutions. Our consultants and advisors 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.
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We have a limited operating history, which may make it difficult to evaluate our current
business and predict our future performance.

We were formed in July 2009. Our operations to date have focused on business planning,
raising capital, establishing our intellectual property portfolio, conducting preclinical studies and
clinical trials of our product candidates and the commercialization of our products. Other than our
VenusA-Valve which was launched in August 2017 and V8 and TAV8 which we acquired from
InterValve in 2017, we have not yet obtained regulatory approvals for our other product candidates
or manufactured a commercial scale product. We have only generated revenues from the sales of
our VenusA-Valve and our ancillary products V8 and TAV8 acquired from InterValve. Our limited
operating history, particularly in light of the rapidly evolving heart valve diseases treatment field,
may make it difficult to evaluate our current business and reliably predict our future performance.
We may encounter unforeseen expenses, difficulties, complications, delays and other known and
unknown factors. If we do not address these risks and difficulties successfully, our business will
suffer.

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

As our development and commercialization plans and strategies evolve, we need to recruit
a significant number of additional managerial, operational, manufacturing, sales, marketing,
financial and other personnel. Our recent growth and any future growth will impose significant
added responsibilities on members of management, including:

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

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

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

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

We currently rely, and for the foreseeable future will continue to rely, in substantial part on
certain independent organizations, advisors and consultants to provide certain services. There
can be no assurance that the services of these independent organizations, advisors and
consultants will continue to be available to us on a timely basis when needed, or that we can find
qualified replacements. There can be no assurance that we will be able to manage our existing
consultants or find other competent outside contractors and consultants on economically
reasonable terms, if at all.
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If we are not able to effectively manage our growth and further expand our organization by
hiring new employees and expanding our groups of consultants and contractors as needed, we
may not be able to successfully implement the tasks necessary to further develop and
commercialize our products and product candidates and, accordingly, may not achieve our
research, development and commercialization goals.

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

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

J increased operating expenses and cash requirements;
. the assumption of additional indebtedness or contingent or unforeseen liabilities;
J the issuance of our equity securities;

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

J 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;

J 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

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

In addition, if we undertake acquisitions, we may issue dilutive securities, assume or incur
debt obligations, incur large one-time expenses and acquire intangible assets that could result in
significant future amortization expense.

If we fail to successfully integrate our recently acquired subsidiary or any future targets
into our own operations, our post-acquisition performance and business prospects may be
adversely affected.

We completed our acquisition of Keystone on December 26, 2018. However, we may not be
able to integrate Keystone to achieve the expected synergies with our existing operations and to
fulfill the contemplated purposes of these acquisitions. In particular, Keystone is incorporated in
Israel and has business in the U.S., which brings about higher integration risks because we have
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limited experience with business conduct and integration, or rules and regulations in Israel and the
U.S. We may not achieve the operational or economic synergies expected from such 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 are beyond
our control. If we achieve the expected benefits, they may not be achieved within the anticipated
time frame. Also, the synergies from our acquisition of Keystone may be offset by costs incurred
in the acquisition, increases in other expenses, operating losses or problems in the business
unrelated to our collaboration. As a result, there can be no assurance that these synergies will be
achieved.

Additionally, Keystone may not provide us with the intellectual property rights, technology,
R&D capability, production capacity or sales and marketing infrastructure we had anticipated, or
they may be subject to unforeseen liabilities. We may be unable to successfully increase the
efficiencies of the acquired businesses in the manner we contemplated or devote more resources
and management attention than desirable to the integration and management of the acquired
businesses. Hence, there can be no guarantee that we will be able to enhance our post-
acquisition performance or grow our business through our recent or future acquisitions.

Product liability claims or lawsuits could cause us to incur substantial liabilities.

We face an inherent risk of product liability as a result of the commercialization of our
products in China and the clinical testing and any future commercialization of our product
candidates globally. For example, we may be sued if our products or product candidates cause or
are perceived to cause injury or are found to be otherwise unsuitable during clinical testing,
manufacturing, marketing or sale. Any such product liability claims may include allegations of
defects in manufacturing, defects in design, a failure to warn of dangers inherent in the medical
device product, negligence, strict liability or a breach of warranties. Claims could also be asserted
under applicable consumer protection acts. If we cannot successfully defend ourselves against or
obtain indemnification from our collaborators for product liability claims, we may incur substantial
liabilities or be required to limit commercialization of our products and product candidates. Even
successful defense would require significant financial and management resources. Regardless of
the merits or eventual outcome, liability claims may result in:

J decreased demand for our products;

. injury to our reputation;

J withdrawal of clinical trial participants and inability to continue clinical trials;

. initiation of investigations by regulators;

o costs to defend the related litigation;

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

J substantial monetary awards to trial participants or patients, product recalls,
withdrawals or labeling, marketing or promotional restrictions;

o loss of revenue;

. exhaustion of any available insurance and our capital resources;
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. the inability to commercialize any product candidate; and/or
J a decline in our Share price.

If we are unable to obtain sufficient product liability insurance at an acceptable cost, potential
product liability claims could prevent or inhibit the commercialization of our products and product
candidates. We currently do not hold any product liability insurance coverage, and we may be
unable to acquire such insurance at a reasonable cost or in an amount adequate to satisfy any
liability that may arise, or we may not be able to obtain additional or replacement insurance at a
reasonable cost, if at all. Our insurance policies may also have various exclusions, and we may
be subject to a product liability claim for which we have no coverage. We may have to pay any
amounts awarded by a court or negotiated in a settlement that exceed our coverage limitations or
that are not covered by our insurance, and we may not have, or be able to obtain, sufficient capital
to pay such amounts. Even if our agreements with any future collaborators entitle us to
indemnification against losses, such indemnification may not be available or adequate should any
claim arise.

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 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 may be subject, directly or indirectly, to 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, which could expose us to
criminal sanctions, civil penalties, contractual damages, reputational harm and diminished
profits and future earnings.

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
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Devices ( (B E B HI%H]) ) and the Administrative Measures for the Registration of
Medical Devices ( (EEEZMGEMEHHEL) ). These laws may impact, among other things, our
proposed sales, marketing and education programs. In addition, we may be subject to patient
privacy regulation. 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.

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

We are subject to 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. If we fail to
comply with the applicable anti-bribery laws due to either our own deliberate or inadvertent acts
or those of others, our reputation could be harmed and we could incur criminal or civil penalties,
other sanctions and/or significant expenses, which could have a material adverse effect on our
business, including our financial condition, results of operations, cash flows and prospects.
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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
materials, including chemicals. Our operations also produce hazardous waste. We generally
contract with third parties for the disposal of these materials and wastes. We cannot eliminate the
risk of contamination or injury from these materials. In the event of contamination or injury
resulting from our use of hazardous materials, we could be held liable for any resulting damages,
and any liability could exceed our resources. We could also incur significant costs associated with
civil or criminal fines and penalties.

Although we maintain workers’ compensation insurance to cover us for costs and expenses
we may incur due to injuries to our employees resulting from the use of or exposure to hazardous
materials, this insurance may not provide adequate coverage against potential liabilities. We 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.

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 R&D
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.
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We could be subject to risks caused by misappropriation, misuse, leakage, falsification or
intentional or accidental release or loss of information maintained in the information systems and
networks of 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. As we outsource more of our
information systems to vendors, engage in more electronic transactions with payors and patients,
and rely more on cloud-based information systems, the related security risks will increase and we
will need to expend additional resources to protect our technology and information systems.

If we or 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.

We are required to obtain, maintain and renew various permits, licenses and certificates to
develop, produce, promote and sell our products. Third parties, such as research institutions,
distributors and suppliers on whom we may rely to develop, produce, promote, sell and distribute
our products, may be subject to similar requirements. We and third parties on whom we rely may
be also 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 we or the 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
our business, and if we or 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 us or parties on whom we rely to obtain any additional
permits, licenses or certificates that were previously not required to operate our business, there
can be no assurance that we or parties on whom we rely will successfully obtain such permits,
licenses or certificates.
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Business disruptions could seriously harm our future revenue and financial condition and
increase our costs and expenses.

Our operations, and those of our third-party research institution collaborators, suppliers and
other contractors and consultants, could be subject to natural or man-made disasters or business
interruptions, for which we are predominantly self-insured. In addition, we partially rely on our
third-party research institution collaborators for conducting R&D of our product candidates, and
they may be affected by government shutdowns or withdrawn funding. The occurrence of any of
these business disruptions could seriously harm our operations and financial condition and
increase our costs and expenses. We partially rely on third-party manufacturers to produce and
process our products and product candidates. 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 or other business interruption. Damage or extended periods of
interruption to our corporate, development, research or manufacturing facilities due to fire, natural
disaster, 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.
Although we maintain property damage and business interruption insurance coverage on these
facilities, our insurance might not cover all losses under such circumstances and our business
may be seriously harmed by such delays and interruption.

If we fail to effectively expand our international business, our business prospects may be
adversely affected.

We plan to broaden our sales and expand our presence globally especially in the U.S. and
the EU by commercializing our pipeline products, such as VenusP-Valve and CEP device to
benefit from higher medical expense levels in these developed regions. We are in the process of
various clinical trials and registration applications in the EU and the U.S., and we have also been
expanding our business in emerging markets, such as South America. However, our limited
experience in overseas markets may expose us to risks and uncertainties, including the risks
associated with the following:

. dealing with regulatory regimes, regulatory bodies and government policies which may
differ materially from those in the PRC or with which we may be unfamiliar;

. substantial time which may be required for us to obtain approval for registering and
selling our products in additional countries, especially in developed countries;

J commercializing our products in new markets where we have limited experience with
the dynamics and no sales and marketing infrastructure;

. higher costs for new product development and reliance on overseas partners for the
development, commercialization and marketing of our products;

. product liability litigation and regulatory scrutiny arising from the marketing and sale of
products in overseas markets and the costs incurred dealing with such procedures, as
well as our ability to obtain insurance to adequately protect us from any resulting
liabilities;

. unexpected changes in tariffs, trade barriers and regulatory requirements;

o economic weakness and inflation;
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J difficulty of effective enforcement of contractual provisions in local jurisdictions;

J compliance with tax, employment, immigration and labor laws for employees traveling
abroad;

] the effects of applicable foreign tax structures and potentially adverse tax
consequences;

J currency fluctuations, which could result in increased operating expenses and reduced
revenue;

o workforce uncertainty and labor unrest; and

] business interruptions resulting from geo-political actions, including war and terrorism,
or natural disasters, including earthquakes, volcanoes, typhoons, floods, hurricanes
and fires.

Our insurance coverage may not completely cover the risks related to our business and
operations.

Our operations are subject to hazards and risks associated with our research and
manufacturing operations, which may cause significant harm to persons or damage to properties.
We maintain different types of insurance policies, including social insurance for all of our
employees, property insurance and personal accident insurance. For details, see “Business —
Insurance.” However, there is no assurance that our insurance policies will be adequate to cover
all losses incurred. Losses incurred and associated liabilities may have a material adverse effect
on our results of operation if such losses or liabilities are not covered by our insurance policies.

Negative publicity and allegations involving us, our Shareholders, Directors, officers,
employees and business partners may affect our reputation and, as a result, our business,
financial condition and results of operations may be negatively affected.

We, our Shareholders, Directors, officers, employees and business partners may be subject
to negative media coverage and publicity from time to time. Such negative coverage in the media
and publicity could threaten the perception of our reputation. In addition, to the extent our
employees and business partners were incompliant with any laws or regulations, we may also
suffer negative publicity or harm to our reputation. 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.

RISKS RELATED 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
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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 artificial valve and its delivery systems 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, 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 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.
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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 PRC, and substantially all of our assets are
located in the PRC. In addition, a majority of our Directors, Supervisors 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, Supervisors 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* ([ /A1 b B 75 5 45 7l A7 1R [ 325 B A B 528 M AN SUA T 2 N Ioh v /B s 1Y) B P B 8 R )
i) (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 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.
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We are a PRC enterprise and we are subject to PRC tax on our global income, and the
dividends payable to investors and gains on the sale of our Shares by our investors are
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.

As a PRC-incorporated company, under applicable PRC tax laws, we are subject to a tax of
25% on our global 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 (% A I AN Bl A 158 1%) 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 H shares and the tax rate
applicable thereto are known to us. There is uncertainty as to whether gains realized upon
disposition of H shares by non-PRC individuals are subject to PRC individual income tax.

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. As
of the Latest Practicable Date, there were no specific rules on how to levy tax on gains realized
by non-resident enterprise holders of H shares through the sale or transfer by other means of H
shares.

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, or Circular 82, specifies that certain Chinese-controlled offshore
incorporated enterprises, defined as enterprises incorporated under the laws of foreign countries
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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 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.

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 and joint ventures 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.

Any failure to comply with PRC regulations regarding our employee equity incentive plans
or the mandatory social insurance may subject the PRC plan participants or us to fines and
other legal or administrative sanctions.

Our directors, executive officers and other employees who are PRC residents have
participated in our employee equity incentive plans. We also face regulatory uncertainties that
could restrict our ability to adopt additional equity incentive plans for our directors and employees
under PRC law.

According to the Social Insurance Law implemented on July 1, 2011 and other applicable
PRC regulations, any employer operating in China must open social insurance registration
accounts and contribute social insurance premium for its employees. Any failure to make timely
and adequate contribution of social insurance premium for its employees may trigger an order of
correction from competent authority requiring the employer to make up the full contribution of such
overdue social insurance premium within a specified period of time, and the competent authority
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may further impose fines or penalties. In the ordinary course of our business, we have failed to
comply with such regulations involving, in the aggregate, an immaterial amount. As of the Latest
Practicable Date, we have not received any order of correction or any fines or penalties from the
competent authority and also have not received any complaint or labor arbitration application from
any of our employees, in each case as a result of any such failure. However, the competent
authority could require us to rectify any non-compliance by making contribution of overdue social
insurance premium or to pay any overdue fine or penalty related thereto.

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.

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

In the past, local governments in China granted certain financial incentives from time to time
to us and our PRC subsidiaries as part of our efforts to encourage the development of local
businesses. We recognized RMB4.1 million, RMB2.0 million and RMBO0.5 million of government
grants as other income for the years ended December 31, 2017 and 2018 and the five months
ended May 31, 2019, respectively. The timing, amount and criteria of government financial
incentives are determined within the sole discretion of the local government authorities and cannot
be predicted with certainty before we actually receive any financial incentive. We generally do not
have the ability to influence local governments in making these decisions. Local governments may
decide to reduce or eliminate incentives at any time. In addition, some of the government financial
incentives are granted on a project basis and subject to the satisfaction of certain conditions,
including compliance with the applicable financial incentive agreements and completion of the
specific projects therein. We cannot guarantee that we will satisfy all relevant conditions, and if we
fail to satisfy any such conditions, we may be deprived of the relevant incentives. We cannot
assure you of the continued availability of the government incentives currently enjoyed by us. Any
reduction or elimination of incentives would have an adverse effect on our results of operations.
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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 ( CB SN fE BB IR H A FlSE M e SO FERCE SN BEAT B B R @ ) )
(“SAFE Circular 37”), issued and effective on July 4, 2014. SAFE Circular 37 requires PRC
residents to register with local branches of the SAFE in connection with their direct establishment
or indirect control of an offshore entity, for the purpose of overseas investment and financing, with
assets or equity interests of onshore companies or offshore assets or interests held by the PRC
residents, referred to in SAFE Circular 37 as a “special purpose vehicle” SAFE Circular 37 further
requires amendment to the registration in the event of any significant changes with respect to the
special purpose vehicle. 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, see “History, Development and Corporate Structure — PRC Regulatory
Requirements.”

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. As of the Latest Practicable Date, one of our Shareholders, who is an PRC citizen and
beneficially owns less than 1% of the equity interest in our Company, did not conduct his
registration with the SAFE. Although our PRC Legal Advisor is of the view that given SAFE
Circular 37 and the relevant laws and regulations do not contain provisions on the legal
responsibility of a company in the event that shareholders of that company did not conduct their
registration with the SAFE, unless the SAFE or its local branches release explicit requirements or
adopts different interpretation on the relevant PRC laws and regulations in the future, it is unlikely
that our Company and its PRC subsidiaries will be sanctioned by the SAFE or its local branches.
However, there is no assurance that SAFE or other relevant PRC government authorities will not
impose penalties or sanctions on us.
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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, and we procured the services from and were in collaboration with entities in
foreign countries and regions, in particular the United States. We may also engage in cross-border
sales of our products between the U.S. and China in the future. Our business is therefore subject
to constantly changing international economic, regulatory, social and political conditions, and local
conditions in those foreign countries and regions. Tensions and political concerns between China
and the relevant foreign countries or regions may adversely affect our business, financial
condition, results of operations, cash flows and prospects.

China’s political relationships with those foreign countries and regions may affect the
prospects of our relationship with third parties. 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.

Furthermore, we rely on certain overseas suppliers to obtain raw materials for our products.
In the event that China and/or the United States 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. Among our raw materials
imported from the U.S., the principal raw material nitinol frame is not subject to any punitive tariff,
one type of stainless steel tubing is currently subject to additional 10% tariff, and two types of
polymer tubing are currently subject to additional 15% tariff, imposed by the Customs Tariff
Commission of State Council, and neither of them is subject to any exemption.

Our products may be subject to punitive tariffs or other trade barriers, if we engage in
cross-border sales between the U.S. and China. For example, V8 and TAV8 are currently on the
List of Imports from the United States Subject to Additional 5% Tariffs ( (¥} 3ENNE5 % BB P &G
#) ) issued by the Customs Tariff Commission of State Council in August 2018, under which, as
advised by our PRC Legal Advisor, if we import V8 and TAV8 produced by our designated
manufacturer in the U.S., after receiving import licensing approval from the NMPA, our products
would be imposed an additional 5% tariff, and would not be subject to any exemption. Although
as of the Latest Practicable Date, none of our products or product candidates (other than V8 and
TAV8 which are subject to additional tariff if imported from the U.S. to China) was subject to any
punitive tariff due to the trade tension between the U.S. and China, the governments may impose
such tariff or even restrict the sales of our products in the future. Any increase in the tariff or trade
restrictions will increase our costs and may adversely affect our sales of products in the global
market.
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RISKS RELATED TO THE GLOBAL OFFERING

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

No public market currently exists for our Shares. The initial Offer Price for our Shares to the
public will be the result of negotiations between our Company and Joint Representatives (on
behalf of the Underwriters), and the Offer Price may differ significantly from the market price of the
Shares following the Global Offering. We have applied to the Hong Kong Stock Exchange for the
listing of, and permission to deal in, the Shares. A listing on the Hong Kong Stock Exchange,
however, does not guarantee that an active and liquid trading market for our Shares will develop,
or if it does develop, that it will be sustained following the Global Offering, or that the market price
of the Shares will rise following the Global Offering.

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

The price and trading volume of our Shares may be subject to significant volatility in
response to various factors beyond our control, including the general market conditions of the
securities in Hong Kong and elsewhere in the world. In particular, the business and performance
and the market price of the shares of other companies engaging in similar business may affect the
price and trading volume of our Shares. In addition to market and industry factors, the price and
trading volume of our Shares may be highly volatile for specific business reasons, such as the
results of clinical trials of our product candidates, the results of our applications for approval of our
product candidates, regulatory developments affecting our industry, healthcare, health insurance
and other related matters, fluctuations in our revenue, earnings, cash flows, investments and
expenditures, relationships with our suppliers, movements or activities of key personnel, or
actions taken by competitors. Moreover, shares of other companies listed on the Hong Kong Stock
Exchange with significant operations and assets in China have experienced price volatility in the
past, and our Shares may be subject to changes in price not directly related to our performance.

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

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

In addition, our Shareholders would experience dilution in their shareholdings upon offer or
sale of additional share capital or share capital-linked securities by our Company in future
offerings. If additional funds are raised through our issuance of new share capital or share
capital-linked securities other than on a pro rata basis to existing Shareholders, the shareholdings
of such Shareholders may be reduced and such new securities may confer rights and privileges
that take priority over those conferred by the Offer Shares.

According to the stipulations by the State Council’s securities regulatory authority and the
Articles of Association, our Domestic Shares may be converted into H Shares and such converted
H Shares may be listed or traded on an overseas stock exchange, provided that prior to the
conversion and trading of such converted shares, the requisite internal approval processes (but
without the necessity of Shareholders’ approval by class) have been duly completed and the
approval from the relevant PRC regulatory authorities, including the CSRC, have been obtained.
In addition, such conversion, trading and listing must comply with the regulations prescribed by
the State Council’s securities regulatory authorities and the regulations, requirements and
procedures prescribed by the relevant overseas stock exchange. We can apply for the listing of
all or any portion of our Domestic Shares on the Hong Kong Stock Exchange as H Shares in
advance of any proposed conversion to ensure that the conversion process can be completed
promptly upon notice to the Hong Kong Stock Exchange and delivery of shares for entry on the
H Share register. This could increase the supply of H Shares in the market, and future sales, or
perceived sales, of the converted Shares may adversely affect the trading price of H Shares.

As the Offer Price of our Offer Shares is higher than our net tangible book value per share,
purchasers of our Shares in the Global Offering may experience immediate dilution upon
such purchases. Purchasers of Shares may also experience further dilution in
shareholdings if we issue additional Shares in the future.

The Offer Price of the Offer Shares is higher than the net tangible asset value per Share
immediately prior to the Global Offering. Therefore, purchasers of the Offer Shares in the Global
Offering will experience an immediate dilution in pro forma net tangible asset value, and our
existing Shareholders will receive an increase in the pro forma adjusted consolidated net tangible
assets per Share of their Shares. In order to expand our business, we may consider offering and
issuing additional Shares in the future. Purchasers of the Offer Shares may experience dilution in
the net tangible asset value per share of their Shares if we issue additional Shares in the future
at a price that is lower than the net tangible asset value per Share at that time.
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Our Controlling Shareholders have significant influence over our Company and their
interests may not be aligned with the interest of our other shareholders.

Immediately following the Global Offering, our Controlling Shareholders will hold in
aggregate approximately 25.03% of our Shares, assuming the Over-allotment Option is not
exercised. Our Controlling Shareholders will, through their voting power at the Shareholders’
meetings and their delegates on the Board, have significant influence over our business and
affairs, including decisions in respect of mergers or other business combinations, acquisition or
disposition of assets, issuance of additional shares or other equity securities, timing and amount
of dividend payments, and our management. Our Controlling Shareholders may not act in the best
interests of our minority Shareholders. In addition, without the consent of our Controlling
shareholders, we could be prevented from entering into transactions that could be beneficial to us.
This concentration of ownership may also discourage, delay or prevent a change in control of our
Company, which could deprive our Shareholders of an opportunity to receive a premium for the
Shares as part of a sale of our Company and may significantly reduce the price of our Shares.

Because we do not expect to pay dividends in the foreseeable future after the Global
Offering, you must rely on price appreciation of our Shares for a return on your investment.

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

Our Board has complete discretion as to whether to distribute dividends. Even if our Board
declares and pays dividends, the timing, amount and form of future dividends, if any, will depend
on our future results of operations and cash flow, our capital requirements and surplus, the
amount of distributions (if any) received by us from our subsidiaries, our financial condition,
contractual restrictions and other factors deemed relevant by our Board. Accordingly, the return on
your investment in our Shares will likely depend entirely upon any future price appreciation of our
Shares. There is no guarantee that our Shares will appreciate in value after the Global Offering
or even maintain the price at which you purchased the Shares. You may not realize a return on
your investment in our Shares and you may even lose your entire investment in our Shares.

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

Our management may spend the net proceeds from the Global Offering in ways 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 fund:

. ongoing and planned R&D and commercialization of our most promising product
candidates,

J payment of consideration and transaction expenses related to our acquisition of
Keystone,

. the expansion of our product portfolio through internal research and/or potential
acquisitions, and

. general working capital.
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For details, see “Future Plans and Use of Proceeds — Use of Proceeds.”

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

Facts, forecasts and statistics in this document relating to the transcatheter heart valve
replacement device industry may not be fully reliable.

Facts, forecasts and statistics in this document relating to the transcatheter heart valve
replacement 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 Representatives, the Joint Global Coordinators, 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 document may be inaccurate and you should not
place undue reliance on it. We make no representation as to the accuracy of such facts, forecasts
and statistics obtained from various sources. Moreover, these facts, forecasts and statistics
involve risk and uncertainties and are subject to change based on various factors and should not
be unduly relied upon.

You should read the entire document carefully, and we strongly caution you not to place
any reliance on any information contained in press articles or other media regarding us or
the Global Offering.

Subsequent to the date of this document 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.

You should rely solely upon the information contained in this document, the Global Offering
and any formal announcements made by us in Hong Kong in making your investment decision
regarding our Shares. We do not accept any responsibility for the accuracy or completeness of
any information reported by the press or other media, nor the fairness or appropriateness of any
forecasts, views or opinions expressed by the press or other media regarding our Shares, the
Global Offering or us. We make no representation as to the appropriateness, accuracy,
completeness or reliability of any such data or publication. Accordingly, prospective investors
should not rely on any such information, reports or publications in making their decisions as to
whether to invest in our Global Offering. By applying to purchase our Shares in the Global
Offering, you will be deemed to have agreed that you will not rely on any information other than
that contained in this document and the Global Offering.
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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 Ordinance, the
Companies (Winding Up and Miscellaneous Provisions) Ordinance, the Securities and Futures
(Stock Market Listing) Rules (Chapter 571V of the Laws of Hong Kong) and the Listing Rules for
the purpose of giving information to the public with regard to our 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 herein or this Prospectus misleading or deceptive.

CSRC APPROVAL

The CSRC has given us its approval for the listing of our H Shares on the Hong Kong Stock
Exchange and the Global Offering on October 25, 2019. In granting this approval, the CSRC does
not accept responsibility for the financial soundness of our Company, or for the accuracy of any
of the statements made or opinions expressed in this Prospectus and the Application Forms.

As advised by our PRC Legal Advisor, our Company has obtained all necessary approvals
and authorizations in the PRC in relation to the Global Offering and the Listing.

GLOBAL OFFERING

This Prospectus is published solely in connection with the Hong Kong Public Offering, which
forms part of the Global Offering. For applicants under the Hong Kong Public Offering, this
Prospectus and the Application Forms contain the terms and conditions of the Hong Kong Public
Offering.

The Hong Kong Offer Shares are offered solely on the basis of the information contained and
representations made in this Prospectus and the Application Forms and on the terms and subject
to the conditions set out herein and therein. No person is authorized to give any information in
connection with the Global Offering or to make any representation not contained in this
Prospectus and 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 Representatives, the Joint Sponsors, the Joint Global Coordinators, the Joint
Bookrunners, the Joint Lead Managers and any of the Underwriters, any of their respective
directors, agents, employees or advisers or any other party involved in the Global Offering.

The Listing is sponsored by the Joint Sponsors and the Global Offering is managed by the
Joint Representatives. Pursuant to the Hong Kong Underwriting Agreement, the Hong Kong Public
Offering is fully underwritten by the Hong Kong Underwriters under the terms of the Hong Kong
Underwriting Agreement, subject to agreement on the Offer Price to be determined between the
Joint Representatives (for themselves and on behalf of the Hong Kong Underwriters) and our
Company on the Price Determination Date. The International Offering is expected to be fully
underwritten by the International Underwriters subject to the terms and conditions of the
International Underwriting Agreement, which is expected to be entered into on or about the Price
Determination Date.
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The Offer Price is expected to be determined between the Joint Representatives (for
themselves and on behalf of the Hong Kong Underwriters) and our Company on the Price
Determination Date. The Price Determination Date is expected to be on or around Wednesday,
December 4, 2019 and, in any event, not later than Monday, December 9, 2019 (unless otherwise
determined between the Joint Representatives (for themselves and on behalf of the Hong Kong
Underwriters) and our Company). If, for whatever reason, the Offer Price is not agreed between
the Joint Representatives and our Company on or before Monday, December 9, 2019, the Global
Offering will not become unconditional and will lapse immediately.

For further information about the Underwriters and the underwriting arrangements, see
“Underwriting.”

PROCEDURES FOR APPLICATION FOR HONG KONG OFFER SHARES

The application procedures for the Hong Kong Offer Shares are set forth in “How to Apply for
Hong Kong Offer Shares” and on the relevant Application Forms.

STRUCTURE AND CONDITIONS OF THE GLOBAL OFFERING
For details of the structure of the Global Offering, see “Structure of the Global Offering.”
RESTRICTIONS ON OFFER AND SALE OF H SHARES

Each person acquiring the H Shares will be required to confirm, or by his/her/its acquisition
of H Shares be deemed to confirm, that he/she/it is aware of the restrictions on offers and sales
of the H Shares described in this Prospectus.

No action has been taken to permit a public offering of the H Shares in any jurisdiction other
than Hong Kong or the distribution of this Prospectus in any jurisdiction other than Hong Kong.
Accordingly, this Prospectus and/or the Application Forms 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/or the Application Forms and the offering and
sales of the H 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 H Shares have not been publicly offered or sold, directly or indirectly, in the PRC.

APPLICATION FOR LISTING ON THE HONG KONG STOCK EXCHANGE

We have applied to the Listing Committee for the listing of, and permission to deal in, (i) the
H Shares to be issued pursuant to the Global Offering (including any H Shares which may be
issued pursuant to the exercise of the Over-allotment Option); and (ii) any H Shares to be
converted from Unlisted Foreign Shares. Our Domestic Shares and Unlisted Foreign Shares may
be converted to H Shares after obtaining the approval of the CSRC or the authorized approval
authorities of the State Council, details of which are set out in “Share Capital — Conversion of our
Unlisted Shares into H Shares.”
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Dealings in the H Shares on the Hong Kong Stock Exchange are expected to commence on
Tuesday, December 10, 2019. Save as disclosed in this Prospectus, no part of our shares or loan
capital is listed on or dealt in on any other stock exchange and no such listing or permission to list
is being or proposed to be sought in the near future. All Offer Shares will be registered on the H
Share Registrar in order to enable them to be traded on the Hong Kong 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, the H Shares on the Hong Kong Stock Exchange is refused before the
expiration of three weeks from the date of the closing of the Global Offering, or such longer period
(not exceeding six weeks) as may, within the said three weeks, be notified to our Company by the
Hong Kong Stock Exchange.

OVER-ALLOTMENT OPTION AND STABILIZATION

Details of the arrangements relating to the Over-allotment Option and stabilization are set out
“Structure of the Global Offering.” Assuming that the Over-allotment Option is exercised in full, our
Company may be required to issue at the Offer Price up to an aggregate of additional 11,780,500
H Shares, representing approximately 15% of the total number of H Shares initially available
under the Global Offering.

H SHARES WILL BE ELIGIBLE FOR ADMISSION INTO CCASS

Subject to the granting of the listing of, and permission to deal in, the H Shares on the Hong
Kong Stock Exchange and our compliance with the stock admission requirements of HKSCC, the
H Shares will be accepted as eligible securities by HKSCC for deposit, clearance and settlement
in CCASS with effect from the Listing Date or any other date as determined by HKSCC. Settlement
of transactions between participants of the Hong Kong 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 for the H Shares to be admitted into CCASS.
Investors should seek the advice of their stockbroker or other professional adviser for details of
those settlement arrangements and how such arrangements will affect their rights and interests.

H SHARE REGISTER AND STAMP DUTY

All of the H Shares issued pursuant to applications made in the Global Offering will be
registered on our H Share register of members to be maintained in Hong Kong by our H Share
Registrar, Computershare Hong Kong Investor Services Limited. Our principal register of
members will be maintained by us at our head office in the PRC.

Dealings in the H Shares registered in the H Share register of members of our Company in
Hong Kong will be subject to Hong Kong stamp duty. The stamp duty is charged to each of the
seller and purchaser at the ad valorem rate of 0.1% of the consideration for, or (if greater) the
value of, the H Shares transferred. In other words, a total of 0.2% is currently payable on a typical
sale and purchase transaction of the H Shares. In addition, a fixed duty of HK$5 is charged on
each instrument of transfer (if required).



INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

PROFESSIONAL TAX ADVICE RECOMMENDED

Potential investors in the Global Offering are recommended to consult their professional
advisers if they are in any doubt as to the taxation implications of subscribing for, holding and
dealing in the H Shares or exercising any rights attached to them. It is emphasized that none of
our Company, the Joint Representatives, the Joint Sponsors, the Joint Global Coordinators, the
Joint Bookrunners, the Joint Lead Managers, the Underwriters, any of their respective affiliates,
directors, supervisors, officers, employees, agents or advisers or any other party involved in the
Global Offering accepts responsibility for any tax effects on, or liabilities of any holders of the H
Shares resulting from the subscription, purchase, holding or disposal of the H Shares or
exercising any rights attached to them.

DIVIDENDS PAYABLE TO HOLDERS OF H SHARES

Unless determined otherwise by our Company, dividends payable in Hong Kong dollars in
respect of H Shares will be paid to the Shareholders as recorded in our H Share register, and sent
by ordinary post, at the Shareholders’ own risk, to the registered address of each Shareholder.

REGISTRATION OF SUBSCRIPTION, PURCHASE AND TRANSFER OF H SHARES

We have instructed our H Share Registrar, and our H Share Registrar has agreed, not to
register the subscription, purchase or transfer of any H Shares in the name of any particular holder
unless and until such holder delivers a signed form to our H Share Registrar in respect of those
H Shares bearing statements to the effect that the holder:

] agrees with us and each of our Shareholders, and we agree with each Shareholder, to
observe and comply with the PRC Company Law, the Companies Ordinance, the
Special Regulations and our Articles of Association;

o agrees with us, each of our Shareholders, Directors, Supervisors, managers and
officers, and we, acting for ourselves and for each of our Directors, Supervisors,
managers and officers agree with each of our Shareholders, to refer all differences and
claims arising from our Articles of Association or any rights or obligations conferred or
imposed by the PRC Company Law or other relevant laws and administrative
regulations concerning our affairs to arbitration in accordance with our Articles of
Association, and any reference to arbitration shall be deemed to authorize the
arbitration tribunal to conduct hearings in open session and to publish its award, which
shall be final and conclusive. For further details, see “Appendix IV—Summary of
Principal Legal and Regulatory Provisions” and “Appendix V—Summary of Articles of
Association”;

J agrees with us and each of our Shareholders that the H Shares are freely transferable
by the holders thereof; and

. authorizes us to enter into a contract on his/her/its behalf with each of our Directors,
Supervisors, managers and officers whereby such Directors, Supervisors, managers
and officers undertake to observe and comply with their obligations to our Shareholders
as stipulated in our Articles of Association.

— 100 —
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EXCHANGE RATE CONVERSION

Solely for your convenience, this Prospectus contains translations (i) of certain Renminbi
amounts into Hong Kong dollars; (ii) of Renminbi amounts into U.S. dollars; and (iii) of Hong Kong
dollars amounts into U.S. dollars at specified rates.

Unless we indicate otherwise, the translation (i) of Renminbi into Hong Kong dollars; (ii) of
Renminbi into U.S. dollars; and (iii) of Hong Kong dollars into U.S. dollars, and vice versa, in this
Prospectus was made at the following rates:

HKST1. 1168 . . o o o RMB1.00
RMB7.0075 . . . . US$1.00
HKS7.8261 . . . . . US$1.00

No representation is made that any amounts in Renminbi, Hong Kong dollars or U.S. dollars
can be or could have been at the relevant dates converted at the above rates or any other rates
or at all.

TRANSLATION

If there is any inconsistency between the English version of this Prospectus and the Chinese
translation of this Prospectus, the English version of this Prospectus shall prevail unless otherwise
stated. However, if there is any inconsistency between the names of any of the entities mentioned
in the English version of this Prospectus which are not in the English language and their English
translations, the names in their respective original languages shall prevail.

ROUNDING

Any discrepancies in any table in this Prospectus between totals and sums of amounts listed
therein are due to rounding.
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WAIVERS FROM STRICT COMPLIANCE WITH THE LISTING RULES AND
THE COMPANIES (WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

In preparation for the Global Offering, we have sought the following waivers and exemption
from strict compliance with the relevant provisions of the Listing Rules and the Companies
(Winding up and Miscellaneous Provisions) Ordinance:

WAIVER IN RESPECT OF MANAGEMENT PRESENCE IN HONG KONG

Pursuant to Rule 8.12 of the Listing Rules, our Company must have a sufficient management
presence in Hong Kong. This normally means that at least two of our executive Directors must be
ordinarily resident in Hong Kong. Rule 19A.15 of the Listing Rules further provides that the
requirement in Rule 8.12 of the Listing Rules may be waived by having regard to, among other
considerations, our arrangements for maintaining regular communication with the Hong Kong
Stock Exchange, including but not limited to compliance by us with Rules 19A.05 to 19A.07 of the
Listing Rules.

Most of the business operations of our Company and our subsidiaries are managed and
conducted in the PRC, and our executive Directors ordinarily reside in the PRC, the United States
and Singapore (as the case may be), our Company considers it practically difficult and
commercially unreasonable for us to arrange for two executive Directors to be ordinarily resident
in Hong Kong, either by means of relocation of existing our executive Directors or appointment of
additional executive Directors. Our Company does not have and, for the foreseeable future, does
not contemplate that we will have sufficient management presence in Hong Kong for the purpose
of satisfying the requirements under Rules 8.12 of the Listing Rules.

Accordingly, pursuant to Rule 19A.15 of the Listing Rules, we have applied to the Hong Kong
Stock Exchange for, and the Hong Kong Stock Exchange has granted us, a waiver from strict
compliance with Rule 8.12 and Rule 19A.15 of the Listing Rules subject to the following
conditions:

1. We have appointed Mr. Zi and Ms. Po Yi Fok (“Ms. Fok”) as our authorized
representatives pursuant to Rules 3.05 and 19A.07 of the Listing Rules. The authorized
representatives will act as our Company’s principal channel of communication with the
Hong Kong Stock Exchange. The authorized representatives will be readily contactable
by phone, facsimile and email to promptly deal with enquiries from the Hong Kong Stock
Exchange, and will also be available to meet with the Hong Kong Stock Exchange to
discuss any matter within a reasonable period of time upon request of the Hong Kong
Stock Exchange;

2.  When the Hong Kong Stock Exchange wishes to contact our Directors on any matter,
each of the authorized representatives will have all necessary means to contact all of
our Directors (including our independent non-executive Directors) and senior
management team promptly at all times. Our Company will also inform the Hong Kong
Stock Exchange promptly in respect of any changes in the authorized representatives.
We have provided the Hong Kong Stock Exchange with the contact details (i.e. mobile
phone number, office phone number, fax number and email address) of all Directors to
facilitate communication with the Hong Kong Stock Exchange;

3. All Directors who do not ordinarily reside in Hong Kong possess or can apply for valid
travel documents to visit Hong Kong and can meet with the Hong Kong Stock Exchange

within a reasonable period;
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WAIVERS FROM STRICT COMPLIANCE WITH THE LISTING RULES AND

THE COMPANIES (WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

We have appointed Red Solar Capital Limited as our compliance adviser upon listing
pursuant to Rule 3A.19 of the Listing Rules for a period commencing on the Listing Date
and ending on the date on which we comply with Rule 13.46 of the Listing Rules in
respect of our financial results for the first full financial year commencing after the
Listing Date. Our compliance adviser will have access at all times to our authorized
representatives, our Directors and our senior management as prescribed by Rule
19A.05(2) of the Listing Rules, who will act as the additional channel of communication
with the Hong Kong Stock Exchange when the authorized representatives are not
available; and

We have provided the Hong Kong Stock Exchange with the names, mobile phone
numbers, office phone numbers, fax numbers and email addresses of at least two of the
compliance adviser’s officers who will act as our compliance adviser’s contact persons
between the Hong Kong Stock Exchange and our Company pursuant to Rule 19A.06(4)
of the Listing Rules.

WAIVER IN RESPECT OF APPOINTMENT OF JOINT COMPANY SECRETARY

Pursuant to Rules 3.28 and 8.17 of the Listing Rules, we must appoint a company secretary
who, by virtue of his/her academic or professional qualifications or relevant experience, is, in the
opinion of the Hong Kong Stock Exchange, capable of discharging the functions of the company
secretary. Note 1 to Rule 3.28 of the Listing Rules provides that the Hong Kong Stock Exchange
considers the following academic or professional qualifications to be acceptable:

(a)

(b)

(c)

a member of The Hong Kong Institute of Chartered Secretaries;

a solicitor or barrister as defined in the Legal Practitioners Ordinance (Chapter 159 of
the Laws of Hong Kong; and

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

Note 2 to Rule 3.28 of the Listing Rules further provides that the Hong Kong Stock Exchange
considers the following factors in assessing the “relevant experience” of the individual:

(a)

(b)

length of employment with the issuer and other issuers and the roles he/she played;

familiarity with the Listing Rules and other relevant laws and regulations including the
SFO, the Companies Ordinance, the Companies (Winding Up and Miscellaneous
Provisions) Ordinance and the Takeovers Code;

relevant training taken and/or to be taken in addition to the minimum requirement under
Rule 3.29 of the Listing Rules; and

professional qualifications in other jurisdictions.
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WAIVERS FROM STRICT COMPLIANCE WITH THE LISTING RULES AND
THE COMPANIES (WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

Our Company has appointed Mr. Haiyue Ma (“Mr. Ma”), our Chief Financial Officer, as one
of our joint company secretaries. He has extensive experience in board and corporate
management matters but presently does not possess any of the qualifications under Rules 3.28
and 8.17 of the Listing Rules, and may not be able to solely fulfill the requirements of the Listing
Rules. Therefore, we have appointed Ms. Fok, a member of the Hong Kong Institute of Certified
Public Accountants, who fully meets the requirements stipulated under Rules 3.28 and 8.17 of the
Listing Rules to act as the other joint company secretary and to provide assistance to Mr. Ma for
an initial period of three years from the Listing Date to enable Mr. Ma to acquire the “relevant
experience” under Note 2 to Rule 3.28 of the Listing Rules so as to fully comply with the
requirements set forth under Rules 3.28 and 8.17 of the Listing Rules.

Ms. Fok will work closely with Mr. Ma to jointly discharge the duties and responsibilities as
company secretary and assist Mr. Ma in acquiring the relevant experience as required under
Rules 3.28 and 8.17 of the Listing Rules. Mr. Ma will also be assisted by (a) the compliance
adviser of our Company for the first full financial year from the Listing Date, particularly in relation
to Hong Kong corporate governance practices and compliance issues; and (b) the Hong Kong
legal advisor of our Company, on matters concerning our Company’s ongoing compliance with the
Listing Rules and the applicable laws and regulations. In addition, Mr. Ma will endeavor to attend
relevant trainings and familiarize himself with the Listing Rules and duties required for a company
secretary of a PRC issuer listed on the Hong Kong Stock Exchange.

We have applied to the Hong Kong Stock Exchange for, and the Hong Kong Stock Exchange
has granted us, a waiver from strict compliance with the requirements of Rules 3.28 and 8.17 of
the Listing Rules. The waiver is valid for an initial period of three years from the Listing Date, and
is granted on the condition that we engage Ms. Fok, who possesses all the requisite qualifications
required under Rule 3.28 of the Listing Rules, to assist Mr. Ma in discharging his duties as a joint
company secretary and in gaining the “relevant experience” as required under Note 2 to Rule 3.28
of the Listing Rules.

Before the expiration of the initial three-year period, the qualifications of Mr. Ma will be
re-evaluated to determine whether the requirements as stipulated in Rules 3.28 and 8.17 of the
Listing Rules can be satisfied and whether the need for ongoing assistance will continue. In the
event Mr. Ma fulfills all the requirements stipulated at the end of the initial three-year period, the
above joint company secretaries arrangement would no longer be necessary for our Company.

WAIVER IN RELATION TO EXEMPTION FROM STRICT COMPLIANCE WITH PARAGRAPH 27
OF PART | AND PARAGRAPHS 31 AND 33(1) OF PART Il OF THE THIRD SCHEDULE TO THE
COMPANIES (WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

According to section 342(1) of the Companies (Winding Up and Miscellaneous Provisions)
Ordinance, this Prospectus shall include an accountants’ report which contains the matters
specified in the Third Schedule to the Companies (Winding Up and Miscellaneous Provisions)
Ordinance.

According to paragraph 27 of Part | of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance, our Company is required to include in this Prospectus a
statement as to the gross trading income or sales turnover (as the case may be) of our Company
during each of the three financial years immediately preceding the issue of this Prospectus as well
as an explanation of the method used for the computation of such income or turnover and a
reasonable breakdown of the more important trading activities.
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WAIVERS FROM STRICT COMPLIANCE WITH THE LISTING RULES AND
THE COMPANIES (WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

According to paragraph 31 of Part Il of the Third Schedule to the Companies (Winding Up and
Miscellaneous Provisions) Ordinance, our Company is required to include in this Prospectus a
report prepared by our Company’s auditor with respect to profits and losses and assets and
liabilities of our Company in respect of each of the three financial years immediately preceding the
issue of this Prospectus.

According to paragraph 33(1) of Part Il of the Third Schedule to the Companies (Winding Up
and Miscellaneous Provisions) Ordinance, the SFC requires that, if the proceeds, or any part of
the proceeds, of the issue of shares or debentures are or is to be applied directly or indirectly in
any manner resulting in the acquisition by our Company of shares in any other undertaking; and
by reason of that acquisition or anything to be done in consequence thereof or in connection
therewith that undertaking will become a subsidiary of our Company, our Company is required to
include in this Prospectus a report made by our Company’s auditor with respect to (a) the profits
or losses of the other undertaking in respect of each of the three financial years immediately
preceding the issue of this Prospectus; and (b) the assets and liabilities of the other undertaking
at the last date to which the financial statements of the business were prepared.

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

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

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

Accordingly, we applied to the SFC for, and the SFC has granted, a certificate of exemption
from strict compliance with the requirements under paragraph 27 of Part I, paragraphs 31 and
33(1) of Part Il of the Third Schedule to the Companies (Winding Up and Miscellaneous
Provisions) Ordinance, on the conditions that the particulars of the exemption are set forth in this
Prospectus and this Prospectus will be issued on or before November 28, 2019 on the following
grounds:

(a) our Company is primarily engaged in the R&D, application and commercialization of
Biotech Products, and falls within the definition of Biotech Company as defined under
Chapter 18A of the Listing Rules;

(b) the accountants’ report for the two financial years ended December 31, 2017 and 2018
and the five months ended May 31, 2019 of our Company has been prepared and is set
out in Appendix IA to this Prospectus in accordance with Rule 18A.06 of the Listing
Rules;
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(c) the accountants’ report for the two financial years ended December 31, 2017 and 2018
and the five months ended May 31, 2019 of Keystone has been prepared and is set out
in Appendix IB to this Prospectus in accordance with paragraphs 33(1) and 33(2) of Part
[l of the Third Schedule to the Companies (Winding up and Miscellaneous Provisions)
Ordinance except that the accountants’ report of Keystone only covers the most recent
two of the three financial years immediately preceding the issue of this Prospectus;

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

(e) given that the Company is only required to disclose its financial results for the two
financial years ended December 31, 2017 and 2018 and the five months ended May 31,
2019 under Chapter 18A of the Listing Rules and preparation of the financial results for
the year ended December 31, 2016 would require additional work to be performed by
the Company and the reporting accountants, we are of the view that it would be unduly
burdensome for us to strictly comply with the disclosure requirements under paragraph
27 of Part | and paragraphs 31 and 33(1) of Part Il of the Third Schedule to the
Companies (Winding Up and Miscellaneous Provisions) Ordinance.

Our Company is of the view that the accountants’ report covering the two years ended
December 31, 2017 and 2018 and the five months ended May 31, 2019, together with other
disclosure in this Prospectus, has already provided the potential investors with adequate and
reasonably up-to-date information in the circumstances to form a view on the track record of our
Company and Keystone; and our Directors confirm that all information which is necessary for the
investing public to make an informed assessment of the business, assets and liabilities, financial
position, management and prospects has been included in this Prospectus. Therefore, the
exemption would not prejudice the interests of the investing public.

WAIVER IN RELATION TO PRO-FORMA FINANCIAL INFORMATION

Rule 4.29 of the Listing Rules provides that where an issuer includes pro forma financial
information in any document (whether or not such disclosure of pro forma financial information is
required under the Listing Rules), that information must comply with Rules 4.29(1) to (6) of the
Listing Rules and a report in the terms of Rule 4.29(7) of the Listing Rules must be included in the
relevant document. Rule 4.29(6)(b) of the Listing Rules further requires that any adjustments
which are made to the information referred to in Rule 4.29(5) of the Listing Rules in relation to any
pro forma statement must be directly attributable to the transaction concerned (i.e. the Global
Offering and the Listing on the Stock Exchange in the Company’s case) and not relating to future
events or decisions.

It is not a requirement under the Listing Rules to include the unaudited pro forma financial
information of the enlarged group as set out in Appendix I1B to this Prospectus (the “Keystone Pro
Forma”) in respect of the acquisition of Keystone (the “Keystone Acquisition”) as detailed in
“History, Development and Corporate Structure — Acquisitions and Investments — Acquisition of
Keystone” in this Prospectus. However, as part of the Global Offering, we intend to offer the
International Offer Shares in the International Offering, including offers to QIBs in the United
States in reliance on Rule 144A or other exemptions under the U.S. Securities Act. Consistent with
disclosure practices and investor expectations for a Rule 144A offering, the disclosure in this
Prospectus is expected to be generally consistent with the disclosure standards of the U.S.
Securities and Exchange Commission (the “SEC”). In particular, Rule 11-01(a)(1) of Article 11 of
Regulation S-X (“Rule 11-01(a)(1)”) requires a company offering securities to include in its
offering document pro forma financial statements if a “significant business combination has
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occurred” in the most recent fiscal year for which a balance sheet is disclosed. The Keystone
Acquisition is considered as a “significant business combination” during the most recent fiscal
year ended December 31, 2018 under Rule 11-01(a)(1) and disclosure pursuant to the
requirements set out in Rule 11-02(c)(2) in a Rule 144A offering (as is in our case) would be
consistent with investor expectations. We therefore need to include in this Prospectus the pro
forma financial statements of the enlarged group for the year ended December 31, 2018 reflecting
the Keystone Acquisition as if it had taken place on January 1, 2018 on a pro forma basis. Hence,
the inclusion of the Keystone Pro Forma in this Prospectus is for the purpose of conforming with
the disclosure standards of the SEC. In addition, the Keystone Pro Forma presented in this
Prospectus is in compliance with Rule 4.29 of the Listing Rules except for Rule 4.29(6)(b). It is
also considered that such presentation, on the one hand, would achieve the objectives of the
requirements under Rule 4.05A of the Listing Rules and on the other hand, the Keystone Pro
Forma together with other financial information of Keystone in this Prospectus would enable
investors to have a fuller picture of the overall financial performance of our Group as enlarged by
the Keystone Acquisition.

The Keystone Pro Forma was prepared based on (i) the audited consolidated statements of
profit or loss and other comprehensive income of our Group for the year ended December 31,
2018 as set out in the accountants’ report of our Group included in Appendix IA to this Prospectus;
and (ii) the audited consolidated statements of profit or loss and other comprehensive income of
Keystone for the year ended December 31, 2018 as set out in the accountants’ report of Keystone
included in Appendix IB to this Prospectus translated into RMB at the weighted average exchange
rate for the year, after making pro forma adjustments as explained in the notes to section (A) of
Appendix |IIB to this Prospectus. Ernst & Young (“E&Y”), being our Company’s reporting
accountants, has performed procedures in relation to the Keystone Pro Forma in accordance with
Hong Kong Standard on Assurance Engagement 3420 “Assurance Engagements to Report on the
Compilation of Pro Forma Financial Information Included in a Prospectus” issued by the Hong
Kong Institute of Certified Public Accountants (the “HKICPA”), the Accounting Guideline 7
“Preparation of Pro Forma Financial Information for Inclusion in Investment Circulars” issued by
the HKICPA. In the opinion of E&Y, the Keystone Pro Forma has been properly compiled on the
basis stated; such basis is consistent with the accounting policies of the Group; and the
adjustments are appropriate for the purposes of the pro forma financial information as disclosed
pursuant to Rule 4.29(1) of the Listing Rules. Please also see section (B) of Appendix IIB to this
Prospectus.

The Joint Sponsors, having considered Rule 4.29 of the Listing Rules and after reviewing the
procedures performed by E&Y, our reporting accountants, and participating in discussions with
E&Y and us, are of the view that the presentation of the Keystone Pro Forma is fair and
reasonable.

We believe that the Keystone Pro Forma is material information for investors. By illustrating
the scope of the change in the financial position and results of operations of our Group, the
Keystone Pro Forma, together with the historical financial statements of our Group and Keystone,
provides investors with information relevant to the continuing impact of the Keystone Acquisition
by showing how the transaction might have affected the Company’s historical financial statements
for the most recent financial year. In addition, we believe that the Keystone Pro Forma is not
misleading as it illustrates only the isolated and objectively measurable (based on historically
determined amounts) effects of the Keystone Acquisition while excluding effects that rely on highly
judgmental estimates of how historical practices and operating decisions may or may not have
changed as a result of the Keystone Acquisition.

Accordingly we have applied for, and the Stock Exchange has granted us, a waiver from strict
compliance with Rule 4.29(6)(b) of the Listing Rules.
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DIRECTORS

Name Address

Executive Directors

Mr. Min Frank Zeng (%) 17 Needle Grass
Irvine
California 92603
uU.S.
Mr. Zhenjun Zi ($9RH#) No.126 Building Phase 3

Huangijin Shuian
Huayuan Yu Road
Suikou Zhen
Wuzhong District
Suzhou City, PRC

Mr. Lim Hou-Sen (Lin 96B, Upper East Coast Road
Haosheng) (it ) Singapore 455234
Singapore

Non-Executive Director

Ms. Nisa Bernice Wing-Yu 1/F, 15 Wang Chiu Road
Leung (BFHT) Kowloon
Hong Kong

Independent Non-Executive Directors

Mr. Ting Yuk Anthony Wu Room 4330

(A % fiE) Four Seasons Place
8 Finance Street
Central
Hong Kong

Mr. Wan Yee Joseph Lau North Block, LG201

(BI7e18) Lee Woo Sing College
The Chinese University of Hong Kong
Shatin
Hong Kong

Mr. Chi Wai Suen (f&&f#) Flat F 45/F
Tower 1
48 Wing Shun Street, City Point
Tsuen Wan
New Territories
Hong Kong
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American

Chinese

Singaporean

Chinese
(Hong Kong)

Chinese
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DIRECTORS, SUPERVISORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

SUPERVISORS
Name Address Nationality

Ms. Yan Xiao (H ) Room 2101 Chinese
Building 29 Rainbow City
Binsheng Road 4396
Binjiang District
Hangzhou, PRC

Mr. Wei Wang (E¥#) Room 1602 Chinese
No.12 Alley 888
Changning Road
Changning District
Shanghai, PRC

Ms. Lingling Yang (#5#) Room 1103 Chinese
Building 5
World Trade Regent City
Xihu District
Hangzhou, PRC

For details with respect to our Directors and Supervisors, see “Directors, Supervisors and
Senior Management.”

PARTIES INVOLVED IN THE GLOBAL OFFERING

Joint Sponsors Goldman Sachs (Asia) L.L.C.
68/F, Cheung Kong Center
2 Queen’s Road Central
Hong Kong

China International Capital Corporation
Hong Kong Securities Limited

29th Floor, One International Finance Centre
1 Harbour View Street

Central, Hong Kong

Credit Suisse (Hong Kong) Limited
Level 88 International Commerce Centre
1 Austin Road West

Kowloon

Hong Kong

China Merchants Securities (HK) Co., Limited
48/F, One Exchange Square

Central

Hong Kong
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Joint Global Coordinators Goldman Sachs (Asia) L.L.C.
68/F, Cheung Kong Center
2 Queen’s Road Central
Hong Kong

China International Capital Corporation
Hong Kong Securities Limited

29th Floor, One International Finance Centre
1 Harbour View Street

Central, Hong Kong

Credit Suisse (Hong Kong) Limited
Level 88 International Commerce Centre
1 Austin Road West

Kowloon

Hong Kong

China Merchants Securities (HK) Co., Limited
48/F, One Exchange Square

Central

Hong Kong

CMB International Capital Limited
45th Floor, Champion Tower

3 Garden Road

Central, Hong Kong

Haitong International Securities Company
Limited

22/F, Li Po Chun Chambers

189 Des Voeux Road Central

Hong Kong

Joint Bookrunners Goldman Sachs (Asia) L.L.C.
68/F, Cheung Kong Center
2 Queen’s Road Central
Hong Kong

China International Capital Corporation
Hong Kong Securities Limited

29th Floor, One International Finance Centre
1 Harbour View Street

Central, Hong Kong

Credit Suisse (Hong Kong) Limited
Level 88 International Commerce Centre
1 Austin Road West

Kowloon

Hong Kong
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Joint Lead Managers
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The information and statistics set out in this section and other sections of this
Prospectus were extracted from different official government publications, available
sources from public market research and other sources from independent suppliers.
In addition, we engaged Frost & Sullivan in preparing the Frost & Sullivan Report, an
independent industry report in respect of the Global Offering. We believe that the
sources of the information in this section and other sections of this Prospectus are
appropriate sources for such information, and we have taken reasonable care in
extracting and reproducing such information. We have no reason to believe that such
information is false or misleading or that any fact has been omitted that would render
such information false or misleading. The information from official and non-official
sources has not been independently verified by us, the Joint Sponsors, the Joint
Representatives, Joint Global Coordinators, Joint Bookrunners, Joint Lead Managers,
any of the Underwriters, any of their respective directors and advisers, or any other
persons or parties involved in the Global Offering (except Frost & Sullivan), and no
representation is given as to its accuracy. Accordingly, the information from official
and non-official sources contained herein may not be accurate and should not be
unduly relied upon. Our Directors confirm that, after making reasonable enquiries,
there is no adverse change in the market information since the date of the Frost &
Sullivan Report that would qualify, contradict or have a material impact on the
information in this section.

HEART VALVE DISEASES AND TREATMENT
Classification of Heart Diseases

Heart disease is a general term that describes heart abnormalities, including coronary heart
disease, arrhythmia, heart failure and structural heart disease. The term heart disease is often
used interchangeably with the term cardiovascular disease, which generally refers to conditions
that affect the circulatory system that consists of the heart, blood vessels and neurohumoral
tissue. According to the Frost & Sullivan Report, cardiovascular disease caused 18.2 million
deaths in 2018, contributing to 32.1% of global deaths.

Structural heart disease is a concept in the field of cardiovascular disease that has emerged
in recent years. Narrowly defined, structural heart disease refers to the pathophysiological
changes of the heart caused by anatomical abnormalities in the heart structure, including valvular
disease, congenital heart disease, cardiomyopathy and ventricular abnormalities.

Valvular heart disease is caused by the damage to or a defect in one of the four heart valves:
aortic, pulmonary, mitral and tricuspid valves. Normal valves facilitate proper blood flows, and if
they become too narrow and hardened (stenosis) or are unable to close completely
(regurgitation), normal blood flows will be disrupted. In 2018, about 209.3 million patients suffered
from valvular heart disease globally, which caused about 2.6 million deaths during that year.

Aortic Valve Disease

Aortic valve disease mainly consists of aortic stenosis and aortic regurgitation, both strongly
related to aging population. In 2018, the global patient population affected by vast aortic valve
disease reached 45.3 million, which is expected to climb to 51.9 million in 2025, mainly driven by
the increasing prevalence of rheumatic fever, congenital aortic valve structural abnormality or
senile aortic valve calcification.
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TAVR products have been used to treat patients with severe aortic stenosis or aortic
regurgitation. As of the Latest Practicable Date, there were only three TAVR products approved for
marketing in China, including VenusA-Valve of our Company, J-Valve of Suzhou Jiecheng Medical
Technology Co., Ltd. (“Jiecheng”) (ffM AN ERFHLARA ) and VitaFlow-Valve of MicroPort
Scientific Corporation (“MicroPort”). Our VenusA-Valve accounts for 79.3% of the market share
in China in terms of implantation volume in 2018.

Overview of Aortic Stenosis

Aortic stenosis is the narrowing of the aortic valve that obstructs blood flow from the left
ventricle to the ascending aorta during systole. Causes of aortic stenosis include a congenital
bicuspid valve, idiopathic degenerative sclerosis with calcification and rheumatic fever. The
mortality rate for patients that have progressed to the symptomatic stage of aortic stenosis is
higher than 50% in two years unless aortic-valve replacement is performed promptly.

Different treatments for severe aortic stenosis are available. Balloon valvotomy is used
primarily in children and very young adults with congenital aortic stenosis. SAVR is a common
choice for patients less than 65 years old with low surgical risk. TAVR is usually performed on
patients ineligible for surgeries as well as patients over 65 years old with intermediate to high
surgical risk, and the TAVR application is also now expanding into patients with low to intermediate
surgical risk.

Prevalence of Aortic Stenosis Globally

Globally, the number of aortic stenosis patients increased from 18.0 million in 2014 to 19.3
million in 2018, and is expected to increase to 22.1 million in 2025. The growth is mainly driven
by the increasing prevalence of rheumatic fever, congenital aortic valve structural abnormality and
senile aortic valve calcification which is associated with aging. The chart below shows the global
prevalence of aortic stenosis.

Global Prevalence of Aortic Stenosis’, 2014-2025E

CAGR

2014-2018 17%
2018-2025E 1.9%

Patients
Million

8. 8.3 8.6 9.0 9.3 97 200 204 208 21.2 6

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

1 Aortic Stenosis includes congenital aortic stenosis, rheumatic aortic stenosis and degenerative aortic stenosis.

Source: Literature review, Frost & Sullivan analysis
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Prevalence of Aortic Stenosis in China

In China, the number of aortic stenosis patients increased from 3.9 million in 2014 to 4.2
million in 2018, and is expected to increase to 4.9 million in 2025. The growth has mainly been
driven by the increasing prevalence of rheumatic valvular heart disease. The chart below shows
the prevalence of aortic stenosis in China.

Prevalence of Aortic Stenosis in China', 2014-2025E

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

Patients
Million

4g 49
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1 Aortic Stenosis includes congenital aortic stenosis, rheumatic aortic stenosis and degenerative aortic stenosis.

Source: Literature review, Frost & Sullivan analysis

Compared with patients in the U.S., aortic stenosis patients in China typically require
treatment with special features such as having relatively strong bottom radial support due to high
calcium volume and high percentage of bicuspid valve morphology. The following charts show the
comparison between China and the U.S. regarding calcium volume and the bicuspid valve

morphology incidence rates based on 52 sampled patients in China and 232 sampled patients in
the U.S.

Calcium Volume of Incidence Rate of Bicuspid
Aortic Valve —— Valve Morphology among ———
TAVR candidates

mm?

38.4%

142

China us. i
(n=52) (n=232) China u.s.
(n=52) (n=232)

1.3%

Source: Literature Review, Frost & Sullivan analysis
Overview of Aortic Regurgitation

Aortic regurgitation is the incomplete closure of the aortic valve causing backflow of blood
from the aorta into the left ventricle during diastole. Pathological causes of aortic regurgitation
include valvular degeneration and aortic root dilation, rheumatic fever, endocarditis, myxomatous
degeneration, aortic root dissection, and connective tissue (e.g., Marfan syndrome) or
rheumatologic disorders. While acute aortic regurgitation may cause heart failure and cardiogenic
shock, chronic aortic regurgitation is typically asymptomatic, which may lead to progressive

exertional dyspnea, orthopnea, paroxysmal nocturnal dyspnea, and palpitations that develop
insidiously.
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Aortic regurgitation can be treated with surgical aortic valve replacement, or less commonly,
with valve repair. For SAVR, an aortic bioprosthetic valve requires anticoagulation for three to six
months postoperatively, and a mechanical valve requires lifetime anticoagulation using warfarin.

Prevalence of Aortic Regurgitation Globally

Globally, there is a growing aortic regurgitation patient population, increasing from 24.1
million in 2014 to 26.0 million in 2018. It is estimated that, on a worldwide basis, there will be 29.9
million of aortic regurgitation patients in 2025. The diagram below summarizes the global
prevalence of aortic regurgitation.

Global Prevalence of Aortic Regurgitation, 2014-2025E

CAGR
2014-2018 1.8%
Patients 2018-2025E 2.0%

Million

5 5. 26. 7. 275 28.1 28.6 29.2 29.9
0 5 .0 26.4 270
241 24.6 2 2!

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

Source: Literature review, Frost & Sullivan analysis
Prevalence of Aortic Regurgitation in China

In China, the number of aortic regurgitation patients has climbed from 3.5 million in 2014 to
3.8 million in 2018, and is projected to reach 4.4 million in 2025. The diagram below illustrates the
prevalence of aortic regurgitation in China.

Prevalence of Aortic Regurgitation in China, 2014-2025E

CAGR
2014-2018 17%
Patients 2018-2025E 2.0%

Million

43 44
4.1 4.2
., a7 08 89 39 40
| . . I I I I I

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

Source: Literature review, Frost & Sullivan analysis
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Pulmonary Valve Disease
Overview of Pulmonary Regurgitation

Pulmonary valve disease mainly consists of pulmonary regurgitation and pulmonary
stenosis. Pulmonary regurgitation (PR) is pulmonic valve’s inability to close completely that
causes blood to flow from the pulmonary artery into the right ventricle during diastole. The most
common and significant cause of such disease are iatrogenic related, including degeneration of
RVOT from previous surgeries to treat patients of ToF and other congenital heart diseases.

Overview of ToF

ToF is a combined heart defect with four abnormalities: ventricular septal defect, pulmonary
stenosis, overriding aorta and right ventricular hypertrophy. The primary symptom of ToF is low
blood oxygen saturation with or without cyanosis developed within one year of birth.

To treat ToF, a three-stage treatment may be required. First, occasionally, a newborn patient
(under six months old) needs to undergo a temporary (palliative) surgery before having
intracardiac repair in order to improve blood flow to the lungs. Second, when the patient is six
months to one year old, a complete corrective surgery for RVOT repair is necessary. Corrective
surgeries for RVOT repair differ between the United States and developing countries, including
China. In the United States, such repair surgeries are dominated by the valved homograft conduit.
However, RVOT repair surgeries are mainly conducted through TAP treatment in developing
countries, including in China where more than 85% of corrective surgeries are conducted through
TAP treatment. Overall, TAP treatment is much more prevalent than the valved homograft conduit
globally, accounting for 80% of the total ToF surgical treatments performed.

A third procedure needs to be conducted for ToF patients during their teenage years to repair
the function of the patient’s pulmonary valve because both methods mentioned above, especially
TAP treatment, may lead to PR and RVOTD, which will significantly shorten the patient’s lifespan.
In China, such pulmonary valve function repairs are usually performed through open-chest
surgeries which may result in major trauma and slow recovery. In the U.S., TPVR is usually
performed with relatively lower risk and minimal trauma. Such patients may need additional
valve-in-valve procedures every ten to 15 years after the initial TPVR procedure. Currently, there
are only three FDA or CE approved TPVR products including Sapien and Sapien XT from Edwards
Lifesciences and Melody from Medtronic.
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Prevalence of ToF Globally

Globally, the number of ToF patients increased from 475.4 thousand in 2014 to 533.5
thousand in 2018, and is expected to increase to 657.3 thousand in 2025. The chart below shows
the prevalence of ToF globally.

Global Prevalence of ToF, 2014-2025E

CAGR
2014-2018 2.9%
2018-2025E 3.0%

Patients

Thousand 638.7
6025 06205

657.3

584.8
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iea dssz 5005 516.9
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Source: Literature review, Frost & Sullivan analysis
Prevalence of ToF in China

In China, the number of ToF patients increased from 74.6 thousand in 2014 to 82.1 thousand
in 2018, and is expected to increase to 97.7 thousand in 2025. The chart below shows the
prevalence of ToF in China.

Prevalence of ToF in China, 2014-2025E

CAGR
2014-2018 2.4%
2018-2025E 2.5%

Patients
Thousand

977
95.4
93.1
90.9
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Source: Literature review, Frost & Sullivan analysis
Mitral Valve Disease
Overview of Mitral Regurgitation

Mitral valve disease mainly consists of mitral regurgitation (MR), mitral stenosis and mitral
valve prolapse. We are developing our product, Venus Mitral Valve, designed to treat patients with
MR which accounts for approximately 65% of all mitral valve disease prevalence. MR is 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.
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Anticoagulants can be used for patients with atrial fibrillation. As for severe MR, mitral valve
replacement or repair under extracorporeal circulation through open-chest surgery is the standard
treatment. As an alternative to open-chest surgery, MitraClip is the only transcatheter mitral valve
repair product that currently has received FDA approval, and there is no marketed TMVR product
worldwide.

Prevalence of MR Globally

Globally, the number of MR patients increased from 88.3 million in 2014 to 95.1 million in
2018, and is expected to increase to 108.6 million in 2025 as shown in the below chart.

Global Prevalence of Mitral Regurgitation, 2014-2025E

CAGR
2014-2018 1.9%
2018-2025E 1.9%
Patients
Million 108.6

106.2
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Source: Literature review, Frost & Sullivan analysis
Prevalence of MR in China

In China, the number of MR patients increased from 9.4 million in 2014 to 10.3 million in
2018, and is expected to increase to 12.1 million in 2025 as shown in the below chart.

Prevalence of Mitral Regurgitation in China, 2014-2025E

CAGR
2014-2018 2.3%
2018-2025E 2.3%

Patients
Million

1o 121
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9.8 10.0
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Source: Literature review, Frost & Sullivan analysis
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Tricuspid Valve Disease
Overview of Tricuspid Regurgitation

Tricuspid valve disease mainly consists of tricuspid regurgitation (TR) and tricuspid stenosis.
We are in the process of designing the Venus Tricuspid Valve to treat patients with TR, which
accounts for approximately 60% of all prevalence of tricuspid valve disease.

TR is the tricuspid valve’s inability to close completely that causes blood to flow from the right
ventricle to the right atrium during systole. The most common cause is dilation of the right
ventricle. TR usually has no symptoms, but some patients experience neck pulsations due to
elevated jugular pressures. Symptoms of severe TR include fatigue, abdominal bloating, and
anorexia. Mild TR does not require medical action, but patients with severe TR need to receive
operations, including annuloplasty, valve repair and/or valve replacement by open-chest
surgeries. Valve repair or replacement is recommended when the TR is due to primary valve
abnormalities or when annuloplasty is not technically feasible. Currently, there is no TTVR pipeline
product at the registered clinical trial stage worldwide.

Prevalence of TR Globally

Globally, the number of TR patients increased from 44.7 million in 2014 to 48.6 million in
2018, and is expected to increase to 55.9 million in 2025 as shown in the below chart.

Global Prevalence of Tricuspid Regurgitation, 2014-2025E

CAGR
2014-2018 21%
2018-2025E 2.0%

Patients

Million 52.7
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Source: Literature review, Frost & Sullivan analysis

Prevalence of TR in China

In China, the number of TR patients increased from 8.4 million in 2014 to 8.9 million in 2018,
and is expected to increase to 9.9 million in 2025 as shown in the below chart.

China Prevalence of Tricuspid Regurgitation, 2014-2025E

CAGR
2014-2018 1.5%
2018-2025E 1.5%

Patients
Million
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Source: Literature review, Frost & Sullivan analysis
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Treatment for Heart Valve Diseases

Medicines and surgeries are available to treat valvular heart disease. However, medicines
typically only relieve the symptoms temporarily without providing a long-lasting solution. Currently,
valvular heart disease procedures are generally divided into three categories: traditional
open-chest surgery, minimally invasive valve surgery and transcatheter valve therapy. Among the
three types of procedures, transcatheter valve therapeutics (TVT) are similarly effective but safer
than the other two alternatives. Entry barriers in the TVT market are relatively high, as a new
entrant faces challenges such as the requirement to establish a comprehensive R&D platform and
enhanced accessory package and their lack of experience in channel management and patent
restrictions. Below is a graph showing the development history of surgical treatment for valvular
heart disease.

Milestones in Surgery for Valvular Heart Disease
In 2000, Bonhoeffer

successfully completed
percutaneous pulmonary
valve implantation (PPVI) for
the first time, pioneering

In 1996, both Carpertier and
Cosgrove reported the

In 1958, Dwight E. Harken
has successfully used the
silicone caged ball valve for
aortic valve replacement and

success of minimally invasive
heart valve surgery. Since
then, heart valve therapy has
entered the era of minimally

transcatheter heart valve
replacement.

2000~Now, The Era of
Transcatheter Valve
therapeutics (TVT)

this is a milestone in
prosthetic valve replacement

surgery.

invasive heart valve surgery.

In 1912, Tuffier tried to use
his fingers to push the wall of
the ascending aorta to reach
the stenosis aortic valve for
the purpose of expansion.

1990s, The Minimally
invasive heart valve

surgery

1950s~1970s, The
Development of Heart
Valve Replacement and
Repair Surgery

« Although the origin of TVT is in
1982, Kan et al. reported the
that patients with congenital
pulmonary artery stenosis were
successfully treated with single
balloon dilation. However, these

+ The concept of minimally
invasive surgery has been

1913, The First Heart Valve formed since French doctors

Surgery « Along with the utilization of began practicing laparoscopy in :EchnlquesI ?re onlyf rs1u|t?‘ble for
(| e e sase, o
surgery for heart valve replacement . Compared to traditional surgery, disease.

+ In 2002 and 2003, The
successful application of TAVR
and MitraClip in the treatment of
aortic stenosis and mitral
regurgitation, marks the success
of TVT.

and repair has been developed.

* Inthe 1970s,Carpentier reported the
method of mitral valvuloplasty, which
led to the success of cardiac valvular
surgery.

+ This is the first time of heart valve
surgery trial, and the surgery
succeeded.

MIVS have many advantages,
such as milder pain, smaller
incision, faster and smoother
recovery and less bleeding.

Source:  Frost & Sullivan analysis

TAV MARKET

Patients eligible for TAVR procedure are patients with severe aortic stenosis, except for the
ones with anatomical limitations or endocardial infection that render them not suitable for the
procedure. Prior to the recent development of TAVR, SAVR and balloon aortic valvuloplasty were
considered the best choices and performed in patients with severe aortic stenosis, but restenosis
usually occurs because the improvement in valve opening is temporary in nature. Additionally,
some patients are not eligible for these procedures due to high surgical risk. As a promising
alternative to SAVR, TAVR is a globally advanced cardiovascular interventional technique by
implanting a prosthetic valve through a vascular path to treat severe aortic stenosis. TAVR causes
smaller trauma and has a shorter postoperative recovery period. Increasingly, TAVR is being
performed on low to intermediate surgical risk patients with severe aortic stenosis.

TAVR has also been used in treating patients with aortic regurgitation. However, since there
have not been many applications of TAVR procedure to aortic regurgitation patients compared
with its applications to severe aortic stenosis patients, as the safety and efficacy of treating aortic
regurgitation through TAVR procedure has not been supported by extensive clinical data and
current TAVR products are not approved for treating aortic regurgitation patients, aortic
regurgitation patients are not included when calculating the number of TAVR eligible patients and
penetration rate.
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The table below shows the comparison

Country Surgery

Type of Hospital

Number of Eligible
Hospital (In 2018)

Price Per
Procedure

of SAVR and TAVR procedures.

Indications

Patient Eligibility

Required Resources

Required Technical
Expertise

Severe aortic ‘ ) ) Extracorporeal circulation Cardiac surgeon
Class Ill Grade A Less than stenosis/ Panems‘wn‘h sgrglcal equ\pmenl,' thoraf:oscopy, aneslheswo\ggisly
SAVR hospital More than 1,000 RMB100,000 aortic contraindications anesthesia equipment, h di hy d N "
ospitals ’ o are not eligible for SAVR echocardiography echocardiography doctor,
regurgitation nurse
equipment, etc.
China Digital subtraction
angiography system, Interventional physician,
More than Patients with anatomical | anesthesia equipment, cardiac surgeon,
TAVR Class Il Grade A More than 150 RMB280,000 Severe aortic | limitations or endocardial echocardiography radiologist,
hospitals (including valve stenosis infection are not eligible equipment and anesthesiologist,
systems) for TAVR extracorporeal circulation, | - echocardiography doctor,
computerized nurse
tomography, etc.
. Extracorporeal circulation "
General hospitals/ Ses\;zrneozizl;hc Patients with surgical | equipment, thoracoscopy, ssgiltahce:\l:;\g;?sr:l
SAVR | Cardiology and Heart | More than 1,000 |About USD14,500 aortic contraindications anesthesia equipment, h i hy d ¥ "
Medical Center o are not eligible for SAVR echocardiography echocardiography doctor,
regurgitation nurse
equipment, etc.
us. Digital subtraction
angiography system, Interventional physician,
. Patients with anatomical | anesthesia equipment, cardiac surgeon,
TAvR ng?(i:)a;yhgrs]znsles;n 600 About USD36,700 Sev‘ere aortic limitations or endocardal echor_:ardlo?rap(l;\y radiologist,
Medioal Center (including valve stenosis infection are not eligible equipment and anesgheslologls(.
for TAVR extracorporeal circulation, | - echocardiography doctor,
systems) computerized nurse
tomography, etc.

Source:  Frost & Sullivan analysis

TAVR is performed through three different methods based on the point of entry of the new
valve: transfemoral, transapical and transaortic. Generally, the transfemoral approach is the first
choice for most patients, but for patients who are not eligible for transfemoral approach for
reasons such as peripheral vascular stenosis or sclerosis, the transapical approach is considered.
Comparing the two methods, the transapical method requires anesthesia and is an open-chest
procedure which may cause surgical trauma. In addition, it is reported that the 30-day mortality
rate of TAVR via the transapical approach is higher than via the transfemoral approach. The
transfemoral and transapical methods are relatively less invasive than the transaortic method,
which may require cutting through patient’s breastbone.

Global Market
Number of TAVR Procedures and Penetration Rate

The number of TAVR procedures conducted globally has experienced rapid growth at a
CAGR of 22.5% from 2014 to 2018, and is expected to further grow 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 following
chart shows the number of TAVR and SAVR procedures conducted globally.
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Global SAVR and TAVR Procedures, 2014-2025E

CAGR SAVR TAVR Total
2014-2018 1.5% 22.5% 71%
2018-2025E 1.2% 15.0% 75%

Thousand 4375

583.1 Total
404.2
375.0

5477
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350.3
a9 301
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206.8
1075 [l 1408 [l 1763
110.3 “
567 Il 702 |l &5
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Source: Literature research, Frost & Sullivan analysis

Globally, the number of TAVR eligible patients increased from 3.4 million in 2014 to 3.6
million in 2018, and is expected to increase to 4.1 million in 2025 as shown in the below chart.
SAVR low-risk patients account for a majority of the TAVR eligible patient population, and the
conditions of such patients are expected to be included in the indications of TAVR in the coming
years.

Global Eligible Patients for TAVR, 2014-2025E

CAGR
2014-2018 1.8%
2018-2025E 2.0%

Thousand

3,975.0 4050.1 41437 otal
3,900.1 91> 109U
34876 35625 36188 3,693.7 3750.1 3,825.0

33750 34313 34876 9562 ..
’ 1,2150 1243 neligible

1,1475 1,170.0 1,1925 1.
1,085.6 11081 11250 1
1,029.4 10463 1,0688 1.
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SAVR Intermediate Risk

SAVR Low Risk
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Source: Frost & Sullivan analysis
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The following chart shows the rapid growth of TAVR procedures and the penetration rate
globally.

CAGR
2014-2018 22.5%
2018-2025E 15.0%

Global TAVR Procedures and Penetration Rate, 2014-2025E
Thousand

% 5%
.6% I
17%  “pu-
76.
149.8
o3 1278
89.5
= ﬁ l I

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

mmm Global TAVR procedures ~—— TAVR procedures as a % of TAVR eligible patients globally

Source: Frost & Sullivan analysis

Market Size and Growth Drivers

The following chart shows the rapid growth of global TAV market size due to high demand for
TAVR procedures.

Global Market Size of TAV, 2014-2025E

CAGR

2014-2018 27.9%
2018-2025E 14.3%

Billion USD
At ex-factory price level

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

Source: Frost & Sullivan analysis

The global TAV 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 FDA approved the application of
certain transcatheter aortic heart valve products, namely Sapien 3 and Sapien 3 Ultra
from Edwards Lifesciences and Evolut R and Evolut PRO from Medtronic in TAVR
procedures that treat low surgical risk patients.

J 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.
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. Aging population. Aging causes degenerative changes in aortic valves, which lead to
aortic valve diseases. It is estimated that the number of people over age 65 will increase
from 647.3 million in 2017 to 793.5 million in 2025 globally, and such growth will
increase the clinical demand for aortic valve treatment, including TAVR.

J 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.

Future Trends
The global TAV market is expected to experience the following trends:

. 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 leakage.

J Increase in follow-up valve-in-valve treatment. As more patients with aortic valve
disease receive TAVR treatment, their lifespans are expected to increase significantly.
As a result, such patients may need follow-up procedures to maintain the efficacy of the
TAVR treatment received.

] 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 such authoritative guidelines and the standardization of TAVR
procedures will be available.

China Market
Number of TAVR Procedures and Penetration Rate

The number of eligible patients for TAVR in China grew from 656.8 thousand in 2014 to 742.1
thousand in 2018, and is expected to reach 942.8 thousand in 2025 as shown in the below chart.

Total Eligible Patients for TAVR in China, 2014-2025E
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Only 0.1% of eligible patients were treated with TAVR in 2018 and the penetration rate is
expected to increase to 4.7% in 2025. The number of TAVR procedures and penetration rate in
China are shown in the chart below.

TAVR Procedures’ and Penetration Rate in China, 2017-2025E

CAGR
2017-2018 440.9%
4.7%
Thousand 2018-2025E 73.2%

3.0%,
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Source:  Frost & Sullivan analysis
Market Size

The TAV market size in China is expected to grow from US$28.7 million in 2018 to US$956.6
million in 2025 as shown in the below chart.

Market Size of TAV in China, 2017-2025E

CAGR
2017-2018 370.5%
Milion USD 2018-2025E 65.0%
At ex-factory price level 956.6
806.5
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Source:  Frost & Sullivan analysis
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Due to high equipment and facility requirements, only a limited number of hospitals were able
to perform TAVR procedures in China as of 2018. Currently in China, the TAVR procedure demand
far exceeds available capacity and the growth of TAVR procedures is expected to be supply
driven. For example, Beijing Fuwai Hospital, also known as the National Center for Cardiovascular
Diseases, performed about 220 TAVR procedures (including clinical trials) in 2018 while more than
1,200 patients made such demand, and Shanghai Zhongshan Hospital of Fudan University, a top
cardiology hospital in China, performed about 200 TAVR procedures (including clinical trials) in
2018 while about 1,100 patients made such demand.

Growth Drivers

China’s TAV market is expected to grow significantly due to the following factors:

Unmet medical needs. For elderly patients with comorbidities, traditional SAVR is more
risky and postoperative recovery is relatively slow, even though it is the current
standard treatment in China. The newly available TAVR procedure is an effective and
safer alternative for such patients, and is expected to gain popularity among patients
and doctors, especially those that are not suitable for SAVR procedures.

Increase in qualified TAVR practitioners. The TAVR procedure has high requirements
for surgical equipment, personnel configuration and technical operation. In 2018, TAVR
procedures were performed in more than 150 hospitals in China. The Chinese College
of Cardiovascular Physicians ([ & fifi I3 &0 1015 (N BHEE Fifi /> €r) and Chinese Society of
Cardiology (FT#EREEE.OIEHE/>€) released Consensus of Transcatheter Aortic
Valve Replacement Clinical Pathway in China ( <[5 455845 T Bl IR AR 46 00 i PR B 7%
2018) ) (the “Clinical Pathway”) in 2018 and Consensus of Chinese Experts on
Transcatheter Aortic Valve Replacement ( (583845 3= B IR E 4010 - B H KI5k ) (the
“Consensus”) in 2015 to promote the development of TAVR in China, and such
guideline will promote hospital equipment upgrades and talent cultivation, making TAVR
procedures more available in China.

Application expansion to intermediate and low surgical risk patients. Being similarly
effective but less invasive with a shorter recovery period, 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-fourths of the current
addressable market, the application expansion is expected to bring significant growth
opportunities for the TAV market in China.

Favorable policy environment. Recently, Guidelines of the Plan for Development of the
Pharmaceutical Industry ( (%5282 T2£88 M #|f5R) ) was issued to encourage R&D and
commercialization of multi-linked innovative medical device. Moreover, the Health and
Wellness Plan of the Thirteenth Five-Year Plan ( (“t =1 /L B{EEEME#]) ) aims to
implement an expanded national reimbursement list for innovative medical devices.
Such favorable government policies are expected to support further TAV market
expansion.

Future Trends

China’s TAV market has been experiencing the following trends:

Technology upgrade to reduce TAVR complications. Common TAVR complications
include stroke, paravalvular leaks and arrhythmia, which lead to increased mortality and
readmission rates, and future TAVR R&D is expected to continue to focus on reducing
such complications.

— 130 —



INDUSTRY OVERVIEW

Physician education. Since our VenusA-Valve was approved by the NMPA in 2017,
TAVR has been used by physicians in China. With more domestic and international
competitors entering the market in the following three to five years, physician
awareness and acceptance of TAVR are expected to gradually increase as existing and
future competitors will likely to promote training and education to physicians on TAVR

Products tailored to Chinese patients. Compared with patients in the United States and
Europe, Chinese severe aortic stenosis patients have higher degrees of aortic valve
calcification and more of them have bicuspid aortic valves. Such differences limit the
effectiveness of the existing TAVR technology, as such the R&D of TAVR in China is

expected to trend toward addressing those clinical challenges.

products.
TPV MARKET

Currently the major standard of care for patients with RVOTD after receiving TAP treatment
in China and in other major markets is SPVR. Compared with TPVR, SPVR has the limitation of
large trauma, slow recovery and high risk, since the patients will undergo a second open-chest
operation after their surgery for RVOT repair. Based on the existing clinical evidence, TPVR
procedures can improve patients’ heart function, relieve their symptoms and enhance their quality
of life. Also, TPVR procedures have the potential to reduce the risk of sudden death in some
patients and thereby improving the prognosis of heart failure. Therefore, the use of TPVR is a shift

in treatment paradigm.

Global Market

The table below shows the comparison of SPVR and TPVR procedures.

Country Surgery

Type of Hospital

Number of Eligible
Hospital (In 2018)

Price Per Procedure

Indications

Patient Eligibility

Required Resources

Required Technical
Expertise

Patients with surgical Ext(acorporﬁal ciroulation Cardiac surgeon,
Class Ill Grade A Less than contrair ion: e ’ anesthesiologist,
SPVR hospitals More than 1,000 RMB100,000 are not eligible a":i'hr:fcif‘ die(;”rf;:;m’ echocardiography doctor,
Patients with severe right for SPVR equipment, etc. nurse
ventricular outflow tract
China dysfunction (RVOTD) after Digital subtraction
RVOT reconstruction " .
Patients with angiography system, Interventional physician,
procedures, such as . i
corrective surgeries for ToF anatomical anesthesia equipment, cardiac surgeon,
TPVR Class Il Grade A Fow No commercialized limitations or echocardiography radiologist,
hospitals product endocardial equipment and anesthesiologist,
infection are not eal circulation, i phy doctor,
eligible for TPVR computerized nurse
tomography, etc.
General hospitals/ Patients with surgical Extlfacorpfrial circulation Cardiac surgeon,
trai o 2 f iologi
SPVR | Cardiology and Heart | More than 1,000 | About USD126,000 contraindication: anesthesia equipment, anesthesiologist,
> are not eligible N echocardiography doctor,
Medical Center . N . for SPVR echocardlography nurse
Pat\en_ls with severe right equipment, etc.
ventricular outflow tract
us. dysfunction (RVOTD) after Digital subtraction
RVOT reconstruction ‘ :
Patients with angiography system, Interventional physician,
propedures, such as anatomical anesthesia equipment, cardiac surgeon.
General hospitals/ About USD80,000 | corrective surgeries for ToF imitat echocardiography ’ radiologist,
TPVR Cardiology and Heart 600 (including valve imitations or X tand h 'gl '
Modica! Conter systems) endocardial equipment and anesthesiologist,
infection are not extracorporeal circulation, | - echocardiography doctor,
eligible for TPVR computerized nurse
tomography, etc.
Source:  Frost & Sullivan analysis
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Number of TPVR Procedures and Penetration Rate

Globally, mainly driven by the increase in the number of ToF and other RVOTD patients, the
number of TPVR eligible patients increased from 62.5 thousand in 2014 to 76.1 thousand in 2018,
and is expected to increase to 127.7 thousand in 2025.

Global Eligible Patients for TPVR, 2014-2025E

CAGR
2014-2018 5.0%
2018-2025E 77%

Thousand

1oa 127

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

Source: Literature review, Frost & Sullivan analysis

The number of TPVR procedures conducted globally has experienced rapid growth at a
CAGR of 24.5% from 2014 to 2018, and is expected to further grow at a CAGR of 16.4% from 2018
to 2025, as shown in the below chart.

Global TPVR Procedures and Penetration Rate, 2014-2025E

CAGR
2014-2018 24.5%
2018-2025E 16.4%

Thousand 15.7%

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

== Global TPVR procedures
—=— Global TPVR procedures as a % of global TPVR eligible patients

Source:  Frost & Sullivan analysis
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Market Size

Accordingly, the TPV market size increased from US$93.3 million in 2014 to US$220.4
million in 2018, and is expected to increase to US$564.5 million in 2025 as shown in the below
chart, mainly driven by the increase in valve-in-valve procedures and the growth in the emerging
markets.

Global Market Size of TPV, 2014-2025E

CAGR
2014-2018 24.0% 5645

2018-2025E 14.4%
495.0
Million USD 434.0
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Source:  Frost & Sullivan analysis

China Market
Eligible Patients and Penetration Rate

In China, mainly driven by the increase in the number of ToF and other RVOTD patients, the
number of TPVR eligible patients increased from 15.9 thousand in 2014 to 20.4 thousand in 2018,
and is expected to increase to 41.0 thousand in 2025, as shown in the below chart.

Total Eligible Patients for TPVR in China, 2014-2025E

CAGR
2014-2018 6.4%
2018-2025E 10.5%

410
Thousand 371
335

30.2
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Source:  Frost & Sullivan analysis
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Nonetheless, there is currently no significant TPV market in China, and the market is
expected to emerge when we introduce VenusP-Valve. The following chart shows the expected
growth of the number of TPVR procedures and the penetration rate from 2020 to 2025.

TPVR Procedures and Penetration Rate in China, 2020E-2025E

CAGR

2020E-2025E 61.0%
10.8%
9.5%
Thousand 4.4
6.6%
35
5.4%
3.6%
2.2
1.7% 16
1.0

2020E 2021E 2022E 2023E 2024E 2025E

mmmmm  TPVR procedures in China

—jll— TPVR procedures as a % of TPVR eligible patients in China

Source:  Frost & Sullivan analysis

Market Size

The TPV market in China is expected to increase from US$12.1 million in 2020 to US$118.5
million in 2025 as shown in the below chart.

Market Size of TPV in China, 2020E-2025E

CAGR

2020E-2025E 57.8%
118.5
Million USD
At ex-factory price level 96.6
715
46.0
28.5
2020E 2021E 2022E 2023E 2024E 2025E

Source:  Frost & Sullivan analysis

Growth Drivers of the Global and China TPV Markets
The fast growth of the global and China TPV markets is attributable to the following factors:

. Increasing prevalence of congenital heart defects. Congenital heart defects are the
most common birth defects contributing 23.1% of all infant deaths from birth defects.
The prevalence of congenital heart defects ranges from 19 to 75 per 1000 live births and
is still rising due to increasing environmental pollution and radiation exposure. The
rising prevalence of congenital diseases, especially those combined with RVOT
stenosis, such as ToF, is likely to lead to an increase in the demand for TPVR
procedures.
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J Improved safety compared with traditional approaches. Traditional surgical pulmonary
valve replacement has many limitations, including large trauma, slow recovery and high
risk due to the open-chest operations required. In comparison, TPVR provides an
effective and safer alternative for those not eligible for open-chest operations because
of their high surgical risks.

. New developments catering to unmet medical needs. Currently marketed TPVR
products are mainly developed for patients that went through valved homograft conduit
procedures. But those products are not suitable for ToF patients treated with TAP, which
accounts for 80% of the global ToF patients who received corrective procedures. It is
expected that a new TPVR product designed for patients who received TAP treatment
will cater to these unmet medical needs, in particular in certain developing countries
and Europe, and promote the TPV market.

J Increase in acceptance and operation capacity. As the safety and effectiveness of
TPVR have been confirmed by clinical data, its acceptance by physicians and patients
continues to increase. Meanwhile, the number of hospitals that can perform TPVR
procedures is also increasing to address the high demand for such procedures.

Future Trends of the Global and China TPV Markets
The global and China TPV markets are experiencing the following trends:

J Application expansion. Currently, TPVR is mainly used to treat patients with RVOTD
after RVOT reconstruction procedures. Being of lower risk and causing minimum
trauma, ongoing exploratory trials are attempting to expand TPVR to treat PR, including
vena cava implantation and valve replacement.

. Product stickiness. Patients receiving TPVR procedures in their teenage years will need
future valve-in-valve procedures for maintenance, and such patients are expected to
stay with their initial TPVR product providers for the follow-up valve-in-valve
procedures.

J Product design tailored to more specific market segments. TPVR product designs are
expected to tailor to more specific market segments, such as the trend to develop more
durable bioprostheses and miniaturize delivery systems for pediatric patients.

o Inclusion in medical insurance coverage. Considering the high prevalence of newborns
with congenital heart defects every year in China, it is likely that TPVR treatment will
become reimbursable under public medical insurance in the future which would make
it more affordable and accessible.
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TMV MARKET

As of the Latest Practicable Date, there was no marketed TMVR product globally, and the
current standard treatment for severe MR is through mitral valve replacement or repair by
open-chest surgeries. Due to the high risks associated with invasive surgeries, not many MR
patients have received surgical treatment. For example, in China, less than 1% of MR patients
received surgical treatment in 2018. Because of the large unmet medical needs, the global market
size is expected to reach US$17.4 billion within the first ten years after the first TMVR product
launch and to eventually grow to three to four times of the TAV market size. TMV procedures raise
several inherent biomechanical challenges to product design. Firstly, the position of mitral valve
and structure of mitral annulus increase the difficulty of placing the artificial valve, which raises a
higher requirement on the design of valve products’ delivery system. Secondly, if a large stent is
implanted in a TMV procedure to fit into the large size of mitral annulus, it may cause adverse
effects, such as left ventricular outflow tract obstruction and thrombosis, and as a result, it raises
a higher requirement on the design of valve products. Thirdly, the saddle-shaped mitral annulus
may lead to higher risks of complications during and after TMV procedures. Finally, mitral valve
is more prone to degradation compared with aortic valve, since it is under higher left ventricular
systolic pressure.

TTV MARKET

The current TR treatment includes annuloplasty, valve repair and valve replacement.
However, evidence shows that patients with severe TR always need a second surgery after the
first valve repair or replacement surgery which leads to a high mortality rate. Among the three
treatment methods, the mortality rate of severe TR patients after annuloplasty treatment is
estimated to be 60% within five years and about 20% of the patients need to have a second
surgery. Comparatively, transcatheter tricuspid valve repair or replacement is of much lower risk
and causes less trauma, and they present great market potential. As of the Latest Practicable
Date, there was no pipeline product at the registered clinical trial stage globally. Similar to TMVR
procedures, TTVR procedures raise several inherent biomechanical challenges to product design
resulting from its position and the structure and size of tricuspid annulus.

CEP DEVICE MARKET
Overview

Post-operative brain injury occurs in a significant proportion of patients undergoing cardiac
surgeries, which severely affects the patient’s morbidity, mortality and life quality. Such injury is
often of ischemic origin, which leads to strokes, and the most common contributing factors are
advanced age, aortic and carotid atherosclerosis and history of stroke.

CEP devices are designed to decrease the incidence of stroke during TAVR procedures,

where their usage has reduced the frequency of ischemic lesions. Given that the clinical data are
still preliminary, routine clinical use of CEP devices has not yet been established.
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Market Size

Main regions equipped with CEP systems are the U.S., the EU, China and Japan. Among the
four regions, the U.S. is the dominant market. As the CEP device market is driven by the
penetration and development of interventional procedures, especially TAVR, the number of CEP
systems globally is expected to grow at a CAGR of 39.6% from 2018 to 2025 as shown in the chart

below.

Global CEP Systems, 2018-2025E

CAGR uU.s. EU China Japan  Total
. o o 88.9% o o
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Source:  Frost & Sullivan analysis

Divided between major countries and regions, the CEP device market size in each individual
market is expected to grow at different rates from 2018 to 2025 at 35.1%, 35.5%, 79.5% and
25.1% in the U.S., the EU, China and Japan respectively, as shown in the chart below.

Market Size of Global CEP Systems, 2018-2025E
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Source:  Frost & Sullivan analysis
AORTIC VALVULOPLASTY BALLOON MARKET

With the advancement in catheter based cardiovascular procedures, valvuloplasty
techniques are developed to dilate stenotic valve leaflets using balloons. The force exerted by the
inflated balloon across the valve creates fissures within the calcified and rigid leaflets, making
them more flexible. The improved leaflet flexibility provided by aortic valvuloplasty balloon permits
greater valve opening, and reduces the transvalvular pressure gradient and associated
symptoms.
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From 2014 to 2018, the global market size for aortic valvuloplasty balloons increased at a
CAGR of 29.8%, and is expected to further increase at a CAGR of 14.7% from 2018 to 2025, as
shown in the chart below.

Global Market Size of Aortic Valvuloplasty Balloons, 2014-2025E

CAGR
2014-2018 29.8%
2018-2025E 14.7%
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Source:  Frost & Sullivan analysis

REPORT COMMISSIONED BY FROST & SULLIVAN

In connection with the Global Offering, we have engaged Frost & Sullivan to conduct a
detailed analysis and to prepare an industry report on the heart valve disease treatment device
market in China and worldwide. Frost & Sullivan is an independent global market research and
consulting company founded in 1961 and is based in the United States. Services provided by Frost
& Sullivan include market assessments, competitive benchmarking, and strategic and market
planning for a variety of industries.

We have included certain information from the Frost & Sullivan Report in this Prospectus
because we believe such information facilitates an understanding of the worldwide and China
heart valve disease treatment device market for potential investors. Frost & Sullivan prepared its
report based on its in-house database, independent third-party reports and publicly available data
from reputable industry organizations. Where necessary, Frost & Sullivan contacts companies
operating in the industry to gather and synthesize information in relation to the market, prices and
other relevant information. Frost & Sullivan believes that the basic assumptions used in preparing
the Frost & Sullivan Report, including those used to make future projections, are factual, correct
and not misleading. 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. Frost
& Sullivan research may be affected by the accuracy of these assumptions and the choice of these
primary and secondary sources.

We have agreed to pay Frost & Sullivan a fee of RMB1,020,000 for the preparation of the
Frost & Sullivan Report. The payment of such amount was not contingent upon our successful
listing or on the content of the Frost & Sullivan Report. Except for the Frost & Sullivan Report, we
did not commission any other industry report in connection with the Global Offering. We confirm
that after taking reasonable care, there has been no adverse change in the market information
since the date of the report prepared by Frost & Sullivan, which may qualify, contradict or have an
impact on the information set forth in this section in any material respect.

— 138 —



REGULATORY ENVIRONMENT

Our products are medical devices subject to extensive regulation in the markets in which we
operate, and such regulations vary from jurisdiction to jurisdiction in an increasingly complex
global regulatory environment. The time required to obtain the necessary regulatory approval may
vary from jurisdiction to jurisdiction.

The following section sets out summaries of certain relevant laws, regulations and
requirements that we are subject to in the key jurisdictions in which we operate.

PRC REGULATORY OVERVIEW

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 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 ( <%
PSR EE BE HEB]) ) amended by the State Council and came into effect on May 4, 2017, the
Food and Drug 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 | medical devices shall refer to those devices with low risk and whose safety and
effectiveness can be ensured through routine administration. Class Il medical devices shall refer
to those devices with medium risk and whose safety and effectiveness should be strictly
controlled. Class Ill 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 Ill medical devices.
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Registration and Filings of Medical Device Products

Pursuant to the Regulations on the Supervision and Administration of Medical Devices ( (%
PEAS I G B B ) ) and the Administrative Measures for the Registration of Medical Devices
( CEEEARMGE M #H1E) ) promulgated by the CFDA on July 30, 2014 and came into effect on
October 1, 2014, for the filings of the medical device products of Class I, 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 medical devices of Class Il and Class Il shall be subject to the product
registration administration. Medical devices of Class Il 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 issued upon approval. Medical devices of Class Ill shall be
examined by the Food and Drug Administration of the State Council. 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 medical device products of Class Il or Class Ill, 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 Ill 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 medical devices of Class I, but necessary
for the application for the registration of the medical devices of Class Il and Class Ill. However,
medical devices may be exempt from clinical trials under any of the following circumstances:

(1) 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;

(2) The safety and effectiveness of such medical devices can be proved through
non-clinical evaluation;

(83) 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 CFDA, which has changed to 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, applicant may specify in the
course of registration application and submit relevant proofing materials.
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Production Permit of Medical Devices

Pursuant to the Regulation on the Supervision and Administration of Medical Devices ( &
PEo M B BB ) and the Administrative Measures on the Production of Medical Devices
( CBERARAL B B BHE FLE) ) promulgated by the CFDA, amended and came into effect on
November 17, 2017, a manufacturer of medical device shall satisfy the following conditions:

(1) possessing production sites, environmental conditions, production equipment and
professional technicians that are suitable for such medical device produced;

(2) possessing organizations or professional examination staff and examination equipment
that carry out quality examination for such medical device produced;

(8) formulating a management system which ensures the quality of such medical device;

(4) having capability of after-sale services that is suitable for such medical device
produced;

(5) satisfying the requirements as prescribed in production R&D and production technique
documents.

The enterprises engaging in the production of medical devices of Class | shall make filings
for such medical devices of Class | 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 medical devices of Class Il and Class Il 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, 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 Il medical device production permits for production of TAVR
system and introducer sheath, which are within the validity term.

The revised draft amendment to the Regulation on the Supervision and Administration of
Medical Devices (EH& M & B HGEHIEEZR(HS)) (the “Draft Amendment”) has ended the
stage for public consultation, from June 25, 2018 to July 24, 2018. As of the Latest Practicable
Date, the Draft Amendment had not been formally promulgated and implemented. Compared with
the currently enforced Regulation on the Supervision and Administration of Medical Devices which
was amended in 2017, the Draft Amendment 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
has clarified the definition of “clinical evaluation” (l/K#F&) and its application on different class
of medical devices. Clinical trials are in principle required for medical devices of Class lll that are
intended to support or sustain life or clinical use with high risk. The Draft Amendment has also
added the term of “clinical trial” (I /K #{5%) approval of medical devices of Class Il which may pose
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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 while have no effective treatments have been reduced
conditionally. In terms of medical device marketing, the Draft Amendment 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 has expanded the scope of supervision to all
aspects of development, production, operation and use, and has added extended inspection and
monitoring methods. The Company considered that the implementation of the Draft Amendment
if as presently drafted will not have material impacts on the Group’s ongoing and planned clinical
trials, sales and registration based on the scope of business and ongoing operation and other
activities of our Group.

Production and Quality Management of Medical Devices

Pursuant to the Administrative Measures on the Supervision of the Production of Medical
Devices ( (EHEEZMAE BB MANL) ) and the Standards on Production and Quality
Management of Medical Devices ( (EJReas L B B HI#) ) promulgated by the CFDA on
December 29, 2014 and came 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 of
Medical Devices. 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 of
Medical Devices 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 of 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 El %S BEReas i e B
2 PR B A A 1 AR R I S AR5 B R I A ) ) promulgated by the CFDA on September 25,
2015 and came 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 change
production permit), the inspection team will, in accordance with the guidelines, issue
recommended conclusions for on-site inspections, which shall be divided into “Passed,” “Failed”
and “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 will examine and
verify the recommended conclusions and on-site inspection materials submitted by the inspection
group, and issue the final inspection results.
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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” or “Rectification within
the prescribed period.” The matters in respect of rectification within the prescribed period have
been rectified within the prescribed period and submitted to the inspection team.

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 of Medical Devices during the Track Record
Period.

Good Clinical Practice for Medical Devices

On March 1, 2016, the CFDA and the National Health and Family Planning Commission
jointly promulgated the Good Clinical Practice for Medical Devices ( BB Wl K 555 2 &8 FEAR
#7) ), which became effective as of June 1, 2016. The regulation includes full procedures of
clinical trial of medical devices, including, among others, the protocol design, conduction,
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 protocol based on the categories,
risks and intended use of the medical devices for the clinical study. The applicant shall be
responsible for organizing to develop and revise the researcher’s manual, clinical trial protocol,
informed consent form, case report form, relevant standard operating procedures and other
relevant documents, and shall be responsible for organizing necessary trainings 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.

Permit for Medical Device Operation

Pursuant to the Measures for the Supervision and Administration of Medical Devices
Operation ( (BFE#MASHE BB EIIFEL) ), 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 organ or personnel suitable for the medical devices it
operates. An enterprise engaged in the operation of Class Il medical devices shall file with the
municipal level food and drug administration 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 Il medical devices shall apply for an operation permit to the municipal
level food and drug administration and provide proofing materials for satisfying the relevant
conditions of engaging in the operation of medical devices.

The food and drug supervision and administration department which accepts 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 |l medical device operation permits, which are within the validity
term.
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Special Procedures for Examination and Approval of Innovative Medical Devices

In October 2017, the General Office of the CPC Central Committee and the General Office
of the State Council issued the Opinions on Deepening the Reform of the Evaluation and Approval
Systems and Encouraging Innovation on Drugs and Medical Devices ( B /b 25 5Fa il 5 il
Y 2E S BOR AR A U L) |, the “Opinions”), which aims to encourage the innovation for
medical devices. Pursuant to the 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 having 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 ( (BIH BRI A F) ) 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: (1) the applicant
legally owns the invention patent of the core technology of the product through its technological
innovation activities in the PRC, or legally obtained 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 to 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 ([ % ik
FEME R BRI Rk .0) has issued the patent search report setting out the novelty and
innovation of the core technology solution of the product; (2) the applicant has developed the
prototype product and completed the preliminary research under a true and controllable process
that generated complete and traceable data; (3) the product has major working mechanism or
mechanism of action which is the first of its kind in the PRC, has fundamental improvement in
product performance or safety compared with similar products, is of an internationally leading
standard in terms of techniques and has significant clinical value. The Center for Medical Device
Evaluation of the NMPA ([2 5 8 it ¥ B 31w B e s AL U 25 #F 1.0r) should give priority to the
innovative medical devices in their technical review upon receiving the registration application,
after which the NMPA will give priority to the product in their administrative approval.

Two Invoice System

On December 12, 2016, eight government departments including the CFDA issued Notice on
Opinions on the Implementation of the “Two Invoice System” in Drug Procurement by Public
Medical Institutions (for Trial Implementation) (B 75/ N7 5 HE b A 25 5 DR p 44 T 7 S o6 ) ‘B Bt
F. (#17)). 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” will strive to be widely promoted nationwide by 2018.
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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 (7 2 [ %k LA 22 48 58 iR R R L A 7 B
b4 A ECF Y AT, 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 (it %%
GRILEEE AREMICE 7 E) %), 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 (HMEHEEMREEMEZEE G /AZE) issued Notice on the Sharing of Transparent
Procurement Results of Medical Devices (Medical Consumables) across the Province (i B )&
BEPE R (B T REM) B PRI A R 2 L= TAEAYMEAT), which  stipulates medical consumables
procurement strictly implements the “Two Invoice System” and encourages the implementation of
the “Two Invoice System”. On 23 July, 2018, eight local government departments of Shaanxi
Province including Deepen Medical and Healthcare System Reform Leading Group Office of
Shaanxi Province (BR7G# GAL B g 4= 48 il O S8/ NI/ %) issued Notice on  Further
Promoting the “Two Invoice System” on Medicines and Medical Consumables (B #E—2 k4
o B R A S 948 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 1 August, 2018. On 15
November, 2017, five local government departments of Anhui Province including Food and Drug
Administration of Anhui Province (%##& &% )%) issued Opinions on Implementation of the “Two
Invoice System” in Medical Consumables Procurement by Public Medical Institutions in Anhui
Province (for Trial Implementation) (ZHIE 287 BEPEARHE RS A REAS BRI S5 ) B bt 2 S (k7))
which stipulates that the Class Il or above public medical institutions shall begin to implement the
“Two Invoice System” in the procurement of medical consumables from December 1, 2017.

Overseas Clinical Trial Data of Medical Devices

On January 10, 2018, CFDA issued the Technical Guidelines for Accepting Overseas Clinical
Trial Data of Medical Devices (¥%5Z 5 # Wt S M ifi K il B B R iU 75 25 5 1) (hereinafter referred to
as 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 with the requirements
of the country (region) where the clinical trial is conducted.

The 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
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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
IVD) 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 protocol, 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, it 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.

Advertisements of Medical Devices

Pursuant to the Regulations on the Supervision and Administration of Medical Devices ( <&
FEAT B PR B]) ) and the Measures for the Examination of Medical Devices Advertisements
( CEEEAMRE &8 A %) ) promulgated by the Ministry of Health, the State Administration for
Industry and Commerce and the CFDA on April 7, 2009, amended and came into effect on
December 31, 2018, an enterprise qualified for engaging in the production or operation of medical
devices shall apply for the publication of any medical device advertisement with the food and drug
supervision and administration departments of the local people’s governments of the provinces,
autonomous regions or municipalities, and obtain an approval of such advertisement of medical
device. The validity term of such advertisement approval for medical device is one year.

The advertisement of a medical device shall be true and lawful, and its content shall not be
false, exaggerated or misleading. A publisher of a medical device advertisement shall verify
approval documents and their authenticity prior to the publication. If no approval document was
obtained or the authenticity of any approval document has not been verified or the content of the
advertisement is inconsistent with the approval documents, such medical device advertisement
shall not be published.

Until now, we have obtained the medical device advertisement approval for TAVR system
products, the validity term of which is up to March 13, 2020. We will continue to comply with such
relevant requirements relating to the advertisements of medical devices in the future.

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 ( <Eji*
T IR EE I T AR B BRI EE YL E) ) 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 & #H A GAF B REHIEEZ A E %) ) 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 since spread to the whole nation. The State Council promulgated the Guiding Opinions
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of the State Council about the Pilot Urban Resident Basic Medical Insurance ( <37 5z B i B J2 3k
BAUE R AR B F sl B A5 ) ) 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) ( <425 A= IR 8 2 B 8146 %2(2015-2020
4£)) ) 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 ( <355 B B i 8 G kA0 B 35 4 T £0 5 il B (1)
&5 ) 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) ( Bl BV B Il S T RE A BB O B2 ot 0L A B SRR 5 s e o ) 1 S S v
=R ) (4 EE[1999]225%)) prescribes the coverage of diagnostic and treatment devices
and diagnostic tests where part of the fees is 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 31, 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) < Bfji* Ep gy 2 = (A B
FAREM B EnoaE ) (B HFEE[2019]13755) (the “Circular”). According to the Circular, 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 releases several reform initiatives aiming at managing
high-value medical consumables, including: (1) 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, 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; (2) 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
as of the end of June 2020; (3) 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 as of the end of 2019; (4) 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.
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Export Registration

Pursuant to the Rules on the Application and Issuance of Medical Device Exporting
Certificate ( CEEEEZRAME o RS HA R HERLE ) ) promulgated by the CFDA and came into effect on
January 6, 1996, the CFDA represents the PRC government to conduct inspections of safety and
legality of the products manufactured by domestic enterprises (including the PRC enterprises,
Sino-foreign equity joint ventures and foreign-owned enterprises) in accordance with the spirit of
the Notice of the General Office of the State Council on Printing and Distributing the Functional
Configuration, Internal Institutions and Staffing Plans of the State Administration of Medicine (Guo
Ban Fa No. [1994] 66)( <[5 A /s BE B i ElV 3% 1 5 58 4278 BRI R REIE B ~ Aot AN L B 307 ¢
MIFE D) (BdHEEE[1994]66%%)), and to grant Exporting Certificate in accordance with the
international conventions so as to prove that such products have obtained legitimate production
permit within Chinese territory. Medical Device Exporting Certificate granted by the CFDA must be
used with the Safety and Quality Assurance Disclaimer issued by the manufacturers of such
products at the same time, and such certificate shall not be used separately. Chinese version of
the Exporting Certificate is regarded as the original copy and its English translation is deemed as
a copy. Such certificate, except being specified for one time use, is valid for a term of two years.

If any of the following circumstances occurs to a production enterprise of medical device
product that has obtained the Exporting Certificate, the CFDA will revoke such Exporting
Certificate and inform such exporting country on a timely basis:

(1) the application document is found forfeited or the validity period has expired;

(2) the product received complaints from customers and such quality issue has been
proved.

We currently have the exporting certificates for VenusA-Valve, VenusP-Valve and introducer
sheath products, which are within the validity term.

OTHER LAWS AND REGULATIONS
Hospital Classification

The Hospital Classification Management Measures ( (EBi/r8k & L) ) promulgated by
the Ministry of Health divides the hospitals into three classes and ten grades. Class Ill hospitals
are the highest level and are divided into Special, A, B and C grades. The Class | and Class Il
hospitals are separately divided into A, B and C grades. The Class Ill 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 Il 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 | hospitals are primary hospitals or
healthcare centers that directly provide preventive, medical care, healthcare, and rehabilitation
services to communities of a certain population.

1 The Hospital Classification Management 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 Hospital Classification Management Measures in practice.
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Labor and Social Protection

Pursuant to the Labor Law of the PRC ( (3 ARILFIEZH)%) ) promulgated by the
Standing Committee of the NPC on July 5, 1994 and amended and came into effect on December
29, 2018, the Labor Contract Law of the PRC ( ("3 N RILFIE %85 [F]7%) ) amended by the
Standing Committee of the NPC on December 28, 2012 and came into effect on July 1, 2013 and
the Implementation Rules of the Labor Contract Law of the PRC ( {1 % A R I A 45 8 & [7] 15 B ife
#%41) ) promulgated by the State Council and came into effect on September 18, 2008, an
employer shall establish and improve labor rules and regulations according to the laws and
regulations and shall strictly comply with the national standards, provide trainings 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 ( (##EARIEMBEAEHERE) )
promulgated by the Standing Committee of NPC on October 28, 2010, amended and came into
effect on December 29, 2018, the Administrative Regulations on Housing Provident Fund of the
PRC ( (¥ N RILFE B AR 45 A ) amended by the State Council and came into effect
on March 24, 2019 and the Provisional Regulations on Collection and Payment of Social
Insurance Premiums ( i@ GRS 1715 41) ) amended by the State Council and came 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.

Production Safety

Pursuant to the Production Safety Law of the PRC ( ("1 # A RILME L2 EE ) ) amended
by the Standing Committee of the NPC on August 31, 2014 and came into effect on December 1,
2014, an enterprise shall provide production safety conditions as stipulated in this law and other
relevant laws, administrative regulations, national and industry standards, establish a
comprehensive production safety accountability system and production safety rules and 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 trainings 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.
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Intellectual Properties
Trademark

The Trademark Law of the PRC ( (*1# ARIMAEH L) ) amended by the Standing
Committee of the NPC on August 30, 2013 and came into effect on May 1, 2014 and the
Implementation Rules of the Trademark Law of the PRC ( {3 A R AN [ o i vk B i e 1) )
amended by the State Council on April 29, 2014 and came 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
ten 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 ten 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.

Patent

Pursuant to the Patent Law of the PRC ( {32 A RILFE E A1) ) amended by the Standing
Committee of the NPC on December 27, 2008 and came into effect on October 1, 2009 and the
Implementation Rules of The Patent Law of the PRC ( (3 ARILABEFLE-ANH]) )
amended by the State Council on January 9, 2010 and came 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, 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 ten 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 which was amended on
December 27, 2008 and come into effect on January 1, 2009, 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” (BIBGEFT); (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.

The 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 the Group’s Core
Products and product candidates based on the scope of business and ongoing operation and
other activities of our Group.
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Copyright

Pursuant to the Copyright Law of the PRC ( (##E A RILAE Z/EREL) ) amended by the
Standing Committee of the NPC on February 26, 2010 and came 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 ( {FI5#ik
T EREESCHEE) ) promulgated by the National Copyright Administration on February 20, 2002
and the Regulation on Computers Software Protection ( (Gl ik {{%# %) ) amended by the
State Council on January 30, 2013 and came 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.

Domain Names

Pursuant to the Administrative Measures for Internet Domain Names ( 5.5 493845 & 24
%) ) promulgated by the Ministry of Industry and Information Technology on August 24, 2017 and
came 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 ( CLIEFE B AL B A B #0415 B RG34 138 A0) ) promulgated by the Ministry
of Industry and Information Technology on November 27, 2017 and came into effect on January
1, 2018 specifies the obligation of anti-terrorism and maintaining network security of internet
information service providers.

Laws and Regulations relating to EIT

Pursuant to the EIT Law amended by the Standing Committee of the NPC and came into
effect on February 24, 2017 and the Implementation Rules of the EIT Law ( ({2 5Bk Bl
%) ) promulgated by the State Council on December 6, 2007 and came into effect on January 1,
2008, 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. Key high and new technology enterprises which are supported by the
State may enjoy a reduced EIT rate of 15%.
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Product Liability and Protection of Consumers’ Rights

Pursuant to the Product Quality Law of the PRC ( {3 A R ILAIE & fh B & 15) ) amended by
the Standing Committee of the NPC and came 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 no substandard products shall be
used 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 human body 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
human body and the safety of lives and property. It shall be prohibited to produce or sell industrial
products that do not come to 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 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 ( (+# N RILFIEZHEFT1%) ) promulgated by the
Standing Committee of the NPC on December 26, 2009 and came 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.

Laws and Regulations relating to Foreign Investment

Pursuant to the PRC Company Law ( (3 ARILFIEIAF) ) amended by the Standing
Committee of the NPC and came 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.
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Pursuant to the Guidance Catalog of Industries for Foreign Investment ( /Mt & 4548
H#k) ) amended by the NDRC and the MOFCOM on June 28, 2017 and came into effect on July
28, 2017 and the Special Management Measures (Negative List) for the Access of Foreign
Investment (2019) ( HMRAHEHEAFFAIE M ME (A TS ) (20194FEhR)) ) promulgated by the
NDRC and MOFCOM on June 30, 2019 and came 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 “Catalog of Encouraged Industries for Foreign
Investment” and “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
“Catalog of Industries Prohibited for Foreign Investment.” Industries which 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) ( {ZN$ & s 3E3% 7 S 58 o s 2 5 B 1T HF% (2018
F45%T)) ) promulgated by the MOFCOM on June 29, 2018 and came 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.

The Foreign Investment Law of the PRC ( (¥ N RILFIESIMHFE L) ), or the Foreign
Investment Law, was formally adopted by the 2nd session of the thirteenth National People’s
Congress on 15 March 2019, and will become effective on 1 January 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 administrative measures for 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 labour protection, social insurance, tax, accounting, foreign exchange and other matters
stipulated in the PRC laws and regulations.
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Upon taking effect on 1 January 2020, the Foreign Investment Law will replace the
Sino-Foreign Equity Joint Venture Enterprise Law ('3 A R ALFIE 1 4h 5 5875 2 2£1%), the Sino-
Foreign Cooperative Joint Venture Enterprise Law (1% A\ RALAIE FAMSERE L) and the
Wholly Foreign-Owned Enterprises Law (H1# ARILMEISNERZEE) to become the legal
foundation for foreign investment in the PRC.

H Share Full Circulation Pilot Project

Pursuant to the notice regarding “the Implementation of H Share Full Circulation Pilot Project
to Deepen the Reform of Overseas Listing issued by the CSRC (B &% E: g g fb 3 4h I i1 il B plg
BIREHA [23im] #8”) on December 29, 2017, “Responses of Chang Depeng, the Spokesman
of CSRC on Enquiries of Reporters regarding H Share Full Circulation Pilot Project” (H [ &% B &
BTSN ENE b e [ 2] sUEAHB S R s0 & M), the Provisional Implementation
Rules on H Share Full Circulation Pilot Project (Hf% [ 2 Wi | stBh2EH B AN (417)) issued by
China Securities Depository and Clearing Company Limited and Shenzhen Stock Exchange on
April 20, 2018 and the Provisional Guidelines of H Share Full Circulation Pilot Project (Hi% [ 2
W8 | P25 (5047)) issued by China Securities Depository and Clearing Company Limited on
May 22, 2018, for overseas-listed companies which obtained approval of H Share Full Circulation
Pilot Project by CSRC (the “Pilot Companies”), the registration authority of relevant share subject
to H Share Full Circulation Pilot Project will change from China Securities Depository and Clearing
Corporation Limited to a registration authority in Hong Kong, and relevant shares will become
shares listed and traded on the Hong Kong Stock Exchange. Pilot Companies will not exceed
three, and each of them shall follow certain procedures and meet the following four basic
conditions:

(1) It shall comply with the requirements of foreign investments, management of state-
owned assets, laws and regulations regarding national security and industrial policies.

(2) The industry in which it engages shall be in line with the concept of innovation, harmony,
green, open and sharing, the direction of national industrial policies, as well as national
strategies which serve the real economy and support “The Belt and Road Initiative.” It
shall be a quality enterprise.

(8) Its shareholding structure shall be relatively simple with a market value not less than
HK$1 billion.

(4) Its corporate governance and internal decision-making policies shall comply with the
laws and regulations and be operable and fully protect rights to information,
participating rights and voting rights of its shareholders.

On November 14, 2019, the CSRC issued “Guidance on Application of Full Circulation of
Unlisted Shares of H Share Company” (HI/AEIRNA iy Hiag [l #E554551), which
allows that H-share companies and proposed H-share listed companies which meet certain
conditions may apply to the CSRC for full circulation.
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ISRAELI REGULATORY OVERVIEW

This section of this Prospectus summarizes various regulatory matters that are relevant to
us, given our Israeli indirect subsidiary, Keystone Heart.

Clinical Trials in Israel

The Israeli Ministry of Health (the “MOH”), which regulates clinical testing, has adopted
protocols that correspond, generally, to those of the FDA and the European Medicines Agency,
making it comparatively straightforward for studies conducted in Israel to satisfy the requirements
of the FDA and the European Medicines Agency, thereby enabling medical technologies subjected
to clinical trials in Israel to reach the United States and the European Union (“EU”) commercial
markets in an expedited fashion.

In order to conduct clinical testing on human beings in Israel, special authorization must first
be obtained from the ethics committee and general manager of the institution in which the clinical
studies are scheduled to be conducted, as required under the Guidelines for Clinical Trials in
Human Subjects implemented pursuant to the Israeli Public Health Regulations (Clinical Trials in
Human Subjects), as amended from time to time, and other applicable legislation. These
regulations require authorization by the institutional ethics committee and general manager as
well as from the MOH, except in certain circumstances.

The institutional ethics committee must, among other things, evaluate the anticipated
benefits that are likely to be derived from the project to determine if it justifies the risks and
inconvenience to be imposed on the human subjects. As well, the committee must ensure that
adequate protection exists for the rights and safety of the participants as well as the accuracy of
the information gathered in the course of the clinical testing.

To the extent that our Israeli subsidiary may wish to perform clinical studies on its product
candidates in Israel, it will be required to obtain authorization from the ethics committee and
general manager of each institution at which the clinical trials will be conducted, and in most
cases, from the MOH.

Medical Device and Import/Export Regulations
Device and Manufacturing Regulations

International sales of medical devices are subject to foreign governmental regulations, which
can vary substantially between different countries. The time required to obtain clearance or
approval by a foreign country or to obtain a CE Certificate of Conformity from a Notified Body, as
defined under Council Directive 93/42/EEC of 14 June 1993 concerning medical devices, for a
medical device may differ from that required for FDA clearance or approval. There are often
different requirements imposed as well.

The medical device field in Israel is supervised by AMAR. AMAR is responsible for the
registration of medical devices in Israel, granting various types of import permits for medical
devices to Israel, monitoring the marketing of medical devices in Israel and the issuance of
documents that assist exporters of medical devices manufactured in Israel. However, the
manufacture of medical devices in Israel, per se, is currently not subject to a legally binding
framework (other than requirements applicable to manufacturing and/or medical devices
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manufacturing factories in Israel in accordance with the applicable business license).
Nonetheless, health institutions in Israel often require medical device manufacturers to register
their manufactured medical devices with AMAR under the Medical Device Law (as defined below).
Also, foreign importers may require AMAR registration certificates as a condition to purchasing a
medical device from an Israeli company.

In addition, there is an Israeli statute and Israeli regulations addressing medical devices: the
Medical Device Law — 2012 (the “Medical Device Law”) and the Medical Device (Medical Device
Registration and Renewal) Regulations — 2013 (the “Medical Device Regulations”),
respectively. The Medical Device Law generally requires medical devices manufactured or
marketed in Israel to be registered with AMAR, or in the case of a medical device that is
manufactured in Israel solely for export outside of Israel and that is not marketed in Israel,
requires that notice by the manufacturer be given to the MOH, and imposes a criminal prohibition
on manufacturing, importing, marketing, or using medical equipment for which registration is
required with AMAR but was not indeed registered (except in exceptional cases). To obtain AMAR
registration (if required), medical device manufacturers and/or importers are required to submit a
number of documents reflecting the receipt of the necessary regulatory approvals (CE Marking,
FDA’'s 510(k), premarket approval of the FDA, Canadian Medical Devices Conformity Assessment
System license), or, for Israeli manufactured devices that are not registered or authorized in any
“recognized country” (defined in Section one of the Medical Device Law as one of the countries
listed in the First Annex, including U.S.), a risk analysis, a clinical evaluation, a summary of the
clinical trials, and expert opinions regarding the device’s safety and usefulness. Additional
requirements may apply during the registration period, including follow-up reviews and/or formal
meetings with reviewers from the MOH.

As of the Latest Practicable Date, registration of our Israeli subsidiary’s current medical
device product — TriGUARD3 — is not required in Israel, as the product is currently manufactured
for export for investigational use only, and not for commercial use. Our Israeli subsidiary intends
to register its current medical device product in Israel upon obtaining a CE Marking, at which point
our subsidiary will begin to manufacture the product for export for commercial sale.

Import/Export Regulations

Other types of approvals that may be required during the product life-cycle of an
Israeli-originated medical device include a Free Sale Certificate (the “FSC”) and periodic
component import approvals, as described below.

Free Sale Certificate. Israeli exports usually do not require licenses (except as explicitly
required under law with respect to certain products or technologies). For export of medical
devices, Israeli law does not require a permit, per se; however, AMAR is authorized to issue an
FSC to an Israeli medical devices exporter. The FSC document is, inter alia, a declaration that
contains certain details, such as (a) confirmation that the product is a medical device under Israeli
law; (b) confirmation that the medical device was manufactured in Israel; (c) confirmation that the
medical device is registered with AMAR; and (d) confirmation that the medical device was
approved for use in Israeli medical institutions. Foreign regulatory and customs authorities may
request Israeli exporters to show that they have obtained the FSC.

Import Approvals. The Free Import Order-2014, as amended (the “Import Order”), issued by
the Minister of Economy, regulates importing into Israel in general and stipulates the specific

documentation and governmental authorizations for customs clearance of diverse products.
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Business License

In order to operate as a medical device company at its location in Caesarea, Israel, our
Israeli subsidiary requires a business license. Overall authority for business licensing is controlled
by Israel’s Ministry of Interior under Israel’s Licensing of Businesses Law, 1968. Permits are
generally issued by a local branch of the Ministry of Interior after prior approval by any other
relevant government departments, such as the MOH. Permits must be renewed annually. Our
Israeli subsidiary’s most recent business license, which was issued by the local Haifa branch of
the Ministry of Interior, is valid through December 31, 2024.

Environmental, Health and Safety

Certain types of R&D and commercial activities that a medical device company (such as our
subsidiary) conducts may require permits from various governmental authorities, including Israel’s
Ministry of Environmental Protection, the MOH and local municipal authorities. The Ministry of
Environmental Protection and the MOH also conduct periodic inspections to review and ensure
compliance with the various applicable regulations.

Packaging and waste

Israel’s Packaging Law (Packaging Management Law), 2011 (the “Packaging Law”)
establishes measures for the handling of packaging waste and imposes extended responsibility
on producers and importers of packaged products and service packaging to collect and recycle
any packaging waste for their products. The law sets annual obligatory recycling targets according
to the type of material produced. The total packaging waste to be recycled by a producer or
importer shall not be less than 60% of the total weight of the single use packaging of the total
products sold by the producer or importer during that year. To fulfill their duties, producers and
importers are required to sign contractual agreements with an accredited body that will act on their
behalf.

Hazardous materials

In Israel, businesses that store or use certain hazardous materials are required to obtain a
toxin permit from the Ministry of Environmental Protection, pursuant to the Israeli Dangerous
Substances Law 5753-1993. The use of radioactive materials specifically in the development and
manufacturing of products in Israel, requires a permit from the Israeli Commissioner for
Environmental Radiation (the “Commissioner”) pursuant to the Pharmacists Regulations
(Radioactive Elements and By-products) — 1980. The Commissioner has authority to cancel a
permit if a company fails to comply with its conditions. In addition, if the Commissioner determines
that certain activities or conditions of the facilities constitute a danger to an individual, the public
or the environment, the cancelation of a permit could be immediate and without prior notice. Due
to the fact that our Israeli subsidiary does not work with any applicable hazardous materials, we
are not subject to this permit requirement.

Workplace health and safety

Israeli law contains numerous work-safety requirements, an area of law which is highly
regulated in Israel. The majority of work-safety regulations applies to most employers, in particular
manufacturing plants and factories in the sector, many of which may become applicable to our
Israeli subsidiary upon commercialization (and hence manufacture) of its medical device product
candidates.
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The lIsraeli Work Safety Ordinance (New Version), 1970 (the “Ordinance”) applies to all
standard employers and factories. The Ordinance specifies various work-safety orders, including,
among other things, that:

. A factory shall be maintained in clean and hygienic condition;

J A factory shall maintain awareness of employee health at all times. As well, the work
spaces shall not be overcrowded in a way that might harm its employees and/or its
employees’ health; and

J Effective and appropriate measures shall be taken to achieve and maintain, adequate
levels of fresh air circulation in each room. Furthermore, effective measures must be
taken to achieve and maintain sufficient and adequate lighting, whether natural or
artificial, in all parts of the factory where employees are working. Effective measures
shall also be taken to achieve and maintain reasonable temperature in each room, such
temperature varying depending on the type of work required, and whether or not
physical effort is required.

In addition, a factory is obligated to maintain ongoing records. Such records shall note any
accidents or illnesses that may have occurred at the factory, as well as any exemptions issued to
the factory. Surveys and certificates that must be attached according to any other section of the
Ordinance shall be attached to the records, and any other matters prescribed therein.

The Labor Inspection (Organization) Law, 1954, is applicable to any manufacturing plants or
factories that are subject to the Ordinance. Under this law, any workplace that has more than 25
employees must establish a joint management-worker Safety Committee, comprised of both
employee and employer representatives, in which workers can present grievances and
suggestions concerning work safety. The Safety Committee must be responsible for ensuring the
factory’s compliance with applicable rules and regulations, investigating work related accidents,
and suggesting workplace safety improvements. The Regulations of the Labor Supervision
Organization (Safety Committee and Safety Trustees), 1960, regulates the work of such Safety
Committee. Under the Regulations of the Labor Supervision Organization (Notification of
Information and Instruction to Workers), 1984, there must be Safety Manager(s) appointed by any
employer/factory subject to the Ordinance. Such Safety Managers must function in accordance
with the law and advise the employer regarding any applicable regulations or work-safety related
issues. In addition, according to the Regulations of the Labor Supervision Organization (Safety
Management Plan), 2013, a factory that employs more than 50 employees must institute a
systematic program for managing workplace safety, in order to prevent work related accidents
and/or diseases and to ensure that the factory functions in accordance with the work-safety laws.

Under the Regulations of the Labor Supervision Organization (Provision of Information and
Employee Training), 1999, an employer must provide employees with information regarding any
and all workplace hazards as well as the required information on how to avoid such risks. In
addition, the employer must conduct safety guidance and/or training and make sure that all
relevant employees are well-trained and duly informed.

The Safety at Work Regulations (Safety Glasses), 1947, obligate employers to provide
employees with appropriate gear to prevent eye injuries while engaged in any of the activities
defined therein that are considered to pose a risk to employees’ eyes. The Safety at Work
Regulations (First Aid in Workplaces), 1988, require that any and all workplaces must keep
first-aid kits on premises. Such first-aid kits must contain enough equipment for all of the workers.
One first-aid kit is required per every 150 workers.
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Intellectual Property

The Israeli intellectual property law regime covers the acquisition, maintenance and
enforcement of intellectual property rights. Intellectual property law provides for monopolies
limited in time and scope with respect to, inter alia, inventions, trademarks, and works of
copyright, including computer software, films and recorded music. Upon expiration of an
intellectual property right, the underlying invention or work of copyright automatically becomes
part of the public domain and may be freely used by the public and further developed or improved
to make new inventions and new developments or works of copyright.

International treaties in the field of intellectual property set forth minimum monopoly standard
levels that contracting states agree to maintain in their territory. Israel is a member of most
international intellectual property treaties and maintains standards that often exceed the minimal
standards set in those treaties.

The Israel Patent Office (“ILPO”) is the authority in Israel that provides legal protection for
industrial intellectual property through the registration of patents, designs, trademarks and
appellations of origin. The office is part of the Israeli Ministry of Justice. The granted right is
subject to the examination of an application. In addition, the ILPO provides information and
guidance to the public regarding its functions and responsibilities, as well as in matters relating to
patents, designs and trademarks. Israel does not maintain a formal copyright registry.

Patents

The Patents Law, 1967, as amended, and the Patents Regulations (Office Practice, Rules of
Produce, Documents and Fees), 1968, are the primary legislative bases for patent law in Israel.
Israel is a member of the Paris Convention for the Protection of Industrial Property, and a party
to the Patent Cooperation Treaty (“PCT").

In general, under Israeli patent law, the owner of a patentable invention may apply to the
ILPO for a patent. A patentable invention is defined under the law as an invention, whether a
product or a process in any technological field, which is new, useful, applicable for industrial use
and non-obvious. Each of the above has detailed criteria under the Patents Law. Israeli patent law
has adopted the “first to file” standard; if more than one applicant applied for a patent for the same
invention, the patent will be granted to the applicant who first validly applied for it.

The term of a patent is 20 years from the first filing (which is the priority date), but it is
possible to receive an extension under certain circumstances described in the Patents Law. The
Patents Law includes provisions granting relief by way of injunction and compensation in actions
for infringements. The Patents Law grants the holder of an exclusive license to an Israeli patent
the right to independently enforce that patent, so long as the license is recorded with the ILPO.
In addition, there are special provisions in the Patents Law relating to Israel’s ability to limit the
ILPO’s authority under the law in order to protect state security as well as with respect to
mandatory licensing arrangements in certain cases as set forth in the law.

Our Israeli subsidiary is the exclusive licensee of various patents issued in Israel. However,
given that such license is for a defined field of use, it would not likely be deemed an “exclusive
license” according to the Patents Law and would not likely provide our Israeli subsidiary with
standing to file a claim of patent infringement of such patents in Israel.
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Trademarks

The Trade Marks Ordinance, 1972, provides protection for trademarks, which are defined as
marks containing letters, numbers, words, images, symbols or a combination thereof, which are
used to identify goods. Service marks are a type of trademark used in connection with services.
Registration of marks may be pursued either nationally or internationally in accordance with the
provisions of the Israeli Trade Marks Ordinance and the Madrid Protocol. Specific classes of
trademarks for which protection is sought are designated in the application filed with the
Trademark Office. The registration of the mark confers upon its owner the exclusive use of the
mark in relation to the products or services for which it is registered. Registration also serves to
protect the public against deception regarding the origin of the goods or services in question.
Non-registered marks may also benefit from protection in certain cases. Trademarks that are
well-known in Israel as a mark owned by a person or entity that is a citizen of a member state of
the Paris Convention for the Protection of Industrial Property or a member of the World Trade
Organization, can also be protected even if not actually registered in Israel.

There are many types of marks that cannot be registered, such as: (i) a mark identical with
or similar to emblems of exclusively religious significance; (ii) flags and emblems of the State of
Israel or its institutions, flags and emblems of foreign states or international organizations, and
any mark resembling any of these; or (iii) a mark likely to deceive the public, a mark which
contains a false indication of origin, and a mark which encourages unfair trade competition.

The registration of a trade mark is valid for 10 years from the date of filing of the application
and the registration may be renewed for additional periods of 10 years in accordance with the
provisions of the law. Our Israeli subsidiary does not hold registrations for trademarks in Israel.

Copyright

The Copyright Law, 2007, protects matters of literary and artistic expression, including
computer software. Israel is a party to the Berne Convention for the Protection of Literary and
Artistic Works, the Universal Copyright Convention and the Agreement on Trade-Related Aspects
of Intellectual Property Rights Agreement.

A copyright in a work means the exclusive right to do with the work, or a substantial part
thereof, one or more of the following acts, in accordance with the type of the work: (i) reproduction
with respect to all categories of works; (ii) publication in respect of a work not yet published; (iii)
public performance in respect of a literary work, dramatic work, musical work and sound
recording; and/or (iv) broadcasting in respect of all kinds of works.

Copyright subsists in the following works: (i) original works that are literary works, artistic
works, dramatic works or musical works, fixed in any form; and (ii) sound recordings. Originality
of a compilation means the originality in the selection and arrangement of the works or of the data
embodied therein. Moral rights are also protected under the Copyright Law, although there are no
moral rights in computer software. Under Israeli law, moral rights cannot be assigned. Copyright
in a work subsists during the life of the author and for 70 years after his or her death.
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Designs

The Patents and Designs Ordinance, 1924 (the “Designs Ordinance”), and the new Designs
Law, 2017 (the “Designs Law”) (which replaces the Designs Ordinance with respect to designs
registered, filed, and published after August 7, 2018) protect such visual features of a design as
shape, configuration, pattern or ornament applied to any article by any industrial process or
means, whether manual, mechanical or chemical, separate or combined. To gain protection, the
design should be novel or original (under the Designs Ordinance), or both novel and with
individual character (under the Designs Law), and should not include any mode or principle of
construction or anything which is in substance a mere mechanical device. As such, a design
cannot be registered for the shape of a product dictated only by its functional considerations.
Examples of products that qualify to be registered as designs include: jewelry, watches, clothes,
toys, telephones, furniture and all instruments and working tools, and, under the Designs Law,
graphic symbols (excluding fonts) and screen displays, subject, in each case, to the requirements
set out in the Designs Ordinance or the Designs Law (as applicable). Holders of design rights may
prevent third parties from exploiting the registered design in the territory of registration — that is,
the State of Israel. A registered design may receive protection for up to a total of 25 years, or under
the Designs Ordinance, up to a period of 18 years, by registering such design with the ILPO.

Trade Secrets

Patent rights and copyrights have limited terms and, as such, one may choose to protect
one’s intellectual property as a trade secret. Trade secrets include know-how, formulae, business
plans, and non-public technical information. A trade secret is defined as any business information
which is not part of the public domain or legally discoverable with ease, the confidentiality of which
provides its proprietor with an advantage over competitors and which the owner takes reasonable
measures to protect from disclosure. Failure to take sufficient measures to maintain the
confidentiality of the know-how may result in the loss of trade secret protection. Trade secrets are
protected under the Commercial Torts Law, 1999 from unlawful appropriation or unauthorized use
by other parties. The court may, at a plaintiff’s request, award damages for every wrong, without
proof of actual damage, in an amount of no more than NIS100,000.

Israeli Government Funding and Taxation, Including Tax Benefits Programs

Office of the Chief Scientist of the Ministry of Economy/National Technological Innovation
Authority

Companies that receive funding historically from the Israeli Office of the Chief Scientist
(“OCS”) of the Ministry of Economy are subject to the terms set out in the Law for the
Encouragement of Industrial Research, Development and Technological Innovation, 1984, as
amended, and related regulations (“Innovation Law”) as amended by Amendment Number 7 to
the Innovation Law (the “Amendment”), which came into force on January 1, 2016. By means of
the Amendment, the National Technological Innovation Authority (“Innovation Authority”) was
established in place of the OCS, and was granted far-reaching rights in the establishment of rules
for grants provided under specific tracks and many sections of the Innovation Law. The Innovation
Law, as amended, requires the payment to the Innovation Authority of royalties on revenues
derived from sales of products developed with the support of the OCS or the Innovation Authority
and restricts the transfer of ownership of know-how funded by the OCS or the Innovation Authority
to a foreign entity and the transfer of manufacturing rights based on such know-how outside of
Israel. Our Israeli subsidiary did not receive any funding from the OCS or the Innovation Authority
since its incorporation and up to the Latest Practicable Date and is therefore not subject to the
Innovation Law and its restrictions.
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Israeli Taxation Concerning Israeli Subsidiary and our Shareholding Therein

One of our subsidiaries, Keystone Heart, is incorporated in Israel. The following is a
summary of certain aspects of the current tax structure applicable to companies in Israel, under
the assumption that our Israeli subsidiary is treated as a resident company of the State of Israel
for tax purposes. The following also contains a discussion of the Israeli government tax benefit
programs that could potentially benefit an Israeli resident company.

General Corporate Tax Structure in Israel

Israeli resident corporations (such as our lIsraeli subsidiary) are generally subject to
corporate tax on their taxable income (both capital gains and ordinary income) at the rate of 24%
in 2017 and 23% in 2018 and thereafter.

Law for the Encouragement of Industry (Taxes), 1969

The Law for the Encouragement of Industry (Taxes), 1969 (the “Industry Encouragement
Law”), provides certain tax benefits for an “Industrial Company.” The Industry Encouragement
Law defines an “Industrial Company” as an lIsraeli resident company incorporated in Israel, of
which 90% or more of its income in any tax year, other than income from certain government
loans, is derived from an “Industrial Enterprise” owned by it and located in Israel or in the “Area,”
in accordance with the definition in the Section 3a of the Israeli Income Tax Ordinance (New
Version) 1961 (the “Ordinance”). An “Industrial Enterprise” is defined as an enterprise which is
held by an Industrial Company whose principal activity in any given tax year is industrial
production.

The following tax benefits, among others, are available to Industrial Companies:

. amortization over an eight-year period of the cost of patents and rights to use a patent
and know-how that were purchased in good faith and are used for the development or
advancement of the Industrial Enterprise, commencing from the tax year where the
Industrial Enterprise began to use them;

o under certain conditions, the right to elect to file consolidated tax returns with Israeli
Industrial Companies controlled by it; and

J expenses related to a public offering are deductible in equal amounts over three years
commencing on the year of the offering.

Our Israeli subsidiary has not been qualified as an “Industrial Company” within the meaning
of the Industry Encouragement Law, so the benefits described above are not currently relevant to
it.

Tax Benefits under the Law for the Encouragement of Capital Investments, 1959

The Law for the Encouragement of Capital Investments, 1959, generally referred to as the
“Investment Law,” provides certain incentives for capital investments in production facilities (or
other eligible assets).
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The Investment Law was significantly amended several times over the recent years, with the
three most significant changes effective as of April 1, 2005 (the “2005 Amendment”), as of
January 1, 2011 (the “2011 Amendment”), and as of January 1, 2017 (the “2017 Amendment”).
Pursuant to the 2005 Amendment, tax benefits granted in accordance with the provisions of the
Investment Law prior to its revision by the 2005 Amendment remain in force but any benefits
granted subsequently are subject to the provisions of the amended Investment Law. Similarly, the
2011 Amendment introduced new benefits to replace those granted in accordance with the
provisions of the Investment Law in effect prior to the 2011 Amendment. However, companies
entitled to benefits under the Investment Law as in effect prior to January 1, 2011 were entitled
to choose to continue to enjoy such benefits, provided that certain conditions are met, or elect
instead, irrevocably, to forego such benefits and have the benefits of the 2011 Amendment apply.
The 2017 Amendment introduced new benefits for technological enterprises, alongside the
existing tax benefits.

Our Israeli subsidiary has not utilized any of the benefits under the Investment Law.

Taxation of Our Company on Capital Gains and Dividends Derived from Our Israeli
Subsidiary

Capital gain tax is imposed on the disposal of shares in an Israeli resident company, by a
non-lsrael resident shareholder. However, a non-lsraeli resident (whether an individual or a
corporation) that derives capital gains from the sale of shares, purchased after 2009, in an Israeli
resident company should be exempt from lIsraeli capital gains tax (provided that certain
exceptions—which are not applicable to our company—do not apply).

A non-Israeli resident (either individual or corporation like our Company) is subject to Israeli
income tax on the receipt of dividends at the rate of 25% (30% if the dividends recipient is a
“Controlling Shareholder” (as defined below), at the time of distribution or at any time during the
preceding 12-month period); those rates are subject to a reduced tax rate under the provisions of
an applicable double tax treaty (subject to the receipt in advance of a valid certificate from the
Israel Tax Authority allowing for a reduced tax rate). A “Controlling Shareholder” is generally a
person who alone or together with such person’s relative or another person who collaborates with
such person on a permanent basis, holds, directly or indirectly, at least 10% of any of the “means
of control” of the corporation. “Means of control” generally include the right to vote, receive profits,
nominate a director or an executive officer, receive assets upon liquidation, or order someone who
holds any of the aforesaid rights how to act, regardless of the source of such right. Our Company
would be considered a Controlling Shareholder in respect of our holdings of our Israeli subsidiary.

Distribution of dividends from income attributed to an entity with preferential status under the
Investment Law is generally subject to a tax at a rate of 20%.

U.S. REGULATORY OVERVIEW

This section of this Prospectus summarizes various regulatory matters that are relevant to
us, given our business operation in the United States.
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Government Regulation

Government authorities in the United States at the federal, state, and local level extensively
regulate the research and clinical development, testing, manufacture, quality control, approval,
labeling, packaging, storage, record-keeping, promotion, advertising, distribution, post-approval
monitoring and reporting, marketing, and export and import of cardiovascular medical devices,
such as those that we and our subsidiaries are developing and commercializing.

The U.S. Food and Drug Administration’s Regulation of Medical Devices

In the United States, the FDA regulates medical devices under the Federal Food, Drug, and
Cosmetic Act (“FDCA”) and its implementing regulations.

I The Premarket Process

Unless an exemption applies, as described further below, any medical devices commercially
distributed in the United States must first be the subject of a marketing authorization from FDA.
FDA classifies medical devices into one of three classes. The classification system is risk-based:

Class | Devices

Class | devices present minimal potential harm for the user and are often simpler in
design than Class Il and Class Il devices. Class | devices include medical devices that
generally pose the lowest risk to patients and are devices typically subject only to FDA’s
general control provisions, such as:

. device registration and listing;

. prohibition against adulteration and misbranding;

] notification and repair, replacement, and refund;

. record keeping;

. unique device identifiers and device tracking, as applicable;
. adverse event and other reporting;

. Good Manufacturing Practice requirements embodied in FDA’s Quality System
Regulation (“QSR”); and

o in limited instances, premarket notification.

An elastic bandage is an example of a Class | device.
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Class Il Devices

Class Il devices fall in the middle of the risk spectrum between Class | and Class Il
devices. Most medical devices are considered Class Il devices. Class Il medical devices are
devices for which the general controls outlined above are not sufficient for ensuring safety
and effectiveness of the devices. The FDCA imposes general controls as well as special
controls, which are usually device-specific and include performance standards, postmarket
surveillance, patient registries, special labeling requirements, and premarket data
requirements, on Class Il medical devices. Importantly, Class Il medical devices are
oftentimes subject to premarket notification requirements (i.e., 510(k) clearance). Examples
include certain cardiac monitors (including cardiotachometers and rate alarms). Our V8 and
TAV8 are Class Il devices.

Class Il Devices

Class Il devices are usually devices that sustain or support life, are implants, or present
potential unreasonable risk of iliness or injury. Class Il devices are medical devices for which
general and special controls alone cannot assure the safety and effectiveness of the device.
Class lll devices are also subject to premarket approval requirements. Implantable cardiac
pacemakers are an example of a Class Ill device. Among our products intended for the U.S.
market, the VenusP-Valve and VenusA-Valve are likely to be classified as Class Ill devices
in the U.S.

An Overview of the Premarket Notification and Premarket Approval Processes
Premarket Notification (510(k) Clearance)

The FDCA requires any person who wishes to market a medical device for which a
premarket approval application is not required to submit a premarket notification (a 510(k))
unless exempt (e.g., Class I, 510(k)-exempt medical devices). Some of our products may be
subject to this requirement (e.g., TriGUARD3). This notification must be submitted to FDA at
least 90 days before the introduction of the device into interstate commerce. The premarket
submission must demonstrate to FDA that the device to be marketed is at least as safe and
effective (“substantially equivalent”) to a legally marketed device (a “predicate” device) that
is not subject to premarket approval. This process is commonly referred to as the 510(k)
clearance process.

Manufacturers must identify for FDA the predicate device to which they are claiming
substantial equivalence. Manufacturers prove substantial equivalence by providing to FDA a
combination of thorough technological details about both their device and the predicate
device, performance data, non-clinical bench performance testing, non-clinical animal and
biocompatibility information, and non-clinical laboratory studies. In approximately ten
percent (10%) of cases, FDA will request clinical performance data to demonstrate
substantial equivalence.

A legally marketed device or a predicate is:
. a device that was legally marketed prior to May 28, 1976;

o a device which has been reclassified from Class Ill to Class Il or I;
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. a device which has been found substantially equivalent through the premarket
notification process; or

. a device that was granted marketing authorization via the De Novo classification
process (as elaborated below) under section 513(f)(2) of the FDCA that is not
exempt from premarket notification requirements.

FDA will review the notification, and determine that a device is substantially equivalent
if (1) the device has the same intended use and technological characteristics as the
predicate, or (2) the device has the same intended use and different technological
characteristics, but does not raise different questions of safety and effectiveness, and the
information submitted to FDA demonstrates to FDA that the device is at least as safe and
effective as the predicate. A claim of substantial equivalence does not mean that the new and
predicate devices must be identical. Substantial equivalence is established with respect to
intended use, design, energy used or delivered, materials, chemical composition,
manufacturing process, performance, safety, effectiveness, labeling, biocompatibility,
standards, and other characteristics, as applicable.

In order for the device to be marketed, FDA must first issue a letter stating that the
device is substantially equivalent to the predicate, which is also called a 510(k) clearance
letter. FDA does not perform 510(k) pre-clearance facility inspections. The submitter may
market the device immediately after 510(k) clearance is granted. The Company has received
510(k) clearances from FDA for V8 and TAVS8'.

The manufacturer should be prepared for an FDA quality system inspection at any time
after 510(k) clearance. The Quality System Requirements are found in the U.S. Code of
Federal Regulations (“C.F.R.”) at 21 C.F.R. 820.

After a device receives FDA’s 510(k) clearance, any modification that could significantly
affect its safety or effectiveness, or that would constitute a major change or modification in
its intended use, requires a new 510(k) clearance or, if the modified device is not
substantially equivalent, could require a premarket approval (as defined below) or De Novo
classification through the De Novo classification process.

Premarket Approval

Premarket approval (the “PMA”) is the FDA process of scientific and regulatory review
to evaluate the safety and effectiveness of Class Ill medical devices. Through PMA,
applicants must provide to FDA’'s satisfaction reasonable assurance of safety and
effectiveness for the intended use(s) of the device. A PMA application must be supported by
valid scientific evidence, including extensive preclinical (including bench tests and laboratory
and animal studies) and clinical studies as well as information about the device and its
components regarding, among other things, device design, manufacturing and labeling. Also
during the review period, an advisory panel of experts from outside the FDA may be
convened to review and evaluate the application and provide recommendations to the FDA
as to the approvability of the device. The outside advisory panel review may be initiated by
the agency, or the applicant may request the outside advisory panel’s review. The panel
consists of members that have the relevant expertise and experience to assess the safety

InterValve, which is a subsidiary of the Company, is the holder of 510(k).
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and efficacy of the applicable devices, such as physicians, nurses, and scientists. FDA will
forward a copy of the PMA to each member of the panel for review. The panel will hold a
public meeting to review the application. Subsequent to the meeting, the panel will submit a
report to FDA with its recommendation on whether to approve or deny the device. FDA will
then consider the report, transcript, and other relevant information to issue a decision. In
addition to the above, the FDA will also conduct a preapproval inspection of the
manufacturing facility as part of the PMA application review to ensure compliance with the
QSR. PMA is the most rigorous type of marketing application required by FDA, and it typically
takes several years and investment of significant financial resources to obtain FDA’s
approval.

Even if FDA approves the premarket approval application, it may place restrictions on
the device or the labeling or require additional clinical studies, monitoring or other
post-market requirements. FDA may also impose post-market surveillance requirements,
which apply when necessary to protect the public health or to provide additional safety and
effectiveness data for the device. If the FDA’s evaluation of the PMA application or the
manufacturing facility is not favorable, the FDA may deny the PMA application or issue a “not
approvable” letter. The FDA may also require additional clinical trials, which can delay the
PMA process by several years or otherwise make obtaining PMA infeasible.

If the appropriate classification and the regulatory pathway for a medical device is not
clear, it is possible to seek guidance from FDA on the proper classification of a medical
device and applicable regulatory requirements for such a device through a request for
classification (“613(g) Request”). Upon receipt of the 513(g) Request, FDA will provide a
response with the proper classification of the device, as well as requirements applicable to
such a device under the FDCA.

De Novo Classification Process

The De Novo classification process provides a pathway to classify novel medical
devices for which general controls alone, or general and special controls, provide reasonable
assurance of safety and effectiveness for the intended use, but for which there is no legally
marketed predicate device. The De Novo classification process is a risk-based classification
process.

This regulatory route is also available for devices of a new type that are classified
automatically as Class Ill, or a device that FDA has determined is not substantially equivalent
to a predicate after the agency reviewed a premarket notification. If the Company develops
products that fit into either of these two scenarios, then it will need to pursue the De Novo
classification process in order to market the device in the United States.

A request for the De Novo classification process should include a risk-benefit analysis
demonstrating that, when subject to general controls or general and special controls, the
probable benefits to health from use of the device outweigh any probable injury or illness
from such use. If a product is classified as Class | or Il through the direct De Novo
classification process, then that device may serve as a predicate device for subsequent
510(k) premarket notifications, including by competitors. FDA recommends holding a
pre-submission meeting with FDA prior to submitting a request for the De Novo classification
process.
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Unless a specific exemption or waiver applies, premarket notification submissions,
requests for the De Novo classification process, and PMA applications are subject to user
fees to be paid by the applicant. The PMA and De Novo classification process user fees are
significantly higher than the user fees for 510(k) notifications.

Pre-Clinical and/or Clinical Studies

Prior to seeking marketing authorization for medical devices, a developer of a medical
device must prepare information demonstrating the safety and effectiveness of the medical
device in development. Such information is often derived from preclinical or clinical studies.
During the preclinical stage, the developers oftentimes test the prototype devices in
controlled laboratory settings. Preclinical studies are intended to reduce risk of harm in
human subjects, and are designed to provide evidence to support the safety of the device.
However, it may not be possible to eliminate the risk of harm to human subjects entirely.

In addition, for certain devices (e.g., implantable devices) the safety and effectiveness
of a device may need to be demonstrated through clinical studies. Clinical studies are
required for a small percentage of 510(k) clearance and most PMA applications. When
conducting clinical studies, manufacturers, sponsors', clinical investigators?, and
institutional review boards are subject to FDA regulatory requirements known as Good
Clinical Practices, and must comply with various regulations regarding informed consent (21
C.F.R. 50), responsibilities of Institutional Review Boards (“IRBs”) (21 C.F.R. 56), certain
disclosure requirements for clinical investigators (21 C.F.R. 54), and regulatory requirements
for Investigational Devices (21 C.F.R. 812).

The Company is currently conducting a multi-center clinical trial to evaluate the safety
and efficacy of our CEP product, TriGUARDS3, in order to apply for 510(k) clearance in the
United States.

Investigational Device Exemptions

Prior to beginning clinical studies, FDA may require the sponsors to submit
Investigational Device Exemption (“IDE”) applications, including when using a significant risk
device in the clinical study, when conducting an investigation that is exempt from the
informed consent requirement, or when FDA otherwise requires an IDE application to be
submitted. In such instances, the clinical study cannot proceed until FDA approves the IDE
application. A significant risk device is a device that (1) is intended as an implant and
presents a potential for serious risk to the health, safety, or welfare of a subject; (2) is
purported or represented to be for a use in supporting or sustaining human life and presents
a potential for serious risk to the health, safety, or welfare of a subject; (3) is for a use of
substantial importance in diagnosing, curing, mitigating, or treating disease, or (4) otherwise
preventing impairment of human health and presents a potential for serious risk to the health,
safety, or welfare of a subject.

Sponsors are responsible for selecting qualified investigators and providing them with the information they need to
conduct the investigation properly, ensuring proper monitoring of the investigation, ensuring that IRB review and
approval are obtained, submitting an IDE application to FDA, and ensuring that any reviewing IRB and FDA are
promptly informed of significant new information about an investigation. They also are responsible for maintaining
certain study records.

Investigators are responsible for ensuring that an investigation is conducted according to the signed agreement into
which they enter with the sponsor; the investigational plan and applicable FDA regulations; for protecting the rights,
safety, and welfare of subjects under the investigator’s care; and for the control of devices under investigation.
Investigators are also responsible for ensuring that informed consent is obtained in accordance with FDA regulations
and for maintaining certain study records.
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If the device to be studied is a non-significant risk device, the clinical study may begin
without FDA’s review of the IDE application; FDA considers such investigations to have
approved IDEs, if the sponsor complies with the labeling requirement for the device, informed
consent requirement, and the sponsor receives an IRB approval for the investigation, after
providing an explanation to the reviewing IRB on why the device is not a significant risk
device, among other requirements. An IDE supplement must be submitted to and approved
by the FDA before a sponsor or investigator may make a change to the investigational plan
that may affect its scientific soundness; study indication; or the rights, safety, or welfare of
human subjects.

For clinical studies with significant risk devices, FDA will expect to see in the IDE
application:

o reports of prior investigations, such as prior clinical, animal, and laboratory testing
of the device;

. an investigational plan for the device, including the proposed indications for use,
objectives, protocol, risk analysis, and monitoring procedures;

. investigator agreement;

o manufacturing information;

. quality control information;

] a list of investigators;

o a list of IRBs that reviewed or will be asked to review the investigation;

] labeling; and

informed consent materials.

We completed a clinical trial in China for VenusP-Valve. We are in the process of animal
testing for VenusP-Valve in the United States and plan to submit a pre-submission meeting
request to FDA in the first half of 2020 to obtain the agency’s feedback on our planned IDE
application.

Regardless of whether a clinical study is with a significant risk device or a non-
significant risk device, clinical studies may need to be registered on the National Institute of
Health’s clinical trials registry at www.clinicaltrials.gov, unless subject to certain
exceptions (e.g., small studies for determining the feasibility and for testing prototype
devices). Information related to the product, patient population, study sites, investigators,
and other aspects of the clinical trial are then made public as part of the registration.
Sponsors are also obligated to disclose the results of their clinical trials after completion. The
multi-center TriGuard study referenced above has been registered.
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Types of Clinical Studies for Medical Devices

Several types of clinical studies may be required to demonstrate the safety and
effectiveness of a medical device. An early feasibility study is a limited clinical investigation
of a device when nonclinical testing methods cannot be used or are not sufficient for
obtaining the information needed for advancing the developmental process. The device
design at this point typically is not yet final, and information from early feasibility studies may
provide guidance for device modifications. Early feasibility studies are designed for testing
a specific indication (e.g., innovative device for a new or established intended use, marketed
device for a novel clinical application), and typically involve only a small number of subjects
(e.qg., less than ten). A traditional feasibility study is a clinical study designed to provide
preliminary information on a final or near-final device’s safety and effectiveness data for the
purpose of preparing an appropriate pivotal study. Traditional feasibility studies do not
necessarily need to be preceded by early feasibility studies. Finally, pivotal studies provide
definitive evidence of a device’s safety and effectiveness for a specific indication. Pivotal
studies are typically conducted on a statistically justified number of subjects, and may or may
not be preceded by early or traditional feasibility studies. While reviewing feasibility studies
proposed in IDE applications, FDA will review whether the study is conceptually reasonable,
whether preclinical trial results support continued study of the investigational device, and
whether the potential risks are adequately mitigated. When reviewing a proposed pivotal
study, FDA will review the trial endpoints; methodology such as randomization, follow-up,
and blinding; and the statistical analysis plan for the study. The sponsor may begin the
investigation 30 days after FDA receives the IDE application; however, the sponsor may not
conduct the investigation if the agency notifies the sponsor that the investigation may not
begin.

FDA may also disapprove the IDE application after reviewing the application. FDA may
do so when there is a reason to believe that the risks to the subjects are not outweighed by
the anticipated benefits to the subjects and the importance of the knowledge to be gained,
informed consent (as elaborated below) is inadequate, the investigation is scientifically
unsound, or there is a reason to believe that the device as used is ineffective. FDA may also
disapprove the application when the sponsor fails to respond to the agency’s request for
additional information, when an untrue statement of a material fact or omission of material
information in the application is discovered, or if the agency has other concerns.

Informed Consent

Because many devices used in clinical studies have not previously received FDA’s
review for safety and effectiveness, or even if they have, receiving the subjects’ informed
consent is critical to ensuring that the subjects are fully aware of the potential risks involved
with participating in the clinical study, in addition to having other necessary information. For
this reason, most clinical trials are subject to FDA’s regulations on informed consent. FDA
regulations require the investigator of a clinical investigation to obtain legally effective
informed consent from the subjects before the investigation can begin. While certain clinical
uses of investigational devices may be exempt from informed consent requirements, in most
cases, informed consent is required for investigational uses of a device.

For informed consent to be effective, the informed consent must include elements such
as:

] a statement that the study involves research, an explanation of the research and

the expected duration of the subject’s participation, and identification of any
procedures which are experimental;
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. reasonably foreseeable risks or discomforts to the subject;
. any benefits to the subject reasonably expected from the research;

] a disclosure of appropriate alternative procedures or courses of treatment, if any,
that might be advantageous to the subject;

] a description on how confidentiality of records identifying the subject will be
maintained and that notes the possibility that the FDA may inspect the records;

. for research involving more than minimal risk, an explanation of any compensation
and whether any medical treatments are available;

. an explanation of whom to contact about the research and research subjects’
rights, and whom to contact in the event of an injury; and

. a statement that participation is voluntary, and that the subject may discontinue
participation at any time without penalty or loss of benefits to which the subject is
otherwise entitled.

In addition, if a clinical trial prospectively compares a device-based intervention subject
to FDA regulation against a control in human subjects, or the clinical trial is a pediatric
post-market surveillance trial (“applicable clinical trial”), the following sentence must be
included in informed consent documents: “A description of this clinical trial will be available
on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include
information that can identify you. At most, the Web site will include a summary of the results.
You can search this Web site at any time.”

In certain cases when the subjects are children or others with impaired consent
capacity, guardians, parents, or legally authorized representatives may be able to provide
the required consent. However, informed consents may need to be modified to further protect
the subjects’ rights, and safeguards such as providing a waiting period to allow additional
time for decision making, re-assessing the subjects’ consent capacity after initiation of the
clinical study, or having the IRB or another third party observe the consent process may be
necessary to ensure that the informed consent is and remains valid throughout the
investigation.

Institutional Review Boards

Under FDA regulations, an IRB is an appropriately constituted group that has been
formally designated to review and monitor biomedical research involving human subjects.
The IRB has the authority to approve, require modifications in (to secure approval), or
disapprove research. The IRBs review serves an important role in the protection of the rights,
safety and welfare of human research subjects.

The purpose of IRB review is to assure, both in advance and by periodic review, that
appropriate steps are taken to protect the rights, safety and welfare of humans participating
as subjects in the research. To accomplish this purpose, IRBs use a group process to review
research protocols and related materials (e.g., the informed consent documents referenced
above). The IRB must monitor and review an investigation throughout the clinical study.
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If an IRB determines that an investigation involves a significant risk device, it must
notify the investigator and, if appropriate, the sponsor. The sponsor may not begin the
investigation until approved by FDA.

FDA requires IRBs to be registered. The institutions where the study is to be conducted
should be contacted to determine if they have their own IRB. If the study is conducted at a
site that does not have its own IRB, the investigators should be queried to see if they are
affiliated with an institution with an IRB that would be willing to act as the IRB for that site in
the study. There are also independent/contract IRBs that can serve as the IRB for a site.

An IRB must comply with all applicable requirements of the IRB regulation referenced
above and the IDE regulations in reviewing and approving device investigations involving
human testing. FDA does periodic inspections of the IRB’s records and procedures to
determine compliance with the regulations.

Il. Post-market Requirements

Once FDA issues marketing authorization for a medical device, including the
Company’s devices, the medical device will be subject to various post-approval
requirements, including registration and listing, compliance with current Good Manufacturing
Practices (“cGMP”) through the QSR, labeling and packaging requirements, as well as
compliance with regulations concerning advertising and promotion.

Prohibition against Adulteration and Misbranding

Medical device manufacturers must ensure that they introduce into interstate commerce
devices that comply with the FDCA. Section 301(a) of the FDCA prohibits introduction into
interstate commerce of adulterated or misbranded medical devices. A device may be deemed
adulterated for several reasons, including, but not limited to, that (1) it consists of any filthy,
putrid, or decomposed substance; (2) it is manufactured or held under insanitary conditions;
(3) the device fails to comply with the QSR rules; (4) the device does not comply with
performance standards; or (5) there is no PMA that covers the device even though the device
is subject to such requirement. In addition, the FDA may consider a device to be misbranded
for several reasons, including (1) a false or misleading label or labeling; (2) lack of
pre-market notification for devices that are subject to the requirement; and/or (3) non-
compliance with label requirements, such as a lack of a manufacturer, packer, or distributor
statement, net quantity statement, statement of identity, or adequate directions for use.

Registration and Listing

The FDCA requires all persons and parties that own or operate any establishment
engaged in the manufacture, preparation, propagation, compounding, or processing of a
medical device to register with the FDA. This registration enables the agency to keep track
of the establishment information for medical devices that are being marketed in the United
States. In particular, the regulations require an owner or operator of an establishment that
has not previously engaged in the manufacture, preparation, propagation, compounding,
assembly, or processing of medical devices to register the establishment with FDA within 30
days of entering into operation. All facilities must renew their registrations between October
1 and December 31 of each fiscal year. The failure to properly register constitutes a violation
of the FDCA.
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In addition, FDA requires a list of medical devices in commercial distribution to be
submitted to FDA by the owner or operator of an establishment (including specification
developers, medical device sterilizers, medical device repackagers or relabelers,
reprocessors of a single use device, manufacturers of components or accessories that are
packaged for commercial distribution, or initial importers of medical devices), or in certain
circumstances by the parent, subsidiary, or affiliate of the owner or operator. The owner or
operator must at the time of registering the establishment also list its devices. Any updates
to information provided to FDA during the registration and listing process must be reflected
on FDA’s database within 30 days of such change. The failure to properly register and list
constitutes a violation of the FDCA.

Labeling and Packaging

In order to market a medical device in the United States, manufacturers must also
comply with FDCA requirements for labeling and packaging. Labeling and packaging
requirements include:

] adequate directions for use, which may include:

o quantity of dose, including usual quantities for each of the uses for which it
is intended and usual quantities for persons of different ages and different
physical conditions;

o  frequency of administration or application;
o duration of administration or application;

o  time of administration or application, in relation to time of meals, time of onset
of symptoms, or other time factors;

o route or method of administration or application;

o preparation for use, i.e., adjustment of temperature, or other manipulation or
process; and

¢} statements of all conditions, purposes, or uses for which such device is
intended, including conditions, purposes, or uses for which it is prescribed,
recommended, or suggested in its oral, written, printed, or graphic
advertising, and conditions, purposes, or uses for which the device is
commonly used.

. the net quantity statement, expressed in terms of the weight, measure, and
numerical count of the device (i.e., the number or weight of the product);

o manufacturer, packer, or distributor declaration;
o warning statements for certain devices; and
. device-specific user labeling requirements for certain products.
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Prescription devices are exempt from the adequate directions for use requirement, but
instead must include information for use, including indications, effects, routes, frequency and
duration of administration, contraindications, and other information with which licensed
practitioners can use the device safely and effectively.

Moreover, FDA requires medical devices to bear a Unique Device Identifier (“UDI"), in
order to allow for identification of medical devices through distribution and use. All medical
devices distributed in the United States must bear a UDI, unless an exception or alternative
applies. A medical device label must display the UDI in two forms — plain text that is easily
readable, and using automatic identification and data capture technology. FDA regulations
also require that the UDI be marked directly on the device if the device is intended to be used
more than once and intended to be reprocessed before each use. However, the direct-
marking requirement does not apply to devices whose safety or effectiveness can be affected
by such method of marking.

Quality System Regulation

Medical devices marketed in the United States are also subject to cGMPs. FDA
promulgated the cGMP requirements in the QSR, outlined in 21 C.F.R. Part 820. The QSR
provides principles for finished device manufacturers to follow during the design,
manufacture, storage, labeling, and packaging of finished devices (including certain
components) intended for human use and commercial distribution. Manufacturers must
develop their quality system and comply with the QSR by considering the risk posed by their
respective device, and the complexity of and risks inherent in the manufacturing processes.

Additionally, company management must establish a policy for ensuring quality and
must ensure that the policy is implemented at the organization. The organizational structure
must also be developed to enable the design and manufacture of the devices in compliance
with the QSR. When developing a medical device, the manufacturer must prepare
procedures to ensure that appropriate design controls are in place to prevent potential
deficiencies in the device. Procedures must involve appropriate verification, review, and
approval of design changes before implementation of design changes, and each
manufacturer must maintain a design history file for each type of device.

Medical device manufacturers must also establish and implement procedures for proper
medical device storage to prevent mix-ups, damage, contamination, or other adverse effects
pending use or distribution. The procedures must ensure that no obsolete, rejected, or
deteriorated products can be used or distributed. The procedures must include methods for
authorizing the receipt from and the dispatch to the storage areas. Additionally,
manufacturers must maintain and store all required records at a location reasonably
accessible to responsible officials of the manufacturer and to FDA employees during FDA
inspections. It is recommended that manufacturers mark records as confidential to assist
FDA in determining which records should not be released to the public.

Manufacturers must also maintain a device master record, which includes or refers to
the location for the device specifications, production process specifications, quality
assurance procedures, packaging and labeling specifications, and installation, maintenance,
and servicing procedures and methods. Device history records must include or refer to the
location of information regarding the dates of manufacture, the quantity manufactured, the
quantity released for distribution, acceptance records, any UDI or universal product code,
and the primary identification label and labeling used for each production unit. All required
records must be stored for a minimum of two years or for a period as long as the time
equivalent to the design and expected life of the device, whichever is longer.
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Each manufacturer is required to develop and monitor the production process so that its
devices are produced according to the specifications. Where deviation is possible, control
procedures must be established to ensure conformance to specifications. All inspection and
test equipment must be capable of verifying and producing valid results, and procedures for
routine calibration, inspection, and maintenance must be established. There must be a set
of procedures designed for controlling non-conforming products. Such procedures must
address the identification, documentation, evaluation, segregation, and disposition of the
non-conforming products. Each manufacturer must also establish procedures for corrective
and preventive actions, including analyzing quality audit reports, processes, operations, and
other sources of quality data to identify the potential causes of non-conformance. Such
causes must be investigated, and corrective and preventive actions must be implemented
and verified to prevent future non-compliance.

Quality audits must also be conducted to ensure that the quality system complies with
the QSR. These audits may be conducted by internal personnel, or at other times, by external
independent auditors. Corrective and preventive actions may be necessary following the
company’s quality audits, depending upon the results of the audits. The manufacturer must
document the quality audits taken, and the management must review the results of the audit.
A manufacturer’s non-compliance with the QSR may render the manufacturer’s medical
devices adulterated, and may invite FDA scrutiny and enforcement actions.

Promotion and Advertising

FDA classifies and regulates products based on a product’s intended use. This allows
the agency to determine the regulatory scheme (e.g., drug, device, food, cosmetic, consumer
product, etc.) to which the product must be subjected. Intended use is defined as the
objective intent of the parties legally responsible for the labeling of devices. To determine the
intended use, FDA may consider such parties’ expressions or the circumstances surrounding
the distribution of the product. This objective intent may, for example, be shown by labeling
claims, advertising matter, or oral or written statements. The agency takes a holistic view of
the many factors outlined above and does not necessarily rely on just one factor, although
label and labeling claims always remain critical in determination of a product’s intended use.

FDA regulates the label and labeling of medical devices — including both over-the-
counter and prescription devices — and advertising of restricted medical devices. Under the
FDCA, “label” is defined as a display of written, printed, or graphic matter upon the
immediate container of any article. In addition, “labeling” is defined as all labels and other
written, printed, or graphic matter upon any article or any of its containers or wrappers, or
accompanying such article. FDA interprets this definition broadly to mean that any materials
supplementing or explaining an article is labeling, and that no physical attachment needs to
connect the product and the materials. FDA considers as labeling materials such as
brochures, booklets, mailing pieces, catalogs, letters, exhibits, literature, audio, or visual
matter. In addition, while the FDCA does not define “advertising,” FDA considers advertising
to include advertisements in published journals, magazines, other periodicals, and
newspapers, and advertisements broadcast through media such as radio, television, and
telephone communication systems.
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Medical device label and labeling information must comply with the regulatory
requirements and must contain specific pieces of information. Such required information
includes:

] statement of identity;

. manufacturer, packer, or distributor statement;
. net quantity statement;

J adequate directions for use (unless exempt);
. any warning statements; and

J indications for use.

In addition, medical device label and labeling must disclose required risk information,
and such requirements may apply to communications made in various venues, including
social network services. In particular, information on medical device labels, labeling, and
advertisements cannot claim that the device is safe and effective for uses that FDA has not
reviewed. Non-compliance or violation of such requirements may render the products
misbranded or adulterated for lack of a cleared premarket notification or premarket approval,
and subject the product and/or the company to further enforcement actions.

Moreover, even if FDA has already cleared or approved a medical device for a particular
use, promotion of uses other than those that FDA has cleared or approved may constitute
off-label promotion, which FDA considers to be unlawful. FDA is concerned about off-label
promotion because while the device at issue may have been cleared or approved as safe and
effective for certain uses, in off-label promotion the device is being marketed for indications
for which the agency has not reviewed the safety and effectiveness. Off-label promotion may
render a device adulterated or misbranded, and can expose the company, its employees, and
officers to significant civil and criminal liabilities including fines and incarceration, and may
also constitute a violation of the False Claims Act.

Medical Device Reporting

FDA requires certain parties to report to FDA adverse events and product problems if
the adverse events and product problems meet certain requirements. This mandatory
requirement applies to manufacturers, importers, and device user facilities. In particular,
manufacturers must submit a Medical Device Report (“MDR”) to FDA within 30 days of
receiving or otherwise learning of information that reasonably suggests that their devices
may have caused or contributed to a death or serious injury, or malfunctioned and the device
or a similar device that the manufacturer markets would be likely to cause or contribute to a
death or serious injury, if the malfunction were to occur again. In addition, manufacturers
must provide a five-day report to FDA within five working days once becoming aware from
any source that remedial action is necessary for preventing an unreasonable risk of
substantial harm to the public health, or if FDA requests such a written report. Similar
requirements exist for importers and device user facilities.
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MDR may be submitted through FDA’s electronic Medical Device Reporting database,
and must include information such as patient information (e.g., name, gender, etc.),
outcomes of the adverse event, date of the event, date of the report, device information
including the brand name, product code, and model number, and any remedial action taken.
There is also a requirement to file Supplemental Reports upon learning information that
would have been included in the MDR, had it been known at the time of filing. FDA considers
a Supplemental Report to be required when new facts prompt the company to alter or
supplement any information or conclusions contained in the original MDR or in any prior
supplemental reports. The supplemental information must be submitted within one month (30
calendar days) following receipt of the information. Non-compliance with the Medical Device
Reporting requirement is a prohibited act under the FDCA, and may result in FDA
enforcement action (as detailed below).

. Import & Export of FDA-Regulatory Products and FDA’s Enforcement Authority

FDA has the authority to bring regulatory enforcement actions against products that fail
to comply with the FDCA. This authority is strengthened at the border, where the agency can
refuse products based on their appearance of violation. Certain products may be subject to
specific regulatory requirements for export.

FDA’s Authority at the Border against Imported Products

All medical devices being imported into the United States must comply with the FDA
regulatory requirements. In fact, FDA exercises a much stronger regulatory authority at the
border against products being imported into the United States than against products in
domestic commerce. Section 801 of the FDCA grants FDA the authority to refuse imported
products if it appears from the examination of such products or from other sources that the
products violate the FDCA (e.g., labeling non-compliance, lack of premarket notification or
PMA); in other words, the burden falls on the owner or the consignee of the products to prove
that the products comply with the FDCA and the regulations promulgated pursuant to the law,
rather than FDA needing to prove the products’ non-compliance.

If FDA determines through the examination of the products or from other sources that
the products that are being imported appear to violate the FDCA, the agency will detain the
products and will provide the owner or consignee an opportunity to introduce testimony to
demonstrate the product’s compliance with the law. In certain circumstances, FDA may
permit reconditioning of the products and will release the products from detention if
subsequent to reconditioning, the products comply with the FDCA and its regulatory
requirements. However, if the importer or manufacturer fails to recondition the products or
otherwise demonstrate that the products comply with the law, FDA will refuse the products
and the products must be destroyed or exported out of the United States within 90 days of
the refusal.

Based on this authority, FDA also operates Import Alerts, which list products that FDA
has determined to have the appearance of violation. If FDA finds that a product that is being
imported into the United States is on an Import Alert, FDA will automatically detain the
product upon its arrival to the United States, and the owner or consignee of the products will
need to introduce testimony to prove that the products comply with the laws, and to
eventually seek the products’ release. To be completely removed from an Import Alert, the
manufacturer, owner, or consignee of the products subject to the Import Alert will need to
submit a petition to FDA proving that the conditions causing the products to violate the law
have been addressed.
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Export Requirements

Products exported from the United States are subject to foreign countries’ import
requirements and the exporting requirements of FDA, as applicable. In particular,
international sales of medical devices manufactured in the United States that are not
approved or cleared by the FDA for use in the United States, or are banned or deviate from
lawful performance standards, are subject to FDA export requirements. Medical devices that
are marketed lawfully in the United States may be exported without prior FDA notification or
approval.

Foreign countries often require, among other things, a Certificate of Foreign
Government (“CFG”) for export. To obtain a CFG, the device manufacturer must submit an
application to FDA asking FDA to certify that the product is in compliance with the U.S. law
(subject to a valid premarket notification or PMA) or that the manufacturing facilities were in
compliance with the FDA’s QSR regulations at the time of the last FDA inspection.

FDA Enforcement Action

In general, FDA employs a risk-based enforcement approach to identify non-compliance
and violations of the FDCA and its implementing regulations, and to bring enforcement
actions against the medical device manufacturer, distributor, marketer, or other responsible
parties as necessary depending on the severity of the non-compliance and violations. FDA’s
enforcement actions may include:

. Warning Letters, Untitled Letters, It-Has-Come-to-Our-Attention (“IHCTOA”)
Letters. If FDA finds non-compliance or violations of the FDCA or the regulations
through inspections or other market monitoring activities, FDA may send
correspondence to the responsible party notifying the party of the non-compliance
or violations. These correspondences may allege non-compliance with the QSR,
unlawful advertising and promotion of medical devices, non-compliance with
medical device labeling regulations, or any other violation of the FDCA. FDA
typically outlines the alleged non-compliance and violations in these
correspondences, and requests that the recipient respond with the proposed steps
for correcting and preventing future violations. If the response does not sufficiently
address FDA’s concerns, FDA may bring additional enforcement actions.

. Recall. FDA has the authority to order recall of medical devices that do not comply
with the FDCA, if the agency finds that there is a reasonable probability that the
devices could cause serious, adverse health consequences or death. FDA
exercises this authority rarely and the responsible parties usually carry out the
recall voluntarily. Insanitary manufacturing conditions, marketing of unapproved
devices, or defective products, among others, may result in a medical device
recall.

. Seizure. FDA may attempt to remove from interstate commerce medical devices
that are adulterated or misbranded, pursuant to Section 304 of the FDCA. FDA
files a Complaint for Forfeiture and upon obtaining a warrant, directs the United
States to marshal to seize the violative medical devices. Before commencing
seizure actions, the agency may send prior warnings to attempt to convince the
responsible party to voluntarily recondition and bring the products into compliance.
If the responsible party does not comply, the agency may institute seizure actions.
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. Injunction. An injunction is a civil judicial process initiated to stop or prevent
violation of the law, such as to halt the flow of violative products in interstate
commerce, and to correct the conditions that caused the violation to occur. FDA
may seek to enjoin the actions of the party or parties responsible for non-
compliance or conduct violative of the FDCA. If FDA considers the non-compliance
or violation to be serious, FDA may file a complaint for injunction by coordinating
with the Department of Justice to enjoin the responsible party from further
engaging in violative conduct.

. Criminal Prosecution. Criminal prosecution may be recommended in appropriate
cases for violation of Section 301 of the FDCA. Misdemeanor convictions, which
do not require proof of intent to violate the FDCA, can result in fines and/or
imprisonment up to one year. Felony convictions, which apply in the case of a
second violation or intent to defraud or mislead, can result in fines and/or
imprisonment up to three years.

. Criminal Fines. Fines under the FDCA may reach up to USD500,000 depending on
the severity of the circumstances. Specifically, fines may reach USD500,000 for a
corporation that commits a felony or for a corporation that commits a misdemeanor
that results in death. Fines may reach up to USD250,000 for an individual who
commits a felony or who commits a misdemeanor that results in death.

United States Reimbursement

Once a medical device is approved, cleared, or otherwise determined to be not subject to
approval or clearance requirements, the medical device may be marketed in the United States.
While medical devices are sold and used in various healthcare settings, implantable cardiac
medical devices, including cardiac devices such as the Company’s TAV8 Balloon Aortic
Valvuloplasty Catheter and V8 Balloon Transluminal Aortic Valvuloplasty Catheter, are typically
sold to hospitals, which in turn submit claims to government or commercial payers. Thus, the
ability to successfully market and sell medical devices is dependent on the availability of
third-party reimbursement to hospitals. Payment methodologies and coverage parameters can
vary significantly based on payer and site of care, and these policies are subject to change.

The largest U.S. government health program is Medicare, which is administered by CMS in
accordance with broad program requirements established by Congress in the Social Security Act.
Medicare reimburses acute care hospitals under the Medicare inpatient prospective payment
system (IPPS). Under the IPPS, upon the discharge of a patient, CMS assigns the patient to stay
a Medicare severity diagnosis related group (MS-DRG), which is a classification system that
groups clinically similar procedures/conditions that require comparable inpatient resources. For
each discharge, CMS makes a single MS-DRG payment to the hospital, subject to certain
adjustments. The MS-DRG payment is intended to compensate the hospital for the patient’s room
and board, medicine, surgical and diagnostic procedures, and supplies that were provided to the
patient during the encounter. CMS has established MS-DRGs that describe intracardiac
procedures, which vary based on whether the patient has a major complication or comorbidity.
Medicare may make additional payment under the IPPS on a temporary basis for the use of
certain costly new technologies that provide substantial clinical improvement. For procedures that
are furnished in the outpatient hospital setting, the Medicare outpatient prospective payment
system (OPPS) is based on the procedure’s ambulatory payment classification (APC) assignment.
The APC payment typically includes all integral, ancillary, supportive, dependent, and adjunctive
services associated with the primary procedure or service, subject to various adjustments. There
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are several established APCs for endovascular and cardiac procedures. Separate, temporary
pass-through payments may be available for the cost of new medical devices. Medicare payments
to physicians are based on the relative amount of physician work, practice expenses, and
malpractise insurance costs associated with a procedure. Payments also vary based on whether
a procedure is performed in a physician office (non-facility) or in a facility setting (e.g., a hospital).
CMS updates the IPPS, OPPS, and physician fee schedule regulations and payment rates
annually through the rule making process. There can be no assurance that Medicare payment
policies for procedures using the Company’s products will be sufficient to cover facility costs or
otherwise support adoption.

Because hospitals typically receive a single prospective payment for treating a Medicare
patient, rather than reimbursement for all costs incurred, hospitals have an incentive to provide
care efficiently. CMS has increasingly emphasized value-based care in recent years, including by
launching various innovative bundled payment models under which hospitals and other entities
are accountable for financial and quality performance for episodes of patient care. Such models
may allow hospitals and physicians to share savings achieved by certain procedure cost
reductions, such as savings that may be achieved through standardizing implantable and
disposable devices including cardiac implants and disposable cardiac devices.

CMS and its contractors may establish specific criteria governing the conditions under which
a medical device or procedure is covered by Medicare; that is, FDA clearance is not sufficient to
guarantee coverage. In order to qualify for Medicare coverage, a technology must fall within a
Medicare benefit category as established by the Social Security Act, and meet a statutory
“reasonable and necessary” standard based on an assessment of published and peer-reviewed
clinical evidence. In some cases, CMS will cover technologies only if they are performed within the
context of a clinical study. For instance, CMS covers Transcatheter Aortic Valve Replacement
(TAVR) procedures under a “Coverage with Evidence Development” policy. For TAVR procedures
used to treat symptomatic aortic valve stenosis when furnished according to FDA-approved
indications, the National Coverage Determination (NCD) contains requirements including specific
procedural volume requirements for heart teams and hospitals as well as mandatory participation
in a prospective, national, audited registry. TAVR procedures for uses that are not expressly listed
as an FDA-approved indication must be performed in the context of an approved clinical study.
CMS has proposed revising this policy to provide hospitals with more flexibility in meeting the
procedural volume requirements.

About one-third of Medicare beneficiaries voluntarily enroll in a Medicare Advantage plan.
Under the Medicare Advantage program, CMS contracts with private health plans to provide
benefits to enrollees. Medicare Advantage plans negotiate directly with hospitals, physicians, and
other providers on payment amounts.

Commercial health plans also typically negotiate rates with hospitals for services provided to
plan members; in some cases, rates are tied to Medicare reimbursement. Commercial insurers
likewise have taken an increasingly active role in assessing the clinical efficacy and cost
effectiveness of medical technologies. Payers may deny coverage of a new medical device or
procedure on the basis of being experimental or investigational, or they may impose significant
restrictions on the parameters under which a medical device or procedure will be covered.
Favorable coverage policies for new technologies typically require peer-reviewed published
literature demonstrating clinical effectiveness, and in some cases an assessment of cost-
effectiveness. The safety and efficacy of our products and product candidates and their
applications in TVR procedures had been discussed in various peer-reviewed publications. For
example, as of the Latest Practicable Date, there had been seven representative publications
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featuring VenusP-Valve, five featuring VenusA-Valve, one featuring VenusA-Plus and three
featuring V8 and TAVS8, specifically highlighting their respective designs and clinical results. Most
of the publications had contributions from the leading physicians in the clinical trials of our
products and product candidates, and one of our advisory board members was the co-author of
one publication on VenusP-Valve. Certain commercial health plans, such as Aetna and Highmark
West Virginia, have adopted coverage policies expressly recognizing circumstances under which
balloon valvuloplasty may be considered medically necessary and when it could be considered
experimental.

Congress periodically considers legislation to control costs within government-financed
health care programs. In the past, such legislation has included reductions to Medicare and
Medicaid payments to hospitals, expanded value-based purchasing, and other payment reforms.
In addition, under the sequestration provisions of the Budget Control Act of 2011, as subsequently
amended, a 2% cut is applied to Medicare payments to providers and health plans through fiscal
year 2025, although Congress and the Administration could enact legislation at any time that
modifies this requirement. Adoption of future legislation changing the level of government
spending on health care or other coverage reforms could impact the ability of hospitals to adopt
new medical technologies.

Federal insurance and health care reform legislation known as the Patient Protection and
Affordable Care Act (ACA) became law in 2010. The ACA is intended to expand health insurance
coverage, including for at least a portion of drug costs, through a combination of insurance market
reforms, an expansion of Medicaid and subsidies. It contains many provisions designed to
generate the revenues necessary to fund the coverage expansions and reduce the costs of
Medicare and Medicaid. Among other things, the ACA also included provisions that created
programs to shift the industry to value-based care, required all individuals to have health
insurance with limited exceptions, and imposed increased taxes. One of these taxes is a 2.3%
excise tax on United States sales of most medical devices. Such tax was suspended for calendar
years 2016 through 2019, and is currently slated to go into effect on January 1, 2020. The
President of the United States, President Trump, and certain members of Congress support
repealing the ACA and replacing it with alternative reforms. It is uncertain whether such efforts will
ultimately succeed, or how any such alternative policy would be structured.

Additional reforms affecting payment for health care services have been considered by state
legislatures. State budget pressures have resulted in the adoption of Medicaid provider payment
reductions in some states, and state Medicaid programs increasingly provide benefits through
managed care programs under contracts with private health plans. The Trump Administration has
proposed more significant Medicaid financing reforms that could ultimately lead to a reduction in
payments to Medicaid providers.

Federal and State Fraud and Abuse Laws

For our products that have received regulatory approval in the United States, and to the
extent that we receive further regulatory approval of our products, we are and will continue to be
subject to various federal and state laws aimed at prohibiting fraud and abuse in the healthcare
industry. These laws may impact, among other things, our sales, marketing, technical support and
education programs, and other relationships with hospitals, other referral sources and key opinion
leaders. In addition, we may be subject to patient privacy regulation by both the federal
government and the states in which we conduct our business prior to and after receiving
regulatory approval of our product candidates.
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Federal health care laws apply when we interact with health care providers who are in a
position to refer patients to our customers and/or when our customers submit claims for items or
services that are reimbursed under Medicare, Medicaid, or other federally-funded health care
programs, including laws summarized below related to kickbacks, false claims, self-referrals and
health care fraud. There are often similar state false claims, anti-kickback, and anti-self-referral
and insurance laws that apply to state-funded Medicaid and other health care programs and
private third-party payers.

The laws that may affect our ability to operate include:

. the federal Anti-Kickback Statute — which prohibits, among other things, knowingly and
willfully soliciting, receiving, offering or paying any remuneration (including any
kickback, bribe, or rebate), directly or indirectly, overtly or covertly, in cash or in kind,
to induce, or in return for, either the referral of an individual, or the purchase, lease,
order or recommendation of any good, facility, item or service for which payment may
be made, in whole or in part, under a federal healthcare program, such as the Medicare
and Medicaid programs, in each case unless such arrangement meets a regulatory
“safe harbor” (see below for additional information regarding Anti-Kickback Statute safe
harbors);

J the federal Stark Law — which prohibits, among other things, a physician from referring
a patient to an entity for certain “designated health services” reimbursable by Medicare
if the physician (or a close family member) has a financial relationship with that entity,
including an ownership or investment interest, a loan or debt relationship or a
compensation relationship, unless an exception to the Stark Law is fully satisfied. Some
states have self-referral laws similar to the Stark Law for Medicaid and commercial
claims;

J federal civil and criminal false claims and civil monetary penalty laws, such as the
federal False Claims Act — which impose criminal and civil penalties, and authorize civil
whistleblower or qui tam actions (an action brought by an individual on behalf of a
government) against individuals or entities for, among other things: knowingly
presenting or causing to be presented to the federal government, claims for payment
that are false or fraudulent; making a false statement or record material to a false or
fraudulent claim or obligation to pay or transmit money or property to the federal
government; or knowingly concealing, or knowingly and improperly avoiding or
decreasing, an obligation to pay money to the federal government. In addition, the
government may assert that a violation of the federal Anti-Kickback Statute also
constitutes a violation for purposes of the False Claims Act. Further, the government
may take the position that off-label promotion results in a company receiving
reimbursement for an off-label use in violation of the federal False Claims Act;

J the federal Health Insurance Portability and Accountability Act of 1996 (HIPAA) — which
prohibits knowingly and willfully executing, or attempting to execute, a scheme to
defraud any healthcare benefit program or obtain, by means of false or fraudulent
pretenses, representations, or promises, any of the money or property owned by, or
under the custody or control of, any healthcare benefit program, regardless of the payor
(e.g., public or private), and knowingly and willfully falsifying, concealing, or covering up
by any trick or device, a material fact, or making any materially false statements in
connection with the delivery of, or payment for, healthcare benefits, items, or services
relating to healthcare matters;
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J HIPAA, as amended by the Health Information Technology for Economic and Clinical
Health Act of 2009 (HITECH), and the Privacy and Security Rules promulgated
thereunder — which govern the use, disclosure, and security of protected health
information by “Covered Entities,” (which are health care providers that submit
electronic claims, health plans, and health care clearing houses) and by their “Business
Associates” (which is anyone that performs a service for or on behalf of a Covered
Entity involving the use or disclosure of protected health information and is not a
member of the Covered Entity’s workforce). Rules under HIPAA and HITECH include
specific security standards and breach notification requirements. The U.S. Department
of Health and Human Services (HHS) (through the Office for Civil Rights) has direct
enforcement authority against Covered Entities and Business Associates with regard to
both the Security and Privacy Rules, including civil and criminal liability;

J the federal false statements statute — which prohibits knowingly and willfully falsifying,
concealing or covering up a material fact or making any materially false statement in
connection with the delivery of or payment for healthcare benefits, items or services;

J the federal transparency requirements under the ACA, including the provision
commonly referred to as the Physician Payments Sunshine Act — which require
manufacturers of drugs, devices, biologics and medical supplies for which payment is
available under Medicare, Medicaid, or the Children’s Health Insurance Program to
report annually to HHS information related to payments or other transfers of value made
to physicians and teaching hospitals, as well as ownership and investment interests
held by physicians and their immediate family members; and

J federal consumer protection and unfair competition laws — which broadly regulate
marketplace activities and activities that potentially harm consumers.

The federal fraud and abuse laws summarized above are interpreted broadly and enforced
aggressively by various state and federal agencies, including CMS, the Department of Justice, the
Office of Inspector General (OIG) for the U.S. Department of Health and Human Services (HHS),
and various state agencies. For example, the federal Anti-Kickback Statute’s definition of
“remuneration” has been broadly interpreted to include anything of value, including gifts,
discounts, credit arrangements, payments of cash, ownership interests and providing anything at
less than its fair market value. Recognizing that the federal Anti-Kickback Statute is broad and
may technically prohibit many innocuous or beneficial arrangements within the health care
industry, the OIG for HHS has issued a series of regulatory “safe harbors.” These safe harbor
regulations (e.g., personal services, warranty and discount safe harbors) set forth certain
requirements that, if met, assure immunity from prosecution under the federal Anti-Kickback
Statute. Although full compliance with these provisions protects against prosecution under the
federal Anti-Kickback Statute, the failure of a transaction or arrangement to fit within a specific
safe harbor does not necessarily mean that the transaction or arrangement is illegal, or that
prosecution under the federal Anti-Kickback Statute will occur.

The healthcare industry has also experienced increased enforcement of the federal False
Claims Act and, in particular, “qui tam” or “whistleblower” actions. The federal False Claims Act’s
qui tam provisions allow a private individual to bring actions on behalf of the federal government.
Such individuals are permitted to share in any amounts paid by the entity to the government in a
judgment or settlement. In addition, states have enacted false claim laws similar to the federal
False Claims Act, including some applicable to any third party payer. A violation of the False
Claims Act may subject an actor to treble damages, or payment of up to three times the actual
damages, in addition to significant civil monetary penalties.
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EUROPEAN UNION REGULATORY OVERVIEW

In the European Economic Area (“EEA”), which consists of the member states of the EU and
three states of the European Free Trade Association, namely Iceland, Liechtenstein and Norway,
the production and marketing of medical devices is regulated under European law and the
implementing national laws of the individual member states. The following gives an overview of
certain European laws, regulations and requirements that are relevant for our business in the
EEA. In the individual member states of the EEA, national law may have to be observed beyond
the requirements of EU legislation. National provisions are not taken into account in this overview.

As a vote in favour of the UK leaving the EU was given in a referendum held on June 23, 2016
(“Brexit”), the extent to which the following applies to the medical device industry in the UK
following the eventual Brexit will depend on the nature of the arrangements that will be put in place
between the UK and the EU. There may be a significant period of uncertainty leading up to the
eventual Brexit, including, among other things, legal uncertainty in relation to regulatory changes.

Regulation under the EU Medical Device Directive

The Medical Device Directive 93/42/EEC (“MDD”) defines safety and performance
requirements for medical devices sold in the EU. As a principle, according to Article 17 of the
MDD, medical devices can only be marketed in the EU if they bear the CE Marking. The same
applies to the marketing of medical devices in the above mentioned EEA member states and,
based on bilateral treaties, in Switzerland and Turkey. The MDD defines, inter alia, the general
requirements for the mandatory CE certification process. Further requirements for the marketing
of specific medical devices may arise from additional regulations. For example, Commission
Directive 2003/32/EC of April 23, 2003 provides for specifications of the requirements of the MDD
for medical devices manufactured utilizing tissues of animal origin.

The CE Marking may generally only be affixed to a medical device if the product complies
with the essential requirements of the MDD and has been subject to conformity assessment
procedures as provided in the MDD and its annexes.

According to Annex IX of the MDD, medical devices are divided into four risk classes: Class
I, Class lla, Class Ilb and Class Ill. Class | represents the lowest risk class, Class Il represents
the highest risk one.

These risk categories generally correspond to those established by the U.S. FDA, with the
exception that U.S. FDA does not sub-divide into Class Ila and Class lIb. Most implanted devices
as well as most cardiac devices fall under Class lll, including our VenusA-Valve, VenusA-Plus and
VenusP-Valve.

Except in the case of Class | medical devices, the conformity assessment is carried out by
a “Notified Body”. Notified Bodies are independent, nationally accredited bodies that evaluate the
conformity of medical products with applicable legislation on behalf of the manufacturers. They
ensure the application of uniform assessment factors as defined by the MDD. There may be
several Notified Bodies in member or contracting states and manufacturers can refer to a body of
their choice. The conformity assessment includes inspection and examination of a medical device,
its design, and the manufacturing environment and processes associated with it.
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Depending on the device’s risk class, the conformity assessment extends to the quality
assurance system established by the manufacturer and/or the product design, as well as to the
technical documentation to be compiled by the manufacturer for each device. Generally, pursuant
to Annex X of the MDD, the safety and performance of a medical device have to be assessed on
the basis of clinical data. If no pertinent clinical data are available from scientific literature, the
manufacturer must present the results of clinical trials on the relevant device. If the Notified Body
finds, as a result of its conformity assessment, that the quality assurance system and/or the
product design is compliant with the applicable legal provisions, it will issue a “certificate of
conformity” which is valid for a maximum of five years and which is the legal precondition for the
manufacturer to apply the CE Marking. The Notified Body is obliged to perform regular audits and,
before the expiry date of a certificate of conformity, renewal and surveillance audits at the
manufacturer’s site upon prior notification. In addition to these notified audits, on the basis of a
Commission Recommendation of 2013 on the audits and assessments performed by notified
bodies in the field of medical devices, the EEA members and contracting states were advised by
the European Commission to conduct unannounced audits (including testing of product samples)
on a regular basis.

If the requirements for application of the CE Marking are not (or no longer) fulfilled, or in other
cases of non-compliance with applicable medical devices law:

. the Notified Body has the power to withdraw, suspend or limit the scope of the
applicable certificate of conformity, in accordance with the principle of proportionality;

J the competent supervisory authority of the EU member state or contracting state of the
EEA may enforce the provisions of the MDD, e.g. by preventing the product from being
put on the market, ordering a recall or shutting down a manufacturing site; and

J criminal or administrative sanctions (e.g. fines) may apply.

In principle, the manufacturer is responsible to ensure compliance with applicable provisions
including affixing the CE Marking to his products. If a manufacturer does not have a physical
location in the EU, he is required to appoint a so called “Authorized Representative” who ensures
compliance with the regulatory requirements for medical devices set out in the MDD.

Advertising and Sales Activities

Legislation on advertising and promotion of medical devices is not harmonized under
European law. As a result, the legal landscape differs from one EU member or contracting state
to the other. However, at the EU level, medical device manufacturers are represented by Eucomed
(European Confederation of Medical Supplier Association), who has established a code of
business practice which ensures that promotional materials are fair, balanced, objective and
unambiguous. In addition, all information related to a medical device including labeling,
instructions for use, presentations, brochures and advertising, must be in line with the language
requirements as regulated individually by each member state (cf. Article 4 of the MDD).

Despite not being specific to the advertising of medical devices, further European directives
such as Directive 2006/114/EC concerning misleading and comparative advertising or Directive
2005/29/EC concerning unfair business-to-consumer commercial practices can also be applicable
to the medical device industry. Advertising towards doctors or other healthcare professionals may
be subject to an even stricter national regulatory framework, particularly including sophisticated
anti-bribery and anti-corruption laws as well as criminal laws.
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Post Market Surveillance and Vigilance

The MDD regulates vigilance requirements as a form of post market surveillance, i.e.
obligations to notify the authorities of certain (serious) incidents. In principle, any malfunction or
deterioration in the characteristics and/or performance of a device, as well as any inadequacy in
the labelling or the instructions for use which might lead to or might have led to the death of a
patient or user or to a serious deterioration in his state of health has to be reported. Product recalls
by the manufacturer can also trigger an obligation to report. The manufacturer has to appoint a
safety officer having the necessary professional qualifications to fulfill the reporting requirements
and to coordinate the necessary actions.

In addition to the surveillance obligations under the MDD, the guidance document MEDDEV
2.12-1 describes the requirements for a medical device vigilance system as understood by the
European authorities in detail. The MEDDEV guidelines are not legally binding. However, it is
anticipated that the guidelines are followed within the EU member states and, therefore, work
towards a uniform application of relevant MDD provisions.

Changes to the Regulatory Framework

The EU legislative institutions enacted Regulation (EU) 2017/745 of April 5, 2017 on medical
devices (“MDR”), which is directly applicable in all EU member states and will replace the MDD
on May 26, 2020. The MDR consolidates the regulations on medical devices, active implantable
and in vitro diagnostics and aims to provide for more control over the device supply chain by
defining obligations not only for manufacturers of medical devices and their Authorized
Representatives, but also for distributors and importers seated in the EU. None of the certificates
of conformity issued under the MDD will be valid under the MDR as there is no grandfathering
under the new law. However, manufacturers may continue to use the current certificates issued
under the MDD, provided they have not expired, for four years after the date of application.
Certificates expire in May 2024 at the latest.

The MDR will lead to changes of the risk classification of certain medical devices, most
notably related to substances and software. There will be additional software requirements for
medical devices that are standalone software such as mobile cardiac monitoring, which will fall
under risk Class llb under the MDR. Certain devices such as heart valve sizers are up-classed to
Class Ill. Some Class | devices will require review and oversight by a Notified Body. Under the
MDR, the 14 essential requirements set out in the MDD to which conformance is mandatory will
be extended to and replaced by 23 general safety and performance requirements. Manufacturers
are required to appoint a person responsible for regulatory compliance (PRRC).

The conformity assessment for most devices of Class Il and above will require specific
clinical data on the device under review — not only general clinical literature — in order to support
the efficacy of the conformity assessment. In addition, the MDR stipulates obligations to report to
EUDAMED (European database on medical devices). A secure web-based portal will serve as a
central repository for information on market surveillance exchanged between national competent
authorities and the European Commission. Under the MDR, a unique device identifier (UDI) shall
be affixed to the labelling of the product and at all higher levels of packaging.

In addition to the accreditation by the competent national authority, Notified Bodies are
required to become certified under the MDR. As of November 15, 2019, there were seven already
certified Notified Bodies within the EU: BSI Assurance UK Ltd., BSI Group, The Netherlands B.V.,
DARE!! Services B.V., DEKRA Certification GmbH, IMQ ISTITUTO ITALIANO DEL MARCHIO DI
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QUALITA S.P.A., TUV Rheinland LGA Products GmbH and TUV SUD Product Service GmbH
Zertifizierstellen. Under the MDR, for certain categories of medical devices, Notified Bodies must
seek a scientific opinion from the European Medicines Agency (EMA) before they can issue a CE
certificate. This applies, e.g., for medical devices that contain an ancillary medicinal substance to
support the proper functioning of the device. EMA has published guidelines describing the new
and revised responsibilities of the agency in relation to different categories of medical device.

Post-market surveillance and clinical follow-up will generally become more stringent under
the MDR. The MDR clearly distinguishes between vigilance as the identification, reporting and
trending of serious incidents and the conduct of safety related corrective actions, and post market
surveillance as the monitoring of information from various sources used to periodically reconfirm
that the benefits of the device continue to outweigh its risks. However, the vigilance requirements
in the MDR share a lot of similarities with the current MEDDEV 2.12-1 guidelines on a medical
device vigilance system and are therefore not entirely new.

Intellectual Property

Each of the 28 member states of the EU has its own intellectual property law which covers
the acquisition, maintenance and enforcement of intellectual property rights. Aspects of the
national intellectual property laws are controlled by EU regulations, directives and treaties for
harmonization purposes and to set a minimum standard. The national intellectual property laws
provide for monopolies limited in time and scope with respect to, inter alia, inventions, trademarks,
and works of copyright, including computer software, films and recorded music. Upon expiration
of all applicable intellectual property rights, the underlying invention or work of copyright
automatically becomes part of the public domain and may be freely used by the public and further
developed or improved to make new inventions and new developments or works of copyright.

International treaties in the field of intellectual property set forth minimum monopoly standard
levels that contracting states agree to maintain in their territory. The EU member states are
members of most international intellectual property treaties and maintain standards that in some
cases exceed the minimal standards set in those treaties.

It is the national intellectual property offices that have the authority to facilitate formal
protection for intellectual property through the registration of patents, designs, trademarks and
appellations of origin.

In parallel, some rights may also be registered with and/or managed by central offices such
as the European Union Intellectual Property Office (“‘EUIPO”) or the European Patent Office
(“EPQ”). In addition, certain regulations provide for the protection designations of origin, protected
geographical indications and traditional specialties. Most granted rights are subject to the
examination of an application. The EU does not maintain a formal copyright registry, but, to our
best of knowledge, some of the member states offer a discretionary option to register copyrights.

Patents

Each of the 28 member states of the EU has its own national patent law, but there are
regulations, directives and treaties to try to harmonize certain aspects of the national laws. All
member states of the EU are members of the Paris Convention for the Protection of Industrial
Property, members of the PCT, and members of the European Patent Convention (“EPC”). In
general, in the EU, the owner of a patentable invention may apply to a national patent office or to
the EPO for a patent.
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Most Member States define a patentable invention on the basis of the EPC regulation, which
states that a patentable invention must be new, industrially applicable and based on an inventive
step.

Each of these has detailed criteria under either the EPC or the national law of the member
states. EPC and the national law of the member states have adopted the “first to file” standard;
if more than one applicant applied for a patent for the same invention, the patent will be granted
to the applicant who first validly applied for it. The term of a patent is 20 years from the date of
filing.

However, in the EU member states, Regulation (EC) No 469/2009 permits the granting of
Supplementary Protection Certificates, which in practical effect extend the term of patents for

specific pharmaceutical products by up to 5 years.

The EU “Enforcement Directive” (2004/48/EG) provides that all EU member states must have
in place injunction procedures for stopping infringements of intellectual property rights.
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OVERVIEW

Our Company was incorporated in the PRC on July 3, 2009 and was converted into a joint
stock limited liability company on November 29, 2018.

We are the leading transcatheter heart valve medical device player in China in terms of
implantation volume in 2018. According to Frost & Sullivan, we had a 79.3% market share in China
by implantation volume of TAVR products in 2018. Our self-developed product, VenusA-Valve, is
the first TAVR product approved by the NMPA and commercialized in China. As the pioneer in the
transcatheter heart valve industry in China, we enjoy first mover advantages. We believe that our
first mover advantages, together with our comprehensive product pipeline covering all four heart
valves, robust intellectual property portfolio with 193 issued patents and 196 patent applications
as of the Latest Practicable Date, and visionary management team, will serve as high entry
barriers and differentiate us from our peers. Our mission is to become a global leader in the
development and commercialization of transcatheter solutions for structural heart diseases.

BUSINESS DEVELOPMENT MILESTONES

The following table summarizes key milestones in our development:

Year Milestone

2009 . ........ Our Company was incorporated.

2012, ... ... Clinical trial of VenusA-Valve began.

2013 . ........ Clinical trial of VenusP-Valve began.

2014 . . ... .. .. We were the champion in the biomedical industry finals of the Third National Innovation and

Entrepreneurship Competition (7[5 = Jiz 8158 A 35k 47 2 4 5%).
We were selected as a Key Enterprise Research Institute (FE2i{>3£0F5TB¢) of Zhejiang province
by the Department of Science and Technology of Zhejiang Province (#7717 B} 245 fli HE).
We participated in the Cardiovascular Diseases Medical Equipment and Blood Purification Products
Development Project («Lr L E A MR FAL & M BHEETEH) of the National Science &
Technology Pillar Program ([ ZFH¥ 3 #514) in the 12th Five-Year Plan of the PRC, which passed
the inspection of the Ministry of Science and Technology of the PRC.

2015 . ... ... Clinical trial of VenusA-Valve was completed.
We received the tier 1 prize in the China Bio Game Medical Health Entrepreneurship
Competition (FEBiogame & i Al 3 K 7%).
We were the champion in the 2nd Innovations in Cardiology Competition of the China
Innovations in Cardiology (HBl.C ML AT a8 5 O U4 Al K 2%).

2016 . . ... . ... We participated in the Key Technology Plan (KR EIHE B ¥R IEH) of Zhejiang province.
We were selected as a Leading Innovative Team for Heart Valve Project (%8 % G1H HBX) of
Zhejiang province by the Department of Science and Technology of Zhejiang Province.
We were selected as the Annual Best Investment Case of the 2016 Medical Health Investment
Brilliance Ranking—Innovative Medical Equipment (201655 fl B & v Biks — A8 B e o i Ar 1 i
G A).

2017 . . ... .. .. VenusA-Valve received marketing approval from the NMPA and was subsequently
commercialized.
We acquired InterValve which developed V8 and TAVS.
We were selected to become a project leader in the National Key Research and Development
Plan (15 % & 2451 #]) in the 13th Five-Year Plan of the PRC.
We entered into a collaboration agreement with SCU to co-establish an “Advanced
Cardiovascular Materials Engineering Lab (JGiE.0 15 41K TA2 5 ).
We were a co-sponsor of the 7th Vietnam Congress of Congenital and Structural Heart
Diseases: “Single Ventricle from A to Z.”

2018 . . ... .. .. Clinical trial of VenusP-Valve in China was completed.
We launched Phase Il of the REFLECT Trial for TriGUARDS.
We completed the acquisition of Keystone.
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OUR MAJOR SUBSIDIARIES AND OPERATING ENTITIES

The principal business activities and the dates of establishment and commencement of
business of our subsidiaries most relevant to the core operations of our Group are shown below:

Date of
Establishment and Percentage of
Place of Principal Business Commencement Ownership of
Name of Subsidiary Incorporation Activities of Business our Company
Venus Medtech of America. . . . . California, Medical device research  August 5, 2011 100%
United States
InterValve Medical Inc. . ... ... Delaware, Medical device sales November 18, 2016 100%
United States
Venus Medtech (Hong Kong) Hong Kong Investment holding September 20, 2018 100%
Limited . . . .. ... ........
Keystone Heart . . . . .. ... ... Israel Research, development November 17, 2004 100%
and manufacturing of (acquired by the
cerebral protection Company on
devices December 26, 2018)

ESTABLISHMENT AND DEVELOPMENT OF OUR COMPANY
(1) Establishment of Our Company and Initial Shareholding Changes
On July 3, 2009, our Company was incorporated in the PRC as a limited liability company,

with an initial registered capital of RMB5 million. The shareholding structure of our Company upon
incorporation is set forth below:

Registered
Capital Shareholding
Name of Shareholder Subscribed to Percentage
Shangyu Qiming Investment Limited (FE&EWHEEARA) . ... ... ... .. .. RMB4,450,000 89%
Mr. Qiming Sun . . . . L RMB500,000 10%
Shanghai Anggie Biotech Limited (i S IAWBHEARAR)® ..o L. RMB50,000 1%

Total. . . . . . . . e RMB5,000,000 100%

(1) Shanghai Anggie Biotech Limited held its interest in our Company on behalf of (i) Mr. Zi in an amount of RMB15,000
and (ii) Mr. Zeng in an amount of RMB35,000, of the RMB50,000 registered capital it subscribed to. Mr. Zeng and
Mr. Zi have been closely involved in the management of our Company since incorporation. For details of the
background of Mr. Zeng and Mr. Zi, see “Directors, Supervisors and Senior Management.”
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After establishment, our Company had undergone its first increase of registered capital on
May 26, 2011 and a series of share transfers, such that as of December 27, 2012, the
shareholding structure of our Company is as set forth below:

Registered

Capital Shareholding
Name of Shareholder Subscribed to Percentage®
Ms. Yuanxin Yang™ . . . . ... RMB8,340,275 33.36%
Ms. Caiying Hu . . . . . .o o RMB7,475,000 29.90%
Ms. Bangsong Ding®® . . . . . ... RMB2,895,825 11.58%
Top Signs Global Investments Limited . . . . .. .. ... .. .. .. ........... RMB2,500,000 10.00%
Mr. Shuilong Xiao. . . . . . . . e RMB1,706,250 6.83%
Mr. DingqQing SUN . . . . . o RMB568,750 2.28%
Mr. Yushi Liu. . . . o RMB500,000 2.00%
Stand Stature International Limited. . . . . . ... ... ... ... . ... . ... ..., RMB500,000 2.00%
Shangyu Qiming Investment Limited ( FEEHEERRAA) . ... ... ... ... RMB288,900 1.16%
Ms. Meihua Zhao . . . . . . . . . . e RMB225,000 0.90%
Total. . . . . . RMB25,000,000 100.00%

(1)  Ms. Yuanxin Yang is the sister of Ms. Sarah Qiuhong Yang, Mr. Zeng’s wife. She held all of her shareholding on
behalf of Mr. Zeng.

(2)  Ms. Bangsong Ding is the mother of Mr. Zi and held all of her shareholding on behalf of Mr. Zi.

(8) The aggregate of the percentage figures in the above table may not add up to 100% due to rounding of the
percentage figures to two decimal places.

(2) Major Shareholding Changes of Our Company during the Track Record Period

The major shareholding changes of our Company during the Track Record Period are set out
below:

(a) Pre-IPO Investments in Our Company

From June 2013 to May 2019, our Company obtained several rounds of investments from the
Pre-IPO Investors through increases in registered capital and share transfers. For details, see
“History, Development and Corporate Structure — Pre-IPO Investments.”

(b) Subscription and Purchase of Registered Capital by the Employee Entities

Pursuant to the Employee Incentive Scheme, details of which are described in “Appendix VI
— Statutory and General Information — Further Information about Our Directors, Supervisors,
Management and Substantial Shareholders — 5. Employee Incentive Scheme,” our Company
offered certain key employees beneficial interests in the Employee Entities, which purchased
registered capital from a then Shareholder and subscribed to the increased registered capital of
our Company on November 27, 2017, as set out below:

Registered capital

subscribed
Type of Employee Entity Name of Employee Entity Consideration to/purchased
Offshore Employee Entities™ . .. .. .. Mars Holding Limited® US$1,370,833 RMB1,246,212
Blue Summit Management Limited ~ US$540,025 RMB740,932
Mercury Holding Limited US$706,187 RMB641,988
Jupiter Holding Limited US$83,081 RMB75,528
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Registered capital

subscribed
Type of Employee Entity Name of Employee Entity Consideration to/purchased
PRC Employee Entities® . . ... ... .. Hangzhou Qichu® RMB560,795 RMB509,814
Hangzhou Mingnuo RMB166,162 RMB151,056
Hangzhou Qifei RMB166,162 RMB151,056
Hangzhou Qihe RMB166,162 RMB151,056
Hangzhou Qilai RMB83,081 RMB75,528
Hangzhou Qili RMB83,081 RMB75,528
Hangzhou Qinuo RMB41,540 RMB37,764
Hangzhou Qisheng RMB41,540 RMB37,764
Hangzhou Qixin RMB20,770 RMB18,882

Notes:

(1)  As of November 27, 2017, the Offshore Employee Entities were controlled by Mr. Zeng as the sole voting
shareholder of each Offshore Employee Entity. On November 9, 2018, Mr. Zeng transferred his voting share in each
Offshore Employee Entity to Mr. Lim at consideration of US$1 to optimize the corporate structure of our Company.

(2)  On September 11, 2018, Hangzhou Qichu transferred its interest in the registered capital of RMB210,101 to Mars
Holding Limited at nil consideration to optimize the corporate structure of our Company.

On October 11, 2018, Mars Holding Limited, on behalf of one of the grantees under the Employee Incentive Scheme,
transferred (i) its interest in the registered capital of RMB840,414 to Legend Architectural Design Co., Ltd, an
Independent Third Party, at a consideration of US$16,000,000; and (ii) its interest in the registered capital of
RMB105,052 to Poseidon Capital Partners Management Limited, an Independent Third Party, at a consideration of
US$2,000,000. The consideration for the share transfer was determined by arms’ length negotiations between the
parties. For details, see “History, Development and Corporate Structure — Pre-IPO Investments.”

(8) As of November 27, 2017, the general partner of each of the PRC Employee Entities was Hangzhou Nuoxin
Investment Management Limited (Wil D& IABL/A A]), of which Mr. Zeng was the sole shareholder. On
September 26, 2018, Mr. Zeng transferred his shareholding in Hangzhou Nuoxin Investment Management Limited
to Mr. Zi at nil consideration to optimize the corporate structure of our Company.

As of the Latest Practicable Date, the Employee Entities held in aggregate 20,293,824
Shares in our Company, representing 6.46% interest in our Company. For the percentage
shareholding owned by each of the Employee Entities in our Company, see “— Corporate Structure
Immediately Prior to the Global Offering.” For details of these arrangements, see “Appendix VI —
Statutory and General Information — Further Information about our Directors, Supervisors,
Management and Substantial Shareholders — 5. Employee Incentive Scheme.”

(¢) Merger of Our Company and Hangzhou Aihua

On May 11, 2018, our Company and Hangzhou Aihua Technology Consultation Limited (#i
W SCER T HE A FR/AH]), a company incorporated in the PRC with a registered capital of
RMB10,000, 99% owned by Mr. Zi and 1% owned by Ms. Bangsong Ding, Mr. Zi’'s mother, entered
into an agreement, pursuant to which Hangzhou Aihua Technology Consultation Limited merged
into our Company. Hangzhou Aihua Technology Consultation Limited was subsequently de-
registered in 2018 according to the relevant PRC laws and regulations. After the merger, the
registered capital of our Company increased from RMB42,010,267 to RMB42,020,267.

Reasons for this merger include, among others, restructuring of the interests of Mr. Zi in our
Company. After this merger, Mr. Zi became a direct shareholder of our Company with an interest
in registered capital of RMB94. As confirmed by our PRC Legal Advisor, this merger has been
properly and legally completed.
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(d) Conversion into a Joint Stock Limited Liability Company

On November 26, 2018, our Board passed resolutions approving, among other matters, the
conversion of our Company from a limited liability company into a joint stock limited liability
company and the change of name of our Company from Venus Medtech (Hangzhou) Inc. (FTJH&
B B R 2 AT PN 7]) to Venus Medtech (Hangzhou) Inc. (WM B B8 2 2 A 1 4 BR 722 7). Pursuant
to the promoters’ agreement dated November 26, 2018 entered into by all the then Shareholders,
all promoters approved the conversion of the net assets value of our Company as of August 31,
2018 into 300,000,000 Shares of our Company at a ratio of 1.6656:1. On November 26, 2018, our
Company convened our inaugural meeting and our first general meeting, and passed related
resolutions approving the conversion into a joint stock limited liability company, the articles of
association and the relevant procedures. Upon the completion of the conversion, the registered
capital of our Company became RMB300,000,000 divided into 300,000,000 Shares with a nominal
value of RMB1 each, which were subscribed by all the then Shareholders in proportion to their
respective equity interests in our Company before the conversion. The conversion was completed
on November 29, 2018 when our Company obtained a new business license.

(e) Share Pledge of Mr. Zi’s Shares

On January 30, 2019, Mr. Zi provided a pledge of 9,000,000 Shares, representing
approximately 2.15% of the issued share capital of our Company after the Global Offering
(assuming the Over-allotment Option is not exercised), to Hangzhou Gaoxin Technology
Innovation Services Ltd. (WiJH e #iRH%8I12EIRTS A BR/A ), an Independent Third Party, as a
counter guarantee for the Guaranteed Loan (as defined below in “Relationship with Our
Controlling Shareholder), effective from January 30, 2019 to January 29, 2020. For details, see
“Relationship with Our Controlling Shareholders.”

(f) Increase of Registered Capital of our Company from RMB300,000,000 to
RMB314,150,943

On May 15, 2019, our Company passed a resolution at an extraordinary general meeting to
increase the registered capital of our Company from RMB300,000,000 to RMB314,150,943. The
additional 14,150,943 Shares were issued to a number of new investors. See “— Pre-IPO
Investments — (13) E Round Pre-IPO Investment by Certain Pre-IPO Investors.”

PRE-IPO INVESTMENTS
(1) Overview

Our Company obtained several rounds of investments from the Pre-IPO Investors, namely
(i) Qiming Venture Partners, (ii) Sequoia Capital China, (iii) Goldman Sachs, (iv) DCP Capital,
(v) Dinova Capital and (vi) certain other Pre-IPO Investors, details of which are set out below. For

the background of the Pre-IPO Investors, see “(15) Information relating to the Pre-IPO Investors”
below.
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(2) A Round Pre-IPO Investment by Qiming Venture Partners and Dinova Capital

On June 21, 2013, each of Ming Zhi Investments Limited and Shenzhen Dinova entered into
a capital increase agreement with our Company and our then shareholders, pursuant to which
each of the aforementioned Pre-IPO Investors agreed to invest in our Company by subscription
of the increased registered capital of our Company. Details are set forth below:

Registered Date on which
Capital consideration
No. Name of Pre-IPO Investor Consideration Subscribed to was fully settled
Qiming Venture Partners
1. Ming Zhi Investments Limited RMB104,952,900 RMB4,250,000 July 4, 2013
Dinova Capital
2. Shenzhen Dinova RMB18,521,100 RMB750,000 July 4, 2013

(3) B-1 Round Pre-IPO Investment by Qiming Venture Partners and Sequoia Capital China

On July 28, 2013, each of Ming Zhi Investments Limited and SCC Venture IV-Bright (HK)
Limited entered into an equity transfer agreement with certain of our then shareholders, pursuant
to which each of the aforementioned Pre-IPO Investors agreed to invest in our Company by
transfer of the registered capital of our Company. Details are set forth below:

Registered Date on which
Name of Pre-IPO Name of Capital consideration was
No. Investor Transferor Consideration Transferred fully settled
Qiming Venture Partners
1. Ming Zhi Investments Ms. Caiying Hu US$8,000,000 RMB2,000,000 September 3, 2013
Limited
Sequoia Capital China
2. SCC Venture IV-Bright Top Signs Global US$5,000,000 RMB1,250,000 September 27,
(HK) Limited Investments 2013
Limited
Stand Stature US$2,000,000 RMB500,000 September 27,
International 2013
Limited
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(4) B-2 Round Pre-IPO Investment by Qiming Venture Partners, Sequoia Capital China and
Certain Other Pre-IPO Investors

On July 20, 2015, each of Blaze 02 Limited, QM22 Limited, SCC Venture IV-Bright (HK)
Limited, Shanghai Tianzhiwei Investments Management Limited and Suzhou Qiming Ronghe
Venture Investment Fund (Limited Partnership) entered into an equity transfer agreement with
certain of our then shareholders, pursuant to which each of the aforementioned Pre-IPO Investors
agreed to invest in our Company by transfer of the registered capital of our Company. Details are

set forth below:

Name of Pre-IPO
No. Investor

Name of
Transferor

Consideration

Registered
Capital
Transferred

Date on which
consideration
was fully settled

Qiming Venture Partners
1. QM22 Limited

Sequoia Capital China
2. SCC Venture 1V-Bright
(HK) Limited

Other Pre-IPO Investors

3. Blaze 02 Limited
4. Shanghai Tianzhiwei
Investments

Management Limited

5. Suzhou Qiming
Ronghe Venture
Investment Fund
(Limited Partnership)

Mr. Shuilong Xiao
Top Signs Global
Investments
Limited

Mr. Yushi Liu

Mr. Dingqging Sun

Mr. Qiming Zhang
Shangyu Qiming

Investment Limited
Mr. Qiming Zhang

Mr. Dingging Sun
Mr. Shuilong Xiao

US$8,031,250

US$6,250,000

US$2,500,000

US$1,718,750

US$26,807,000

US$1,444,500

US$568,000

US$1,125,000
US$500,000
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RMB1,606,250

RMB1,250,000

RMB500,000

RMB343,750

RMB5,361,400

RMB288,900

RMB113,600

RMB225,000
RMB100,000

September 25,
2015
September 15,
2015

September 16,
2015
September 30,
2015

September 18,
2015

August 19, 2015

August 19, 2015

October 8, 2015
October 8, 2015
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(5) B-3 Round Pre-IPO Investment by Dinova Capital and Certain Other Pre-IPO Investors

On January 25, 2016, each of Adventure 03, Zhejiang Dinova, Golden Heat Management
Company Limited, DNA 01, Sloan New Products Investment Company Limited, Prime State
Ventures Limited, Shenzhen Dinova, Beijing Genesis Capital Investment (Holding) Co., Ltd., Tibet
Fenglong Xinglian Investment Center (Limited Partnership) entered into an equity transfer
agreement with certain of our then shareholders, pursuant to which each of the aforementioned
Pre-IPO Investors agreed to invest in our Company by transfer of the registered capital of our

Company. Details are set forth below:

Registered Date on which
Name of Pre-IPO Name of Capital consideration
No. Investor Transferor Consideration Transferred was fully settled

Dinova Capital

1.

Adventure 03

Blaze 02 Limited

US$6,302,000

RMB1,260,400

February 16, 2016

2. Zhejiang Dinova Blaze 02 Limited US$4,665,600 RMB933,120 February 16, 2016
3. DNA 01 Blaze 02 Limited US$1,334,400 RMB266,880 February 16, 2016
4. Shenzhen Dinova Shanghai US$2,012,500 RMB402,500 February 16, 2016
Tianzhiwei
Investments
Management
Limited
Other Pre-IPO Investors
5. Golden Heat Blaze 02 Limited US$4,500,000 RMB900,000 February 16, 2016
Management
Company Limited
6. Sloan New Products Blaze 02 Limited US$1,005,000 RMB201,000 February 16, 2016
Investment Company
Limited
7. Prime State Ventures Blaze 02 Limited US$500,000 RMB100,000 February 16, 2016
Limited
8. Beijing Genesis Ms. Yuanxin Yang US$500,000 RMB100,000 February 16, 2016
Capital Investment
(Holding) Co., Ltd.
9. Tibet Fenglong Ms. Yuanxin Yang US$2,000,000 RMB400,000 February 16, 2016

Xinglian Investment
Center (Limited
Partnership)
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(6) C-1 Round Pre-IPO Investment by Goldman Sachs

On February 24, 2016, each of Broad Street Investments Holding (Singapore) Pte. Ltd. and
MBD Bridge Street 2015 Investments (Singapore) Pte. Ltd. entered into an equity transfer
agreement with certain of our then shareholders, pursuant to which each of the aforementioned
Pre-IPO Investors agreed to invest in our Company by transfer of the registered capital of our
Company. Details are set forth below:

Registered Date on which
Name of Pre-IPO Name of Capital consideration
No. Investor Transferor Consideration Transferred was fully settled

Goldman Sachs

1. Broad Street Ms. Yuanxin Yang US$6,337,837.84 RMB1,018,581 March 3, 2016
Investments Holding
(Singapore) Pte. Ltd.

2. MBD Bridge Street Ms. Yuanxin Yang US$662,162.16 RMB106,419 March 3, 2016
2015 Investments
(Singapore) Pte. Ltd.

(7) C-2 Round Pre-IPO Investment by Goldman Sachs

On March 14, 2016, each of Broad Street Investments Holding (Singapore) Pte. Ltd. and
MBD Bridge Street 2015 Investments (Singapore) Pte. Ltd. entered into a capital increase
agreement with our Company and our then shareholders, pursuant to which each of the
aforementioned Pre-IPO Investors agreed to invest in our Company by subscription of the
increased registered capital of our Company. Details are set forth below:

Registered Date on which
Capital consideration
No. Name of Pre-IPO Investor Consideration Subscribed to was fully settled
Goldman Sachs
1. Broad Street Investments Holding (Singapore) US$9,054,054.05 RMB1,207,207 April 1, 2016
Pte. Ltd.
2. MBD Bridge Street 2015 Investments US$945,945.95 RMB126,126 April 1, 2016

(Singapore) Pte. Ltd.

(8) C-3 Round Pre-IPO Investment by Goldman Sachs

On May 12, 2017, each of Broad Street Investments Holding (Singapore) Pte. Ltd. and MBD
Bridge Street 2015 Investments (Singapore) Pte. Ltd. entered into a capital increase agreement
with our Company and our then shareholders, pursuant to which each of the aforementioned
Pre-IPO Investors agreed to invest in our Company by subscription of the increased registered
capital of our Company. Details are set forth below:

Registered Date on which
Capital consideration
No. Name of Pre-IPO Investor Consideration Subscribed to was fully settled
Goldman Sachs
1. Broad Street Investments Holding (Singapore) US$18,108,108.11 RMB1,719,356 May 22, 2017
Pte. Ltd.
2. MBD Bridge Street 2015 Investments US$1,891,891.89 RMB179,634 May 22, 2017

(Singapore) Pte. Ltd.
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(9) D-1 Round Pre-IPO Investment by DCP Capital

On April 26, 2018, Muheng Capital Partners (Hong Kong) Limited and Jiaxing Dechanghong
Investment Partnership (Limited Partnership) entered into a capital increase agreement with our
Company and our then shareholders, pursuant to which each of the aforementioned Pre-IPO
Investors agreed to invest in our Company by subscription of the increased registered capital of
our Company. Details are set forth below:

Registered Date on which
Capital consideration
No. Name of Pre-IPO Investor Consideration Subscribed to was fully settled
DCP Capital
1. Muheng Capital Partners (Hong Kong) Limited US$39,000,000 RMB2,337,772 June 6, 2018
2. Jiaxing Dechanghong Investment Partnership RMB200,000,000 RMB1,908,492 May 17, 2018

(Limited Partnership)

(10) D-2 Round Pre-IPO Investment by Qiming Venture Partners, Dinova Capital and Certain
Other Pre-IPO Investors

On April 26, 2018, each of Ming Zhi Investments Limited, KYW Fitness & Wellness
Management Limited, Ningbo Yuming Investment Management Partnership (Limited Partnership),
Zhejiang Dinova, DNA 01 entered into an equity transfer agreement with Blaze 02 Limited,
pursuant to which each of the aforementioned Pre-IPO Investors agreed to invest in our Company
by transfer of the registered capital of our Company. Details are set forth below:

Registered Date on which
Name of Pre-IPO Name of Capital consideration
No. Investor Transferor Consideration Transferred was fully settled
Qiming Venture Partners
1. Ming Zhi Investments Blaze 02 Limited US$3,686,170 RMB350,000 May 11, 2018
Limited
Dinova Capital
2. Zhejiang Dinova Blaze 02 Limited US$463,770 RMB44,035 May 11, 2018
3. DNA 01 Blaze 02 Limited US$222,400 RMB21,117 May 11, 2018
Other Pre-IPO Investors
4. KYW Fitness & Blaze 02 Limited US$1,000,000 RMB94,949 May 11, 2018
Wellness Management
Limited
5. Ningbo Yuming Blaze 02 Limited US$500,000 RMB47,475 May 11, 2018
Investment
Management

Partnership (Limited
Partnership)
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(11) D-3 Round Pre-IPO Investment by Certain Pre-IPO Investors

On April 26, 2018, each of Hangzhou Kouwen Shareholding Investment Partnership (Limited
Partnership), Shenzhen Futian Tongchuang Weiye Big Health Business Investment Partnership
(Limited Partnership), Golden Heat Management Company Limited and Hangzhou Erlangshen
Investment Partnership (Limited Partnership) entered into an equity transfer agreement with
Shenzhen Dinova, pursuant to which each of the aforementioned Pre-IPO Investors agreed to
invest in our Company by transfer of the registered capital of our Company. Details are set forth
below:

Registered Date on which
Name of Pre-IPO Name of Capital consideration
No. Investor Transferor Consideration Transferred was fully settled

1. Hangzhou Kouwen Shenzhen Dinova RMB32,868,379 RMB470,220 May 11, 2018
Shareholding
Investment
Partnership (Limited
Partnership)

2. Shenzhen Futian Shenzhen Dinova RMB16,434,190 RMB235,110 May 11, 2018
Tongchuang Weiye
Big Health Business
Investment
Partnership (Limited
Partnership)

3. Golden Heat Shenzhen Dinova US$1,395,605 RMB132,512 May 11, 2018
Management
Company Limited

4. Hangzhou Erlangshen Shenzhen Dinova RMB5,478,063 RMB78,370 May 11, 2018
Investment
Partnership (Limited
Partnership)

(12) D-4 Round Pre-IPO Investment by Certain Pre-IPO Investors

On October 11, 2018, each of Legend Architectural Design Co., Ltd and Poseidon Capital
Partners Management Limited entered into an equity transfer agreement with Mars Holding
Limited, pursuant to which Mars Holding Limited, on behalf of one of the grantees under the
Employee Incentive Scheme, transferred some of its interest in the registered capital of our
Company to the aforementioned Pre-IPO Investors. Details are set forth below:

Date on which

Name of Pre-IPO Name of Registered consideration
No. Investor Transferor Consideration Capital was fully settled
1. Legend Architectural Mars Holding US$16,000,000 RMB840,414 November 28,
Design Co., Ltd Limited 2018
2. Poseidon Capital Mars Holding US$2,000,000 RMB105,052 November 27,
Partners Management Limited 2018
Limited
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(13) E Round Pre-IPO Investment by Certain Pre-IPO Investors

On May 15, 2019, Jiangsu Zhaoyin Modern Production Shareholding Investment Fund Phase
| (Limited Partnership), Shenzhen Zhaoyin Gongying Shareholding Investment Partnership
(Limited Partnership), Taizhou Huitianjin Investment Partnership (Limited Partnership), Start New
Limited and Huzhou Muxin Health Production Investment Partnership (Limited Partnership)
entered into a capital increase agreement with our Company and our then shareholders, pursuant
to which each of the aforementioned Pre-IPO Investors agreed to invest in our Company by
subscription of the increased registered capital of our Company. Details are set forth below:

Registered Date on which
Capital consideration
No. Name of Pre-IPO Investor Consideration Subscribed to was fully settled
1. Jiangsu Zhaoyin Modern Production RMB121,950,000 RMB5,597,716 June 20, 2019
Shareholding Investment Fund Phase | (Limited
Partnership)
2. Shenzhen Zhaoyin Gongying Shareholding RMB1,350,000 RMB62,661 June 20, 2019
Investment Partnership (Limited Partnership)
3. Taizhou Huitianjin Investment Partnership RMB95,900,000 RMB4,402,516 June 14, 2019
(Limited Partnership)
4. Start New Limited US$10,000,000 RMB3,144,654 June 19, 2019
5. Huzhou Muxin Health Production Investment RMB20,550,000 RMB943,396 May 24, 2019

Partnership (Limited Partnership)

(14) Shareholding structure after the Pre-IPO Investments

For the shareholding structure of our Company after the completion of the Pre-IPO
Investments, please refer to “— Corporate Structure Immediately Prior to the Global Offering.”

(15) Information relating to the Pre-IPO Investors
Information of the Pre-IPO Investors are set out below:
(a) Qiming Venture Partners

Ming Zhi Investments (BVI) Limited is an investment holding company incorporated in the
British Virgin Islands. It is a wholly-owned subsidiary of Ming Zhi Investments Limited, a company
incorporated in Hong Kong, which is in turn 96.94% owned by Qiming Venture Partners Ill, L.P.
(“QVP III"), an exempted limited partnership registered in the Cayman Islands, and 3.06% owned
by Qiming Managing Directors Fund lll, L.P. (“QMD III"), an exempted limited partnership
registered in the Cayman Islands. Qiming GP lll, L.P., an exempted limited partnership organized
in the Cayman Islands, is the general partner of QVP Ill. Qiming Corporate GP lll, Ltd is the
general partner of Qiming GP IlI, L.P. and QMD III.

QM22 (BVI) Limited is an investment holding company incorporated in the British Virgin
Islands. It is a wholly-owned subsidiary of QM22 Limited, a company incorporated in Hong Kong,
which is in turn wholly-owned by Qiming Venture Partners Il Annex Fund, L.P. (“QVP Ill Annex”),
an exempted limited partnership registered in the Cayman Islands. Qiming GP Ill, L.P., an
exempted limited partnership registered in the Cayman Islands, is the general partner of QVP Il
Annex. Qiming Corporate GP lll, Ltd is the general partner of Qiming GP Ill, L.P..
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QVP IIl, QMD Il and QVP lll Annex are venture capital funds which are operated under
Qiming Venture Partners and registered in the Cayman Islands, focusing on investments in
companies in the media and Internet, information technology, consumer and retail, healthcare and
clean technology sectors across China. Qiming Venture Partners is a Sophisticated Investor (as
referred to in the Guidance Letter HKEx-GL92-18 issued by the Hong Kong Stock Exchange in
April 2018). Qiming Corporate GP Ill, Ltd. (“QCorp III’) is a Cayman Islands exempted company.
Voting and investment power of the Shares owned by Ming Zhi Investments (BVI) Limited and
QM22 (BVI) Limited is exercised by the board of directors of QCorp Ill, which consists of Mr.
Duane Kuang, an Independent Third Party, Mr. Gary Rieschel, an Independent Third Party and
Ms. Leung.

(b) Sequoia Capital China

SCC Venture IV-Bright (HK) Limited is a limited company incorporated in Hong Kong. Its sole
shareholder is Sequoia Capital China Venture Fund IV, L.P., an investment fund whose primary
purpose is to make equity investment in private companies and which is a Sophisticated Investor
(as referred to in the Guidance Letter HKEx-GL92-18 issued by the Hong Kong Stock Exchange
in April 2018).

(c) Goldman Sachs

Broad Street Investments Holding (Singapore) Pte. Ltd. (“BSIH”) and MBD Bridge Street
2015 Investments (Singapore) Pte. Ltd. (“MBD,” together with BSIH, collectively the “Goldman
Sachs Entities”) are companies incorporated under the laws of the Republic of Singapore with
limited liability as investment vehicles. BSIH is ultimately wholly owned by The Goldman Sachs
Group, Inc. (the “Goldman Sachs Group”), a company incorporated under the laws of Delaware
and whose shares are listed on the NYSE (ticker symbol: GS). BSIH is managed by the Principal
Investments Area of the Goldman Sachs Group (“PIA”). PIA is a Sophisticated Investor (as
referred to in the Guidance Letter HKEx-GL92-18 issued by the Hong Kong Stock Exchange in
April 2018). MBD is held by multiple employee funds of the Goldman Sachs Group, among which,
all general partners of the funds are wholly-owned subsidiaries of the Goldman Sachs Group.

(d) DCP Capital

Muheng Capital Partners (Hong Kong) Limited is a company incorporated in Hong Kong and
is wholly-owned by Red Giant Limited, a company incorporated in the Cayman Islands, which is
ultimately owned by DCP Capital Partners, L.P., a limited partnership organized in the Cayman
Islands. DCP General Partner, Ltd., a company incorporated in the Cayman Islands, is the general
partner of DCP Capital Partners, L.P..

Jiaxing Dechanghong Investment Partnership (Limited Partnership) is a limited partnership
organized in the PRC and focused on investments holding in China. Jiaxing Demenghong
Investment Partnership (Limited Partnership) (&S EEMEREEAREGE)), a limited
partnership organized in the PRC, is the general partner of Jiaxing Dechanghong Investment
Partnership (Limited Partnership).

Each of DCP General Partner, Ltd. and Jiaxing Demenghong Investment Partnership
(Limited Partnership) is a company and a limited partnership managed by DCP Capital. DCP
Capital is an international private equity firm that manages private equity funds which invest in
portfolio companies with a focus on opportunities in Asia. DCP Capital Partners L.P. and Jiaxing
Dechanghong Investment Partnership (Limited Partnership) are Sophisticated Investors (as
referred to in the Guidance Letter HKEx-GL92-18 issued by the Hong Kong Stock Exchange in
April 2018).
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(e) Dinova Capital

Shenzhen Dinova, Zhejiang Dinova, Adventure 03 and DNA 01 are entities managed by
Dinova Capital, an international venture capital firm focusing on investments in healthcare and
innovative technology industry, and controlled by Mr. Zi. For details of the background of these
entities, see “Relationship with Our Controlling Shareholders.”

(f) Other Pre-IPO Investors

Blaze 02 Limited is an investment holding company incorporated in Hong Kong and is
wholly-owned by Adventure 08 Limited, which is in turn wholly-owned by Ms. Minmin Sun, who is
an Independent Third Party.

Shanghai Tianzhiwei Investments Management Limited (K2 &8 EE AR F]) is an
investment holding company incorporated in the PRC. It is 50% owned by each of Ms. Bangsong
Ding, the mother of Mr. Zi and Ms. Jinxian Min, an Independent Third Party, respectively. Shanghai
Tianzhiwei Investments Management Limited does not currently hold any shares of our Company.

Suzhou Qiming Ronghe Venture Investment Fund (Limited Partnership) (%M & B il & A 26 8%
EHBMAEFAEREE)) is a limited partnership organized in the PRC, of which Suzhou Qicheng
Investment Management Partners (Limited Partnership) (ffME R EEI G B CEAREE)) is
the general partner.

Golden Heat Management Company Limited is an investment holding company incorporated
in Hong Kong and is wholly-owned by Mr. Michael Yi Wei Zhao, who served as a Director of our
Company from January 25, 2016 to November 26, 2018. Save as disclosed above, Golden Heat
Management Company Limited is an Independent Third Party.

Sloan New Products Investment Company Limited is an investment holding company
incorporated in Hong Kong and is wholly-owned by Sloan Investment Company Limited, a
company incorporated in the British Virgin Islands and in turn wholly-owned by Mr. Chi Keung
Chan, who is an Independent Third Party.

Prime State Ventures Limited is an investment holding company incorporated in the British
Virgin Islands and wholly-owned by Mr. Kim Cheung, who is an Independent Third Party.

Beijing Genesis Capital Investment (Holding) Co., Ltd. is an investment holding company
incorporated in the PRC and is 50% owned by each of Mr. Quan Li, an Independent Third Party,
and Ms. Yumei Wang, an Independent Third Party, respectively.

Tibet Fenglong Xinglian Investment Center (Limited Partnership) is a limited partnership
organized in the PRC and focused on investment holding. Dazi Delian Investment Management
Limited (EMIERHEEHAMRAH), a wholly-owned subsidiary of Beijing Genesis Capital
Investment (Holding) Co., Ltd., is its general partner.

KYW Fitness & Wellness Management Limited is an investment holding company
incorporated in Hong Kong and wholly-owned by Ms. Kristine Yi Wang, who has family relationship
with Mr. Michael Yi Wei Zhao.

Ningbo Yuming Investment Management Partnership (Limited Partnership) is a limited

partnership organized in the PRC and focused on investment holding. Mr. Jia Zhenyu is its general
partner, who is an Independent Third Party.
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Shenzhen Futian Tongchuang Weiye Big Health Business Investment Partnership (Limited
Partnership) and Hangzhou Kouwen Shareholding Investment Partnership (Limited Partnership)
are limited partnerships organized in the PRC and focused on asset management. Shenzhen
Tongchuang Jinxiu Asset Management Limited (3188346 & = & 24 A7), a private equity
investment company incorporated in the PRC, is the general partner of Shenzhen Futian
Tongchuang Weiye Big Health Business Investment Partnership (Limited Partnership). Hangzhou
Tongchuang Weiye Asset Management Limited (HLJM [R]85 3 & & HA FR/A F]), another private
equity investment company, is the general partner of Hangzhou Kouwen Shareholding Investment
Partnership (Limited Partnership). Shenzhen Tongchuang Jinxiu Asset Management Limited and
Hangzhou Tongchuang Weiye Asset Management Limited are wholly-owned subsidiaries of
Shenzhen Cowin Asset Management Co., Ltd. (FEIIIF] &5 2 & a4 FEAT PR 7).

Hangzhou Erlangshen Investment Partnership (Limited Partnership) is a limited partnership
organized in the PRC and focused on investment holding. Hangzhou Qianying Zhanyi Investment
Management Co., Ltd. (M8 RE K EEIARAF) is its general partner.

Legend Architectural Design Co., Ltd is an investment holding company incorporated in the
British Virgin Islands and wholly-owned by Mr. Wei Cui, who is an Independent Third Party.

Poseidon Capital Partners Management Limited is an investment holding company
incorporated in the Cayman lIslands and wholly-owned by Ms. Yagian Wang, who is an
Independent Third Party.

Jiangsu Zhaoyin Modern Production Shareholding Investment Fund Phase | (Limited
Partnership) is a limited partnership organized in the PRC and focused on equity investments and
relevant consulting businesses. Jiangsu Zhaoyin Chanye Fund Management Ltd. (7L#f$A R 2= 33
EEHABRAF) is its general partner.

Shenzhen Zhaoyin Gongying Shareholding Investment Partnership (Limited Partnership) is
a limited partnership organized in the PRC and focused on equity investments and relevant
consulting businesses. Shenzhen Hongshu Chengzhang Investment Management Ltd. (ZEYII50A
ARG E A R F) is its general partner.

Taizhou Huitianjin Investment Partnership (Limited Partnership) (“Huitianjin”) is a limited
partnership organized in the PRC and focused on equity investment and relevant consulting
businesses. Shanghai Renjin Investment Management Center (Limited Partnership) ({44
EEMPL(HERAY)) (“Shanghai Renjin”) is its general partner. Shanghai Renijin, two corporate
limited partners and 26 individual limited partners of Huitianjin each holds an interest of less than
10% in the share capital of Huitianjin. Shanghai Renjin is owned as to 50% by Shanghai Renren
Asset Management Limited (i~ & & & #4 FR/A F]), which is in turn owned as to 95% by Ms.
Jianping Liang and 5% by Mr. Jin Liang, who are Independent Third Parties. The remaining 50%
shareholding of Shanghai Renjin is held by Ms. Jianping Liang. The pre-IPO investment of
Huitianjin in our Company was funded by the capital of Huitianjin.

Start New Limited is an investment holding company incorporated in Hong Kong and is
wholly-owned by ABCI Investment Management Limited which is ultimately wholly-owned by
Agricultural Bank of China whose shares are listed on the Hong Kong Stock Exchange (Stock
Code: 1288) and Shanghai Stock Exchange (Stock Code: 601288).

— 203 —



HISTORY, DEVELOPMENT AND CORPORATE STRUCTURE

Huzhou Muxin Health Production Investment Partnership (Limited Partnership) is a limited
partnership organized in the PRC and focused on investments in healthcare, industrial and
medical businesses. Dunhou Shareholding Investment Management (Hangzhou) Limited (ZU% /%
RERCEE B (L) AR H]) is its general partner.

Save as disclosed above, each of the Pre-IPO Investors is an Independent Third Party.
Terms of the Pre-IPO Investments

The following table summarizes the key terms of the Pre-IPO Investments to our Company
made by the Pre-IPO Investors:

A B-1 B-2 B-3 C-1 C-2 C-3 D-1 D-2 D-3 D-4 E
Round Round Round Round Round Round Round Round Round Round Round Round

Investment cost  HK$3.9  HK$44  HK$5.5  HK$55  HK$6.8  HKS8.2  HK$11.5  HK$17.4  HKS11.5  HK$11.0  HK$20.9  HKS$24.5
per share . . .

Discount to the ~ 87.4% 85.8% 82.3% 82.3% 78.1% 73.5% 62.9% 43.9% 62.9% 64.5% 32.6% 21.0%
Offer Price™ .

Lock-up Period . Pursuant to the applicable PRC law, within the 12 months following the Listing Date, all current Shareholders (including the Pre-IPO Investors) could not
dispose of any of the Shares held by them.

Use of proceeds ~ We utilized the proceeds from Ato D-4 Rounds Pre-IPO Investments for general corporate operations, R&D, sales and marketing. As of the Latest Practicable
from the Pre-  Date, the proceeds from these rounds of Pre-IPO Investments had been fully used up.
IPO Investors’

investment . . As of the Latest Practicable Date, we utilized approximately RMB124.4 million of the proceeds of approximately RMB309 million from E Round Pre-IPO

Investment for the clinical trials of Keystone, staff costs, R&D, sales and marketing. We plan to utilize the remaining RMB184.6 million for the same purposes
as stated above by the end of 2019.

Strategic benefits At the time of the investors’ investment, the Directors are of the view that our Company can be benefited from the additional funds provided by the Pre-IPO
to our Investors in our Company and the knowledge and experience of the Pre-IPO Investors.
Company
brought by the
Pre-IPO
Investors . . .

Note:

(1)  The discount to the Offer Price is calculated based on the assumption that the Offer Price is HK$31.0 per Share
(being the mid-point of the indicative Offer Price range of HK$29.0 to HK$33.0).

(17) Rights of the Pre-IPO Investors

Pursuant to the amended Shareholders’ agreement entered into among shareholders of our
Company on April 26, 2018 and the other agreements mentioned below, the Pre-IPO Investors
had been granted certain special rights, including, among others, divestment rights, dividend
rights, liquidation rights, rights to elect director and participate in the Board, preemptive rights,
rights to approve increase in share capital and right of first refusal and co-sale. Except the profit
guarantee and divestment rights as described below, all other special rights shall cease to be
effective and be discontinued upon Listing.
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(a) Profit Guarantee

On April 26, 2018, Muheng Capital Partners (Hong Kong) Limited (“Muheng”) and Jiaxing
Dechanghong Investment Partnership (Limited Partnership) (“Jiaxing”) entered into a profit
guarantee agreement, as amended by a supplemental agreement dated April 30, 2019, with,
among others, Mr. Zeng and Mr. Zi (the “Profit Guarantee Agreement”). Pursuant to the Profit
Guarantee Agreement, Mr. Zeng and Mr. Zi guaranteed to Muheng and Jiaxing that the audited
consolidated net profit of our Company for the financial year ending December 31, 2023 (the
“2023 Audited Net Profit”) shall not be less than RMB500,000,000 (subject to certain
adjustments in the event of dilution of the shareholding percentage of Muheng and Jiaxing in the
Company, except the Global Offering) (the “2023 Audited Net Profit Target”), failing which
Muheng and Jiaxing may elect to require that Mr. Zeng, Mr. Zi and the entities through which Mr.
Zeng and Mr. Zi hold their Shares in our Company to transfer such number of Shares representing
the following shareholding percentage in the total issued share capital of our Company (the “Profit
Guarantee Compensation Shares”): the shareholding percentage of Muheng and Jiaxing in our
Company immediately prior to the transfer of the Profit Guarantee Compensation Shares x ((2023
Audited Net Profit Target/Actual 2023 Audited Net Profit) -1). In any event, the Profit Guarantee
Compensation Shares shall not represent more than 2% of the then total issued share capital of
our Company.

(b) Divestment Rights

On April 30, 2019, Jiaxing entered into an additional agreement with, among others, Mr. Zeng
and Mr. Zi (the “DCP Agreement”). Pursuant to the DCP Agreement, the parties agreed that in the
event that (i) the planned listing of the Domestic Shares in the PRC (the “A Share Listing”) is not
completed by December 31, 2022, with a valuation of our Company (calculated using the total
issued share capital of our Company at the relevant time) immediately prior to the A Share Listing
of not less than US$850 million, as agreed among the parties after arms’ length negotiations with
reference to the expected valuation of our Company by the aforesaid date and the expected return
of investment of the investors, and (ii) the Shares held by Jiaxing cannot be traded on the Hong
Kong Stock Exchange by December 31, 2022, Jiaxing is entitled to request Mr. Zeng, Mr. Zi and
the entities through which Mr. Zeng and Mr. Zi hold their Shares in our Company to repurchase
the Domestic Shares held by Jiaxing in part or in full (the “Jiaxing Divestment Option”). The
purchase price will be equal to the investment amount paid by Jiaxing plus 10% compound interest
per annum from the date of settlement of the investment amount to the date of payment of the
repurchase price (as adjusted by any distributable profit). The Jiaxing Divestment Option is not
available to the Unlisted Foreign Shares or H Shares held by Muheng. The Jiaxing Divestment
Option will cease to have effect in the event that the relevant Domestic Shares are qualified to be
traded on the Hong Kong Stock Exchange or are qualified to apply for conversion of relevant
Domestic Shares into H Shares by the end of 2022.

On May 15, 2019, Jiangsu Zhaoyin Modern Production Shareholding Investment Fund Phase
| (Limited Partnership) and Shenzhen Zhaoyin Gongying Shareholding Investment Partnership
(Limited Partnership) (the “CMB Entities”) entered into an agreement with, among others, Mr.
Zeng and Mr. Zi (the “CMB Agreement”). Pursuant to the CMB Agreement, the parties agreed that
in the event that (i) the A Share Listing is not completed by December 31, 2023, with a valuation
of our Company (calculated using the total issued share capital of our Company at the relevant
time) at the time of the A Share Listing of not less than US$1.2 billion, as agreed among the parties
after arms’ length negotiations with reference to the expected valuation of our Company by the
aforesaid date and the expected return of investment of the investors, and (ii) the Shares held by
the CMB Entities cannot be traded on the Hong Kong Stock Exchange by the same time, the CMB
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Entities are entitled to request Mr. Zeng, Mr. Zi and the entities through which Mr. Zeng and Mr.
Zi hold their Shares in our Company to repurchase the Domestic Shares held by the CMB Entities
in part or in full (the “CMB Divestment Option”). The purchase price will be equal to the
investment amount paid by the CMB Entities plus 10% compound interest per annum from the
date of settlement of the investment amount to the date of payment of the repurchase price (as
adjusted by any distributable profit). The CMB Divestment Option will cease to have effect in the
event that the relevant Domestic Shares are qualified to be traded on the Hong Kong Stock
Exchange or are qualified to apply for conversion of relevant Domestic Shares into H Shares by
the end of 2023.

On June 7, 2019, SCC Venture 1V-Bright (HK) Limited (“SCC”) entered into an agreement
with Mr. Zeng and Mr. Zi (the “SCC Agreement”). Pursuant to the SCC Agreement, the parties
agreed that with effect from the Listing, in the event that the A Share Listing is not completed by
June 30, 2022 and the Shares held by SCC cannot be traded on the Hong Kong Stock Exchange,
SCC is entitled to request Mr. Zeng and Mr. Zi to repurchase the Unlisted Foreign Shares held by
SCC in part or in full (the “SCC Divestment Option”) by delivering a written notice. The purchase
price for each Share will be equal to the average price of H Shares in the ten days prior to the date
of the written notice, which is calculated by dividing the total trading amount of H Shares in the
ten days by the total trading volume of H Shares in the ten days. If (i) the conversion of the
Unlisted Foreign Shares of SCC into H Shares is approved subsequent to the Listing, or (ii) the
Unlisted Foreign Shares subsequently become qualified to be traded on the Hong Kong Stock
Exchange after Listing, the SCC Agreement and the SCC Divestment Option will cease to have
effect.

Following the Listing and prior to the A Share Listing, the share capital of our Company will
comprise H Shares, Unlisted Foreign Shares and Domestic Shares, which carry different rights
and are regarded as different classes of Shares under the Articles of Association. Whereas H
Shares will be freely transferable on the Hong Kong Stock Exchange after the Listing, Domestic
Shares and Unlisted Foreign Shares are not tradeable publicly. As such, Jiaxing, the CMB Entities
and SCC are subject to significantly different risks, relating to the lack of liquidity of the Domestic
Shares and Unlisted Foreign Shares (as the case may be) they invested in if the A Share Listing
does not proceed, compared to investors in the Global Offering who invest in H Shares. The
Jiaxing Divestment Option, the CMB Divestment Option and the SCC Divestment Option were
granted to cater for such risks which investors in the Global Offering are not subject to. In addition,
the Jiaxing Divestment Option, the CMB Divestment Option and the SCC Divestment Option were
granted by Mr. Zeng and Mr. Zi and will not be funded by the Company. Therefore, they do not fall
within Guidance Letter HKEx-GL43-12 issued in October 2012 by the Hong Kong Stock Exchange
and can survive the Listing.

(18) Joint Sponsors’ Confirmation

On the basis that (i) the consideration for the Pre-IPO Investments was irrevocably settled
more than 28 clear days before the date of our first submission of the listing application to the
Hong Kong Stock Exchange; and (ii) the special rights granted to the Pre-IPO Investors shall
cease to be effective and be discontinued upon the Listing (save for (a) the profit guarantee as
described above, and (b) the divestment rights as described above), the Joint Sponsors confirm
that the Pre-IPO Investments are in compliance with the Interim Guidance on Pre-IPO
Investments issued by the Hong Kong Stock Exchange on October 13, 2010 and as updated in
March 2017 and the Guidance Letter HKEx-GL43-12 issued by the Hong Kong Stock Exchange
in October 2012 and as updated in July 2013 and March 2017.
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PUBLIC FLOAT

The Shares held by Jiaxing Dechanghong Investment Partnership (Limited Partnership),
Shenzhen Dinova, Zhejiang Dinova, Suzhou Qiming Ronghe Venture Investment Fund (Limited
Partnership), Beijing Genesis Capital Investment (Holding) Co., Ltd., Tibet Fenglong Xinglian
Investment Center (Limited Partnership), Ningbo Yuming Investment Management Partnership
(Limited Partnership), Shenzhen Futian Tongchuang Weiye Big Health Business Investment
Partnership (Limited Partnership), Hangzhou Kouwen Shareholding Investment Partnership
(Limited Partnership), Hangzhou Erlangshen Investment Partnership (Limited Partnership),
Jiangsu Zhaoyin Modern Production Shareholding Investment Fund Phase | (Limited
Partnership), Shenzhen Zhaoyin Gongying Shareholding Investment Partnership (Limited
Partnership), Taizhou Huitianjin Investment Partnership (Limited Partnership), Huzhou Muxin
Health Production Investment Partnership (Limited Partnership), the PRC Employee Entities and
Ms. Meihua Zhao will not be considered as part of the public float as the Shares they hold are
Domestic Shares which will not be converted into H Shares and listed following the completion of
the Global Offering.

The Shares held by Horizon Binjiang LLC, QM22 (BVI) Limited, SCC Venture IV-Bright (HK)
Limited, Adventure 03 Limited, DNA 01 (Hong Kong) Limited, Sloan New Products Investment
Company Limited, Blaze 02 Limited, Prime State Ventures Limited, KYW Fitness & Wellness
Management and MZX Hong Kong Limited will not be considered as part of the public float as the
Shares they hold are Unlisted Foreign Shares which will not be converted into H Shares and listed
following the completion of the Global Offering.

The Shares held by Ming Zhi Investments (BVI) Limited will not be considered as part of the
public float because it is under the control of QCorp Il (as defined above), which is entitled to
control the exercise of more than 10% of the voting power at the general meeting of our Company.
QCorp lll is a substantial shareholder and a core connected person of our Company as defined
under the Listing Rules.

The Shares held by the Offshore Employee Entities will not be considered as part of the
public float because they are controlled by Mr. Lim, a core connected person of our Company as
defined under the Listing Rules.

The Shares held by Legend Architectural Design Co., Ltd, Poseidon Capital Partners
Management Limited and Start New Limited are Unlisted Foreign Shares which will be converted
into H Shares and listed following the completion of the Global Offering. As these entities will not
be core connected persons of our Company upon Listing, are not accustomed to take instructions
from core connected persons in relation to the acquisition, disposal, voting or other disposition of
their Shares and their acquisition of Shares were not financed directly or indirectly by core
connected persons, the H Shares held by them will be counted towards the public float for the
purpose of Rule 8.08 of the Listing Rules after the Listing.

The Shares held by each of Broad Street Investments Holding (Singapore) Pte. Ltd.
(7,278,710 Unlisted Foreign Shares and 20,893,939 H Shares upon conversion after completion
of the Global Offering), MBD Bridge Street 2015 Investments (Singapore) Pte. Ltd. (760,463
Unlisted Foreign Shares and 2,182,946 H Shares upon conversion after completion of the Global
Offering), Muheng Capital Partners (Hong Kong) Limited (3,934 Unlisted Foreign Shares and
16,690,318 H Shares upon conversion after completion of the Global Offering) and Golden Heat
Management Company Limited (7,373,650 Unlisted Foreign Shares and 1,617,676 H Shares upon
conversion after completion of the Global Offering) comprise (i) Unlisted Foreign Shares which will

— 207 —



HISTORY, DEVELOPMENT AND CORPORATE STRUCTURE

not be converted into H Shares and listed following the completion of the Global Offering, and (ii)
H Shares which will be converted from Unlisted Foreign Shares following the completion of the
Global Offering. As they will not be core connected persons of our Company upon Listing, are not
accustomed to take instructions from core connected persons in relation to the acquisition,
disposal, voting or other disposition of their Shares and their respective acquisition of Shares was
not financed directly or indirectly by core connected persons, the H Shares held by them will be
counted towards the public float for the purpose of Rule 8.08 of the Listing Rules after the Listing.
The Unlisted Foreign Shares held by them will not be considered as part of the public float as they
will not be converted into H Shares and listed following the completion of the Global Offering.

Pursuant to the applicable PRC law, within the 12 months following the Listing Date, all
current Shareholders could not dispose of any of the Shares held by them.

THE A SHARE LISTING

We plan to conduct the offering and listing of A shares at an appropriate time after the Global
Offering. As of the Latest Practicable Date, we have not determined the size and scope of the
contemplated A share offering and have not made any application to any recognized stock
exchange in the PRC for approval for the listing of any A shares. There is no assurance we will
conduct an A share offering in the future.

ACQUISITIONS AND INVESTMENTS
Formation of Sino-Foreign Equity Joint Venture with Colibri Heart Valve LLC

On August 16, 2016, our Company entered into an equity joint venture contract with Colibri
Heart Valve LLC (“Colibri”), a Delaware corporation of which our Company has 6.89%
shareholding, pursuant to which we agreed with Colibri to establish a Sino-foreign equity joint
venture with the name of Venibri Medtech Inc (#77LEBIF} g 5 R FHL A FRA F]) (“Venibri?), in order
to develop, register, market and sell heart valve products in China.

Venibri would develop and commercialize Colibri’s balloon expandable aortic product and our
self-expanding aortic product that utilize Colibri’s proprietary tissues and related technology in
China and certain other countries in Asia. Pursuant to a license and collaboration agreement we
entered into with Colibri on August 16, 2016, we and Colibri granted to Venibri the right to develop,
manufacture and commercialize such products in China and certain other countries in Asia as
defined in the agreement.

Venibri is a limited liability company incorporated under the laws of the PRC with a registered
capital of US$10 million, of which we agreed to contribute US$8.5 million (85%) and Colibri agreed
to contribute US$1.5 million (15%). Venibri was established on August 16, 2016. We will contribute
US$8.5 million, in an equivalent RMB amount in cash, to the registered capital of Venibri in a
period of 30 years pursuant to the equity joint venture contract. Colibri contributed US$1.5 million
to the registered capital of Venibri on February 27, 2017.

Regulatory recordation of the MOFCOM was completed for the formation of Venibri. The
formation of Venibri has been properly and legally completed, as advised by our PRC Legal

Advisor.
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Acquisition of Certain Assets of InterValve, Inc.

On November 25, 2016, in order to achieve better promotion, utilization and popularization
of TAVR, our subsidiary, InterValve Medical Inc., entered into an asset purchase agreement with
InterValve, Inc. (the “InterValve Seller”), a Delaware corporation and an Independent Third Party,
pursuant to which InterValve Medical Inc. agreed to purchase from the InterValve Seller certain
assets for a consideration of approximately US$2.9 million and a royalty equal to 5% of the annual
worldwide royalty product sales (excluding in the PRC) for certain products as defined in the asset
purchase agreement (the “InterValve Royalty,” and the acquisition, the “InterValve
Acquisition”). The assets purchased under the InterValve Acquisition included all intellectual
property, patient data set, inventory, raw materials, goods, information system and hardware, and
certain machinery, equipment and governmental permits with respect to the business of treatment
of heart valves then owned by the InterValve Seller. The consideration for the InterValve
Acquisition was determined by arms’ length negotiations between the parties, with reference to
the value of the intellectual property, patient data, inventory, machinery, governmental permits and
other assets purchased.

Our Group has satisfied the consideration of approximately US$2.9 million payable for the
InterValve Acquisition in cash, which was fully settled in May 2018, but shall continue to pay the
InterValve Royalty until the later of (i) the expiration of certain intellectual property rights
specifically listed in an appendix to the asset purchase agreement or (ii) the fifteenth anniversary
of the closing date of the InterValve Acquisition on June 6, 2017.

Regulatory approvals of Health Canada and the British Standards Institutions have been
obtained for the InterValve Acquisition. The InterValve Acquisition has been properly and legally
completed.

Acquisition of Keystone

In order to develop a comprehensive product portfolio to achieve full product offerings for
transcatheter heart valve replacement procedures and to execute our global expansion strategy,
(i) our Company entered into a share purchase agreement dated January 11, 2018, as amended
and supplemented by an addendum dated May 23, 2018 (the “Share Purchase Agreement”),
with, among others, Keystone Heart, and (ii) Venus Medtech (Hong Kong) Limited, our
wholly-owned subsidiary, entered into an agreement and plan of merger dated September 22,
2018 (the “Plan of Merger”) with, among others, Keystone Heart, a company incorporated in
Israel and an Independent Third Party before completion of the Keystone Acquisition (as defined
below). Pursuant to the Share Purchase Agreement and the Plan of Merger, we acquired all equity
interests in Keystone Heart and Keystone Heart became a wholly-owned subsidiary of Venus
Medtech (Hong Kong) Limited (the “Keystone Acquisition”).

Keystone Heart is a medical device company developing and manufacturing CEP devices to
reduce the risk of stroke, neurocognitive decline and dementia caused by brain emboli associated
with cardiovascular procedures. See “Business” for details of the business and operations of
Keystone Heart.

Pursuant to the Share Purchase Agreement and the Plan of Merger, the consideration for the
Keystone Acquisition comprises: (i) US$71.9 million payable to the then shareholders of Keystone
Heart; and (ii) US$2.9 million milestone payment for certain management of Keystone Heart
accrued from the date of the Plan of Merger to closing, as further discussed below.
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The consideration for the Keystone Acquisition was determined after arms’ length
negotiations between the parties with reference to, among other things, (i) the net assets value of
Keystone Heart, (ii) the business prospects of Keystone Heart, and (iii) the revenue expected to
be generated by Keystone TriGUARD3 CEP device.

As of the Latest Practicable Date, our Group had already paid approximately US$34.2 million
for the consideration of the Keystone Acquisition to the then shareholders of Keystone Heart. The
remaining US$37.7 million shall be paid following the authorization and clearance by the FDA to
market and sell Keystone TriGUARD3™ CEP device (the “FDA Milestone”).

In addition, pursuant to the Plan of Merger, our Company agreed to pay a bonus of US$5
million to certain management members of Keystone Heart (the “Milestone Bonuses”): US$2
million had been paid upon closing and US$2 million had been paid following the completion of the
REFLECT Phase Il enrollment, and therefore in total US$4 million had been paid as of the Latest
Practicable Date. The remaining US$1 million shall be paid following the FDA Milestone.

US$2.9 million, representing the sum of (i) US$2 million, being the Milestone Bonuses paid
upon closing, and (ii) US$0.9 million, being the portion of the remaining US$3 million accrued from
the date of the Plan of Merger to the closing, is recognized as part of the consideration pursuant
to the relevant accounting standards. See Note 33 of Appendix IA to this Prospectus.

Regulatory approval of the Registrar of Companies and Partnerships of the Ministry of
Justice of Israel has been obtained for the Keystone Acquisition. The Keystone Acquisition has
been properly and legally completed on December 26, 2018.

We will use part of our net proceeds from the Global Offering to fund payment of
consideration and other transactions expenses related to the Keystone Acquisition. For details,
see “Future Plans and Use of Proceeds.”

PRC REGULATORY REQUIREMENTS

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 ( B A R R@E AR B 102 w55 M RE FOR FE RGNS AT B 14 Y 7
A1) ) (“SAFE Circular 37”), issued and effective on July 4, 2014. SAFE Circular 37 requires PRC
residents to register with local branches of the SAFE in connection with their direct establishment
or indirect control of an offshore entity, for the purpose of overseas investment and financing, with
assets or equity interests of onshore companies or offshore assets or interests held by the PRC
residents, referred to in SAFE Circular 37 as a “special purpose vehicle.” SAFE Circular 37 further
requires amendment to the registration in the event of any significant changes with respect to the
special purpose vehicle. 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 PRC residents 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
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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.

On February 13, 2015, SAFE promulgated the Notice on Further Simplifying and Improving
Policies for the Foreign Exchange Administration of Direct Investment ( [ &M 2 )5 B i 3 —
AL RN e R E SN AE FREUR A48 1) ), or SAFE Circular 13, which came into effect on June
1, 2015, pursuant to which, local banks shall review and handle foreign exchange registration for
overseas direct investment, including the initial foreign exchange registration and amendment
registration under SAFE Circular 37, while the application for remedial registrations shall still be
submitted to, reviewed and handled by the relevant local branches of the SAFE.

As of the Latest Practicable Date, one of our ultimate Shareholders holding less than 1%
shareholding of our Company did not conduct his registration with the SAFE. Our PRC Legal
Advisor is of the view that given SAFE Circular 37 and the relevant laws and regulations do not
contain provisions on the legal responsibility of a company in the event that shareholders of that
company did not conduct their registration with the SAFE, unless the SAFE or its local branches
release explicit requirements or adopt different interpretation on the relevant PRC laws and
regulations in the future, it is unlikely that our Company and its PRC subsidiaries will be
sanctioned by the SAFE or its local branches.
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Notes:

(0)

(1

(2

(3)

(4)

(5)

™)

The aggregate of the percentage figures in this chart may not add up to 100% due to rounding of the percentage
figures to two decimal places.

Horizon Binjiang is a company incorporated in California, the United States, and wholly-owned by Mr. Zeng. For
details, see “Relationship with Our Controlling Shareholders.”

For details of Mr. Zi’s shareholding and how he controlled the intermediaries and the PRC Employee Entities, see
“Relationship with Our Controlling Shareholders.”

For details of the background of Qiming Venture Partners, Qiming Venture Partners, Goldman Sachs, DCP Capital,
Sequoia Capital China, Mr. Michael Yi Wei Zhao and Shenzhen Cowin Asset Management Co., Ltd., see “— Pre-IPO
Investment — Information relating to the Pre-IPO Investors.”

Mr. Lim indirectly held shareholding of our Company through the Offshore Employee Entities. For details of Mr. Lim’s
shareholding and how he controlled the Offshore Employee Entities, see “— Establishment and Development of our
Company — (2) Major Shareholding Changes of our Company during the Track Record Period.”

For details of the background of Legend Architectural Design Co., Ltd, see “— Pre-IPO Investment — Information
relating to the Pre-IPO Investors.”

14 certain other Shareholders each held less than 1% shareholding of our Company immediately prior to the Global
Offering, with details as set out below:

Ms. Meihua Zhao™, an Independent Third Party, held shareholding of our Company of 0.51%.

MZX Hong Kong Limited® held shareholding of our Company of 0.29%. It is a company incorporated in Hong Kong
and is wholly-owned by Mr. Haiyue Ma, our Chief Financial Officer.

For details of the background of the other Shareholders, including Tibet Fenglong Xinglian Investment Center
(Limited Partnership)® (0.91%), Suzhou Qiming Ronghe Venture Investment Fund (Limited Partnership)® (0.74%),
Sloan New Products Investment Company Limited® (0.46%), Huzhou Muxin Health Production Investment
Partnership (Limited Partnership)® (0.30%), Poseidon Capital Partners Management Limited® (0.24%), Beijing
Genesis Capital Investment (Holding) Co., Ltd."") (0.23%), Blaze 02 Limited® (0.23%), Prime State Ventures
Limited® (0.23%), KYW Fitness & Wellness Management Limited® (0.22%), Hangzhou Erlangshen Investment
Partnership (Limited Partnership)® (0.18%), Ningbo Yuming Investment Management Partnership (Limited
Partnership)® (0.11%) and Shenzhen Zhaoyin Gongying Shareholding Investment Partnership (Limited
Partnership)® (0.02%), see “— Pre-IPO Investment — Information relating to the Pre-IPO Investors.”

The remaining 15% shareholding of Venibri Medtech Inc. is owned by Colibri Heart Valve LLC, of which our
Company holds 6.89% shareholding.

Remarks

(A)

(B)

(©)

The Shares held by these Shareholders are Domestic Shares.
The Shares held by these Shareholders are Unlisted Foreign Shares.

The Shares held by Shenzhen Dinova and Zhejiang Dinova are Domestic Shares. The Shares held by Adventure
03 and DNA 01 are Unlisted Foreign Shares.
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OVERVIEW

We are the leading transcatheter heart valve medical device player in China in terms of
implantation volume in 2018. According to Frost & Sullivan, we had a 79.3% market share in China
by implantation volume of TAVR products in 2018. Our self-developed product, VenusA-Valve, is
the first TAVR product approved by the NMPA and commercialized in China. As the pioneer in the
transcatheter heart valve industry in China, we enjoy first mover advantages. We believe that our
first mover advantages, together with our comprehensive product pipeline covering all four heart
valves, robust intellectual property portfolio with 193 issued patents and 196 patent applications
as of the Latest Practicable Date, and visionary management team, will serve as high entry
barriers and differentiate us from our peers. Our mission is to become a global leader in the
development and commercialization of transcatheter solutions for structural heart diseases.

We operate in a large untapped and fast-growing transcatheter heart valve market in China
and globally. Our products and product candidates are designed for transcatheter implantation to
replace dysfunctional heart valves (i.e. TAVR, TPVR, TMVR and TTVR) mainly associated with
aortic stenosis and pulmonic, mitral and tricuspid regurgitation. According to Frost & Sullivan, the
global TAV market expanded at a CAGR of 27.9% from US$1,500 million in 2014 to US$4,100
million in 2018, and is estimated to reach US$10,400 million in 2025, representing a CAGR of
14.3%. At its early stage of development with the first TAVR product launched in August 2017,
China’s TAV market is estimated to grow significantly at a CAGR of 65.0% from US$28.7 million
in 2018 to US$956.6 million in 2025. The global TPV market is estimated to grow at a CAGR of
14.4% from US$220.4 million in 2018 to US$564.5 million in 2025. China’s TPV market is
estimated to increase at a CAGR of 57.8% from US$12.1 million in 2020 to US$118.5 million in
2025. As of the Latest Practicable Date, there was no TMVR or TTVR product approved in any
market globally. According to Frost & Sullivan, the addressable market of TMVR and TTVR
products is considerably larger than that of TAVR and TPVR products, indicating significant growth
potential. According to Frost & Sullivan, the global prevalence of mitral regurgitation is estimated
to reach 108.6 million in 2025 from 95.1 million in 2018 and the global prevalence of tricuspid
regurgitation is expected to reach 55.9 million in 2025 from 48.6 million in 2018.

To capitalize this market opportunity and to address the unmet medical needs in China and
globally, we were founded in 2009 to focus on the design, development and commercialization of
transcatheter heart valve products. With over 15 years of experience in the medical device
industry and as the senior management of several well-known medtech companies, the general
manager of our Company, Mr. Zi, and the chairman of the Board, Mr. Zeng, have brought in both
global vision and local expertise to every major aspect of our business. Under their leadership, we
have developed a comprehensive product portfolio that covers the transcatheter solutions for all
four heart valves as well as key ancillary products. Our self-developed product, VenusA-Valve, is
the first TAVR product approved by the NMPA and commercialized in China. We expect that our
self-developed TPVR product candidate, VenusP-Valve, once launched, to be the first TPVR
product approved by the NMPA, the first self-expanding TPVR product globally and the first TPVR
product for patients with RVOTD after receiving TAP treatment globally. We also added a key
clinical-stage CEP device, TriGUARDS, into our portfolio with our acquisition of Keystone in
December 2018. As the forerunner in China’s transcatheter heart valve sector over the past ten
years, we have accumulated extensive clinical data and established strong relationships with
KOLs and leading physicians and hospitals, all of which are expected to differentiate us from our
competitors and position us to further solidify our leadership position in the industry.
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The following chart summarizes the development status of our products and product
candidates as of the Latest Practicable Date:

Product Pre-Clinical Clinical trial Registration
% Venusa-Valve

(Non-retrievable) [, .

%  VenusA-Plus
(Retrievable)

VenusA-Pilot Animal studies
(Retrievable and steerable) in process

*  VenusP-Valve

TAVR Products

CE Marking: Clinical trial in process, registration in process

FDA: Animal trials in process

TMVR valve
TTVR valve
TAVS Applied for imported product license
Clinical trial in process
Ancillary ¢
V8/TAV8 =
Products | CE Marking:.Renewal in process
TriGUARD3
Note China status [ Global status Y Core products

“Retrievable” function allows physicians to retrieve the valve during a TAVR procedure
“Steerable” function allows physicians to steer the position of the valve during a TAVR procedure
“Patients without RVOTD” refers to patients without RVOTD but have symptoms similar to those of RVOTD that can be treated with TPVR procedures using our VenusP-Valve

As we build our pipeline, we have established a transcatheter heart valve platform with
robust R&D, manufacturing and commercialization capabilities.

o R&D. Our R&D team, based in China, Israel and the U.S., is led by our COO, Mr. Lim,
former CTO of Transcatheter Technologies GmbH and a veteran with more than 15
years’ experience in the industry. The R&D team of Keystone is led by Mr. Amit
Ashkenazi, who has extensive experience in the R&D of medical devices. We remain at
the forefront of heart valve technology by maintaining close contact with leading
cardiologists globally, and develop products that specifically address the clinical needs
of transcatheter heart valve replacement procedures. Our powerful R&D capabilities are
reflected by our strong intellectual property portfolio. As of the Latest Practicable Date,
we owned an aggregate of 389 patents and patent applications which consisted of 93
issued patents and 60 patent applications in China and 100 issued patents and 136
patent applications overseas including key markets such as the U.S. and the EU.

. Manufacturing. We have an approximately 3,500 sq.m. facility in Hangzhou, China and
an approximately 816 sq.m. facilities in Israel for manufacturing our heart valve
products and product candidates. Our manufacturing facilities comply with the GMP
requirements in the U.S., the EU and China and follow rigorous manufacturing and
quality control standards to ensure high product quality and safety. We conduct all the
key valve manufacturing procedures in-house. Over the years, we have accumulated
extensive expertise and know-how in manufacturing heart valve products, which sets a
solid foundation for our long-term growth.
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. Commercialization. We have a dedicated in-house sales team with a focus on academic
marketing driven by our extensive expertise and clinical resources. As the pioneer in
launching the first TAVR product in China, our products have contributed to the
underlying clinical experience of leading experts in China in setting up the guidelines for
physicians conducting TAVR and TPVR procedures. We have also established a
systematic TAVR training program in China to promote our TAVR products as well as
TAVR awareness and drive the penetration rate of TAV market in China. Since we
launched VenusA-Valve in August 2017, we generated revenue of RMB18.2 million,
RMB115.3 million and RMB86.2 million in 2017, 2018 and the five months ended May
31, 2019, respectively, primarily from the sales of VenusA-Valve.

To accomplish our mission to become a global leader of transcatheter solutions for structural
heart diseases, we plan to strengthen our presence in the TAV market in China by growing sales
of VenusA-Valve in hospitals that already use our products and penetrating sales into new
hospitals with physician education and training. At the same time, we plan to launch our other
heart valves and key ancillary products to offer comprehensive transcatheter heart valve solutions
and to expand our presence in North America, the EU and emerging markets. We will also
consider strategic partnership and acquisition opportunities that have the potential to broaden our
product portfolio and strengthen our R&D and manufacturing capabilities.

OUR COMPETITIVE STRENGTHS

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

Market leader in a large untapped and fast-growing transcatheter heart valve industry in
China

We are the leading transcatheter heart valve medical device player in China in terms of
implantation volume in 2018. According to Frost & Sullivan, we had a 79.3% market share in China
by implantation volume of TAVR products in 2018. We believe our transcatheter valve product
pipeline will benefit from a large untapped and fast-growing market of transcatheter solutions for
structural heart diseases.

We commercialized the first TAVR product in China, VenusA-Valve, in August 2017. The TAV
market remains under-penetrated with significant potential to grow in China and globally. The
growth of TAV market is mainly driven by an aging population, increasing preference of
transcatheter procedures over other treatments such as open-chest surgeries, and growing
physician awareness and hospital adoption of TAVR procedures. According to Frost & Sullivan,
the global TAV market is estimated to reach US$10,400 million in 2025 from US$4,100 million in
2018 representing a CAGR of 14.3%. The penetration rate of TAVR globally is expected to reach
8.2% in 2025 from 3.5% in 2018. In China, the market size is estimated to grow significantly from
US$28.7 million in 2018 to US$956.6 million in 2025, representing a CAGR of 65.0%, and the
penetration rate is expected to grow from 0.1% in 2018 to 4.7% in 2025, each outpacing the global
market.

TAVR procedures mainly treat patients with structural aortic valve diseases, in particular
aortic valve stenosis for which aging is one of the leading causes. The world’s aging population
is experiencing growth in terms of both numbers and proportion of the overall population.
According to Frost & Sullivan, the global population over the age of 65 is estimated to reach 793.5
million in 2025, representing 9.7% of the global population, from 647.3 million in 2017,
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representing 8.6% of the global population. China’s population over the age of 65 is estimated to
reach 238.4 million in 2025, representing 16.7% of the Chinese population, from 166.6 million in
2018, representing 11.9% of the Chinese population according to the National Bureau of Statistics
of China. Along with the increase in aging population, prevalence of aortic stenosis is expected to
increase. According to Frost & Sullivan, the population of aortic stenosis patients was 4.2 million
in China and 19.3 million globally in 2018, and is estimated to reach 4.9 million in China and 22.1
million globally in 2025. Mortality rates of severe aortic stenosis patients are high with over 50%
of deaths within two years for such patients without aortic valve replacement. The vast population
of aortic stenosis patients creates significant market demands for TAVR products.

The increasing preference of TAVR over SAVR in the past several years has contributed to
the growth of the TAV market and is expected to continue to drive the TAV market to expand.
Traditionally, SAVR has been the primary treatment procedure for aortic valve stenosis patients.
However, it cannot be performed on surgically ineligible patients and is also not an optimal
treatment for high and intermediate surgical risk patients. Globally, more than 30% of the patients
with severe aortic valve stenosis are not treated due to surgical risks. With the breakthrough
technology of TAVR and the approval by the FDA and the EMA to apply TAVR on high to
intermediate surgical risk patients, TAVR has become the frontline treatment for severe aortic
stenosis patients. In August 2019, the FDA approved the application of certain heart valve
products in TAVR procedures that treat low surgical risk patients. Such approval will significantly
increase the demand for TAVR procedures given the vast population of low surgical risk patients
eligible for TAVR. According to Frost & Sullivan, the low surgical risk patients account for a
majority of the total patients eligible for TAVR. The population of eligible low risk patients globally
is expected to increase to 2.3 million in 2025 from 2.0 million in 2018. Driven by the increasing
preference for TAVR and the expansion of its application to low risk patients, the number of TAVR
procedures is expected to grow at a CAGR of 15.0% globally and 73.2% in China from 2018 to
2025 according to Frost & Sullivan.

With the growing physician awareness and hospital adoption of TAVR, the number of
hospitals conducting TAVR procedures increased dramatically over the years, which caters to the
surging demands for TAVR procedures in China and globally. In the U.S., the number of hospitals
conducting TAVR procedures grew more than doubled to 600 in 2018 from 252 in 2013. In China,
the number of hospitals with capacity to perform TAVR procedures is expected to grow to over 600
in 2025, according to Frost & Sullivan.

Other than TAVR, our product pipeline also addresses the untapped market of transcatheter
solutions for pulmonary valve, mitral valve and tricuspid valve dysfunctions. According to Frost &
Sullivan, the global TPV market is estimated to reach US$564.5 million in 2025 from US$220.4
million in 2018 representing a CAGR of 14.4% and the China market is estimated to grow at a
CAGR of 57.8% from US$12.1 million in 2020 to US$118.5 million in 2025 after the first TPVR
product launch expected in 2020. The global TMV and TTV markets remain in the early stages of
development with significant growth potential. As of the Latest Practicable Date, there was no
TMVR or TTVR product approved in any market globally. Compared to TAVR and TPVR, there is
greater demand for TMVR and TTVR products to address the medical needs of a vast population
of mitral and tricuspid regurgitation patients. According to Frost & Sullivan, the global prevalence
of mitral regurgitation is estimated to reach 108.6 million in 2025 from 95.1 million in 2018 and the
global prevalence of tricuspid regurgitation is expected to reach 55.9 million in 2025 from 48.6
million in 2018. With a product pipeline covering all heart valves, we believe that we are
well-positioned to benefit from the potential growth of the transcatheter heart valve market in
China and globally. Since the TMV market and the TTV market are in general at an early stage
relating to product development and operation procedures in China and globally, and TMVR and
TTVR procedures raise certain inherent biomechanical challenges to product design, despite of
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the larger addressable markets of TMV and TTV, we initiated our business by developing TAVR
and TPVR products first, which has generated and will continue to generate revenue for, among
others, developing our TMVR and TTVR products. For details on inherent biomechanical
challenges, please refer to “Industry Overview.”

Significant first mover advantages in China enhanced by our focus on innovation

We are the pioneer in the transcatheter heart valve market in China. We introduced the first
TAVR product using the transfemoral approach in China, VenusA-Valve, which transformed the
TAV market in China. Our TPVR product candidate, VenusP-Valve, is the first transcatheter
pulmonic valve developed by a Chinese company which was permitted to carry out human clinical
trials in China and Europe. We expect VenusP-Valve to be the first TPVR product approved in
China, the first self-expanding TPVR product globally and the first TPVR product for patients with
RVOTD after receiving TAP treatment globally. As the first mover in the transcatheter heart valve
industry in China, we have enjoyed significant advantages by virtue of extensive clinical data and
close relationships with KOLs and leading physicians and hospitals. We believe that these
advantages will help drive sales of our TAVR products and advance our other heart valve product
candidates, which will further solidify our leadership position in China and build the foundation for
our global expansion.

Clinical Data. We have accumulated extensive clinical data on our TAVR and TPVR products
over the past several years, with the largest clinical data set among our competitors in China in
terms of the number of patients covered. We are also the first company that initiated clinical trials
for TAVR products in China. We completed the registration clinical trial for VenusA-Valve in
January 2015 with a total enrollment of 101 patients. Among the 101 patients, the all-cause
mortality rate was 5.0% at 30 days, 5.9% at 12 months, 8.9% at 24 months, 12.9% at 36 months
and 14.9% at 48 months after the procedure and the disabling stroke rate was 1.0% at 12 months
after the procedure. The all-cause mortality rate among the 101 patients at 30 days and at 12
months after the procedure was lower than that of competing products from our competitors
according to Frost & Sullivan. No single patient from the registration trial needed re-implantation
of aortic valves after the procedure as of the Latest Practicable Date. As of the Latest Practicable
Date, VenusA-Valve had been used in 2,260 TAVR procedures since its commercialization in
August 2017 with outstanding clinical performance. Among such patients, the all-cause mortality
rate was 0.3% and the disabling stroke rate was 0.0% at 30 days, six months and 12 months,
respectively, after the procedure. We are also the first company that initiated clinical trials for
TPVR products in China. We completed the registration clinical trial for VenusP-Valve in January
2018 with a total enroliment of 55 patients. As of the Latest Practicable Date, we had completed
the 24-month follow-up with all these subjects. The all-cause mortality rate was 3.6% at 24 months
and the subjects’ cardiac function has significantly improved, as evidenced by the decrease of
patients’ RVEDVI after procedures.

Relationship with KOLs, Physicians and Hospitals. Over the years, we have established a
well-known brand and strong relationships with KOLs and leading physicians and hospitals in
China and globally through clinical trials, TAVR training programs, academic conferences, R&D
collaborations and sales and marketing efforts. We are the first company in China that has
implemented a systematic TAVR training program which helped build our brand name and
relationships with physicians and hospitals. As of the Latest Practicable Date, we had arranged
TAVR training operations to physicians at 156 hospitals in China. Our products have contributed
to setting up TAVR and TPVR procedure guidelines for physicians. The Chinese College of
Cardiovascular Physicians (2 5 i b &0 [ A BHES R 4> €7) and Chinese Society of Cardiology
(FPEE R EL A0 M4 % 2250 8) published the Consensus of Transcatheter Aortic Valve Replacement
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Clinical Pathway in China ( <[ %3845 3= 8 iR a & 449 B K #54€2018) ) (the “Clinical Pathway”)
in 2018, the Consensus of Chinese Experts on Transcatheter Aortic Valve Replacement ( (#8%
B E RN E i P B B K I ) (the “Consensus”) in 2015 and the Recommendations of
Chinese Experts on Percutaneous Pulmonary Valve Replacement (<% H fiti 8l i i B A 17+ [ 5 5%
#i%) ) (the “Recommendations”) in 2016, the outcome of which includes providing guidelines for
physicians conducting TAVR and TPVR procedures using different heart valve products and
access points and further promoting the awareness and acceptance of TAVR and TPVR
procedures among physicians in China. Clinical trials for our VenusA-Valve and VenusP-Valve
contributed to the underlying clinical experience in publishing the guidelines on TAVR and TPVR
procedures set forth in the Clinical Pathway, the Consensus and the Recommendations.

We believe that our first mover advantages in China are further enhanced by our focus on
innovation and our robust intellectual property portfolio, which serves as a barrier for others to
enter the transcatheter market. As of the Latest Practicable Date, we owned an aggregate of 389
patents and patent applications which consisted of 93 issued patents and 60 patent applications
in China and 100 issued patents and 136 patent applications overseas. We have also received a
number of awards and recognitions in China for our innovation and technology advancement. For
example, we were the champion in the biomedical industry finals of the Third National Innovation
and Entrepreneurship Competition (2% = J &1l 57 fll 3 K ZATE M PLEE). We were one of the few
companies authorized by the Ministry of Science and Technology of the PRC to develop
transcatheter heart valves under the “National Science & Technology Pillar Program” (Bl ZF} 4% 32
Bist#)) as part of the 12th Five-Year Plan, which was successfully completed. We have been
selected to develop the new generation of transcatheter heart valve products under the same
program as part of the 13th Five-Year Plan.

Comprehensive product portfolio solidifying our leading position and addressing unmet
medical needs

We have developed a comprehensive product portfolio to address the unmet medical needs
of transcatheter heart valve replacement procedures. Our product portfolio covers transcatheter
procedures of all four heart valves (i.e. aortic, pulmonary, mitral and tricuspid valves) and includes
our TAVR product (VenusA-Valve), TAVR product candidates (VenusA-Plus and VenusA-Pilot),
TPVR product candidate (VenusP-Valve) and mitral and tricuspid valve product candidates.
Beyond the core heart valve products, we also offer key ancillary products for valve replacement
solutions including valvuloplasty balloons (V8/TAV8) and CEP device (TriGUARDS3) to achieve full
product offerings for transcatheter heart valve replacement procedures. The following chart
demonstrates our current product and product candidates:

Key heart valve products
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We have strategically designed our portfolio to cover the major transcatheter heart valve
replacement procedures in order to provide one-stop solutions to patients with structural heart
valve diseases. It allows us to offer our products as one package, for example, VenusA-Valve
combined with TAV8 and TriGUARDS3. We believe that one-stop offering of our products will
improve clinical efficacy as a result of physician experience and product compatibility, which in
turn will help us build customer loyalty. We believe that it serves as an important entry barrier for
our peers and solidifies our leading position in the industry. We also believe our full product
offering will help us implement a flexible pricing strategy, diversify our revenue sources and realize
synergies for our R&D, manufacturing and commercialization activities.

Established transcatheter heart valve platform supported by our global expert network

We have built a team with global vision and vast experience in the medical device industry
and established an integrated platform with robust R&D, manufacturing and commercialization
capabilities. Our business is supported by an advisory board comprised of world-leading
researchers and practitioners in the transcatheter heart valve medical device space. Our platform
enables seamless collaboration among different functional groups at key points in the
development lifecycle of a new medical device candidate with the aim of increasing both the
efficiency of development and the likelihood of success. We believe that this platform is the engine
that drives our business and allows us to manage the risks of innovative medical device
development.

R&D

We focus on developing innovative heart valve disease treatment and have a proven track
record of independently developing and commercializing transcatheter heart valve replacement
devices. Our strong R&D teams based in China, the U.S. and Israel, is led by our COO, Mr. Lim,
former CTO of Transcatheter Technologies GmbH and a veteran with more than 15 years’
experience in the industry, who was also the inventor of 74 issued patents and 57 patent
applications relating to interventional cardiovascular devices as of the Latest Practicable Date.
Our R&D staff in the U.S. is led by Mr. Zeng, who has over 15 years of experience in the U.S.
medical device industry with expertise in product development and served as the director for
LifeTech Scientific Corporation, a well-known listed medtech company. Mr. Zeng has extensive
experience in developing interventional cardiovascular devices, as the inventor of 39 relevant
issued patents and 81 relevant patent applications as of the Latest Practicable Date. In addition,
the R&D team of Keystone is led by Mr. Amit Ashkenazi, who has vast experience in R&D of
medical devices including cardiovascular devices. Mr. Amit Ashkenazi was the inventor of eight
issued patents and 21 patent applications relating to interventional cardiovascular devices as of
the Latest Practicable Date. To strengthen our R&D capabilities, we also collaborate with
well-known physicians and professionals from top hospitals and research institutions both in
China and overseas, such as Beijing Fuwai Hospital and the Second Affiliated Hospital of Zhejiang
University School of Medicine, leading cardiologists including Jian’an Wang and Runlin Gao. We
also maintain close relationships and communications with KOLs in the industry to understand the
clinical needs of transcatheter heart valve replacement procedures in order to develop our
products in line with the market needs.

— 222 —



BUSINESS

Manufacturing

We have built state-of-the-art manufacturing facilities in Hangzhou, China with an aggregate
area of approximately 3,500 sq.m. and we have leased manufacturing facilities in Israel with an
aggregate area of approximately 816 sq.m. for the production of our products and product
candidates. Our facilities comply with the GMP requirements in the U.S., the EU and China.
Manufacturing process of heart valve products is complex and technologically challenging. For
example, manufacturing of VenusA-Valve involves 10 steps in a delicately-controlled environment
and production of a single valve typically requires on average 16-18 hours per person. Over the
years, we have accumulated extensive expertise and know-how in manufacturing heart valve
products and obtained a number of patents for our tissue engineering technology. Such expertise
and know-how combined with advanced technologies applied during our manufacturing process
help ensure both high quality and efficiency of our production. We conduct all the key valve
manufacturing procedures internally in order to monitor and control every step from collecting the
main raw materials, PAV, to packaging and storage. We believe our ability to deliver safe and high
quality products enables us to accelerate product registration and expand market reach in China
and globally.

Commercialization

We have robust sales capabilities driven by extensive expertise and clinical resources. Our
sales and marketing efforts are characterized by a strong emphasis on academic promotion. Our
sales team deeply engages with physicians and hospitals, by providing professional advice as well
as assistance throughout the heart valve replacement procedures from candidate screening,
operation assistance to follow-up visit post operations. Our sales team also assists with the
implementation of TAVR training program to develop our sales network with hospitals and
physicians and promote our products. In addition, we are actively involved in large heart valve
conferences and academic events in China with hundreds of participants. For example, we have
sponsored various conferences in China and overseas, including the 13th Oriental Congress of
Cardiology (OCC 2019) (% =Ja® /.05 & k), Cardiovascular Research Technologies
Conference (CRT2019) (EH.L MW7 +40li &) and China Interventional Therapeutics (CIT)
conferences (HEI/ A LIRS K E) in 2018 and 2019. Through our sales team’s continuing
efforts, we have established and maintained close relationships with leading hospitals and
physicians in the cardiovascular area in China and globally. We believe these relationships will
significantly facilitate the promotion of our products and strengthen our commercialization
capabilities. In addition, we have recently added sales force in the U.S. and the UK through our
acquisition of Keystone completed in December 2018. We believe this team will contribute their
international vision and expertise in commercializing heart valve products in the U.S. and the EU
to enhance our commercialization capabilities globally.

Visionary and experienced management and advisory board with a proven track record

We have assembled a visionary and experienced management team comprised of the first
batch of entrepreneurs in China’s interventional cardiovascular device space. We believe our
success to a large extent is driven by our management’s leadership with global vision as well as
local expertise in R&D, clinical trials, regulatory affairs, manufacture and commercialization of
interventional cardiovascular products. The general manager of our Company, Mr. Zi, has over 15
years’ experience in medical device industry, as the inventor of 30 issued patents and 30 patent
applications relating to interventional cardiovascular devices as of the Latest Practicable Date and
served as the senior management of LifeTech Scientific Corporation. The chairman of the Board,
Mr. Zeng, has over 15 years’ experience in medical device industry and served as the director of
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LifeTech Scientific Corporation. Our COO, Mr. Lim, is the former CTO of Transcatheter
Technologies GmbH and a veteran with more than 15 years’ experience in the industry.
Furthermore, Keystone’s management is a valuable addition to our management that supports our
global expansion efforts. Senior management of Keystone have years of experience in the
medical device industry and is led by its CEO, Mr. Christopher Lee Richardson, who has over ten
years of medical device leadership experience and served on the management team of various
medical device companies, such as Abbott Vascular Structural Heart (Evalve Inc). Mr. Christopher
Lee Richardson serves as the Head of U.S. Operations of our Company and leads our business
operations in the U.S. For details of our senior management team, see “Directors, Supervisors
and Senior Management.”

In addition to our visionary management, we have well-known researchers and practitioners
serving on our advisory board, including Ziyad M. Hijazi, MD, the Chair of the Department of
Pediatrics at Sidra Medicine, Martin B. Leon, MD, professor of Medicine at Columbia University
Medical Center and director and founder of Transcatheter Cardiovascular Therapeutics, Horst
Sievert, MD, the director of the CardioVascular Center Frankfurt, Germany, and Ron Waksman,
MD, the director of Cardiovascular Research and Advanced Education at the MedStar Heart
Institute.

OUR STRATEGIES

Our mission is to become a global leader in the development and commercialization of
transcatheter solutions for structural heart diseases. We plan to execute the following strategies
to achieve our mission.

Continue to grow sales of VenusA-Valve

According to Frost & Sullivan, sales of TAVR products in China possess substantial growth
potential. We intend to solidify our leadership position in China’s TAV market by increasing
VenusA-Valve’s sales volume. Towards that goal, we plan to substantially increase sales to
hospitals with which we have existing relationships as well as expand our sales network to cover
more hospitals and further promote TAVR awareness among hospitals, physicians and patients in
China.

We believe there are still substantial unmet demands for TAVR products from the hospitals
to which we currently sell VenusA-Valve. For example, in 2018, the four Tier | Class Il Grade A
hospitals that conducted TAVR procedures using VenusA-Valve, including Beijing Fuwai Hospital,
Shanghai Zhongshan Hospital of Fudan University, West China Hospital of Sichuan University and
the Second Affiliated Hospital of Zhejiang University School of Medicine, performed a total of
approximately 800 TAVR procedures, while over 4,000 patients in these four hospitals were
eligible for TAVR procedures according to Frost & Sullivan. We also believe there is significant
potential to develop new hospitals to perform TAVR procedures. According to Frost & Sullivan,
over 150 hospitals in China performed TAVR procedures in 2018 while there were 1,442 Class Il
Grade A hospitals in China in 2018. We plan to increase sales efforts to deepen the penetration
in hospitals to which we currently sell VenusA-Valve and expand into new hospitals in China by
leveraging our direct access to KOLs in cardiac interventional therapy, providing systematic
training to physicians, and increasing TAVR awareness among hospitals, physicians and patients.
We plan to continue to implement and improve our systematic TAVR training program to expedite
the physician education process and to promote our TAVR products.
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We also plan to further promote TAVR awareness among patients with structural heart
diseases in China, in particular to low surgical risk patients, in order to broaden the patient base
of our TAVR products. We cooperate with foundations, such as Bethune Charitable Foundation,
to subsidize patients’ medical expenses and conduct regular follow-up visits post procedures. We
will continue to participate in heart valve conferences and academic events such as CIT
conference, China Valve (Hangzhou) conference (HEME(BL/)E#%), China International
Structural Heart Disease Summit (70 B 45 1.0 i 1) and PCR-CIT Chengdu Valves
conference (Ji#5 0 B0 BB IS0 1 A iR 2 @ k) to further promote awareness of our products and
TAVR generally.

We believe that these marketing activities will strengthen our brand name and enable us to
accumulate first-hand know-how for structural heart diseases and keep abreast of the market
developments in transcatheter heart valve solutions.

Leverage our experience with VenusA-Valve to commercialize VenusP-Valve and other
product candidates in China

We plan to leverage our experience in successfully commercializing VenusA-Valve in China
to launch VenusP-Valve and our other product candidates in the Chinese market in the future. We
have completed the clinical trial for VenusP-Valve in China in January 2018 and plan to submit the
application for the NMPA registration in the first quarter of 2020. We believe our experiences with
respect to the regulatory approval will significantly facilitate the approval process of VenusP-
Valve. In April 2019, VenusP-Valve was approved by the NMPA to be eligible for the Special
Approval Procedures of Innovative Medical Devices. We will benefit from our established network
with and direct access to KOLs, hospitals and physicians to introduce our new valve products. We
believe that our existing brand and reputation for VenusA-Valve will facilitate our
commercialization of VenusP-Valve upon approval. We also plan to replicate our existing training
model for TAVR procedures to VenusP-Valve and our other product candidates to educate
hospitals and physicians and promote our new products.

Expand our presence in North America, the EU and emerging markets to become a global
leader

We plan to broaden our sales and expand our presence globally, especially in North America
and the EU, as we believe we will benefit from higher medical expense levels in these developed
regions. Medical expense levels in China remain low compared to the U.S. and the EU. In 2017,
the estimated per capita healthcare expenditure in China was US$560.0, as compared to
US$4,246.0 in UK and US$10,739.0 in the U.S. according to Frost & Sullivan.

We are in the process of various clinical trials and registration applications in the U.S., the
EU and emerging markets. We plan to leverage on the existing brand names of TAV8 and
TriGUARDS3 to enter the U.S. and the EU markets and subsequently establish our own brand
name. With our acquisition of Keystone in December 2018, we plan to have Keystone as our
platform for the U.S. and the EU markets which could help us with the clinical trials, registration
and promotion of our products in these markets. Keystone has completed the clinical trial
procedures and follow-up with the enrolled patients for TiGUARDS3 and expects to file for FDA
registration in the first half of 2020. We believe we can leverage the global experience in product
development and clinical trial of Keystone to advance the clinical trials of our other product
candidates in the U.S. and the EU in order to obtain approvals and launch our products worldwide.
With regard to our valvuloplasty balloon product, TAV8, we plan to relaunch it with a new
marketing strategy and sell it as a package with VenusA-Valve and TriGUARD3. We also plan to
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promote VenusP-Valve in the EU and North America. We are conducting clinical trial of
VenusP-Valve for registration in the EU and filed registration application in April 2019. We are in
the process of animal trials for VenusP-Valve in the U.S. and plan to submit a pre-submission
meeting request to the FDA in the first half of 2020. With respect to emerging markets, we
registered VenusA-Valve in Colombia in April 2018 and plan to commercialize VenusA-Valve in
this market. In Brazil, we are currently applying for registration of VenusA-Valve and preparing for
the application of VenusA-Plus.

To execute our global expansion strategy, we will continue to participate in international heart
valve conferences and academic events, such as ICI (‘0L AT K &), CRT (5.0 I8 F 5% 52 1l
%), OCC (T L2 & k), CSI (SR - A5 MR BiR N AR BEK &) and PICS-AICS
Conferences (SLE M AN AL €), to further promote our products and brand name.

Continue to advance and strengthen our pipeline products within the structural heart
disease space

We plan to advance our existing pipeline products to further expand our coverage within the
structural heart disease space, both horizontally covering all four heart valves and vertically from
valves, CEP, valvuloplasty balloons to other ancillary devices. We will invest in technological
innovation to strengthen our R&D capabilities to develop new products and enhance our
competitiveness as we believe innovation is a key factor to achieve our mission to become a
global leader of transcatheter solutions for structural heart diseases.

We may selectively form partnerships with complementary product providers to enhance our
clinical strengths and market advantages and make acquisitions that have the potential to broaden
our product portfolio. We believe our established network with and direct access to KOLs,
hospitals and physicians gives us the best knowledge of strategic opportunities which could
complement or improve our existing product offerings. As of the Latest Practicable Date, we had
not identified any specific acquisition targets.

OUR PRODUCT AND PRODUCT PIPELINE

As China’s leading interventional cardiology company in developing minimally invasive
treatment for heart valve diseases, we have built a comprehensive product portfolio for TAVR,
TPVR, TMVR and TTVR solutions, with complementary accessory products. Our heart valve
portfolio comprises of six self-developed products and product candidates, including one
marketed TAVR product (VenusA-Valve), one registration stage TAVR product (VenusA-Plus), one
pre-clinical stage TAVR product (VenusA-Pilot), one clinical stage TPVR product (VenusP-Valve),
one TMVR product in design stage and one TTVR product in design stage. In addition to heart
valve systems, we offer key ancillary products compatible with transcatheter heart valve
replacement procedures, including marketed valvuloplasty balloon products (V8 and TAV8) and a
clinical stage CEP device (TriGUARDB3).

Our product candidates are subject to approval by relevant authorities, such as the NMPA
and FDA, before commercialization in relevant jurisdictions. For details, see “Regulatory
Environment.” We believe that as of the date of this Prospectus, we had not received any material
comments or concerns raised by the relevant regulatory authorities with respect to our Core
Products that we are not able to address in a timely manner, and we believe we are on track to
file for approval related to our product candidates as described in “— Our Product and Product
Pipeline.”
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VenusA-Valve — Our Core Product

As a leader in TAVR technologies in China, we focus on the development, manufacturing and
sale of transcatheter aortic heart valves and their respective delivery systems. We currently have
one product on the market, VenusA-Valve, our first-generation TAVR device, which is used to treat
severe aortic stenosis using a catheter-based approach. VenusA-Valve received marketing
approval from the NMPA in April 2017, and was subsequently commercialized in August 2017,
which marked the first NMPA-approved TAVR product and the first TAVR product commercialized
in China. Moreover, we registered VenusA-Valve in Colombia in April 2018 and we commercialized
VenusA-Valve in Philippines in the third quarter of 2019. As of the Latest Practicable Date, there
had not been any material unexpected or adverse changes since the date we received the
relevant regulatory approval. Moreover, we submitted the GMP application of the manufacturing
system of VenusA-Valve in Brazil in August 2018. We are currently applying for product
registration for VenusA-Valve in Brazil. We are also applying for the registration of VenusA-Valve
in Taiwan. For the years ended December 31, 2017 and 2018 and the five months ended May 31,
2019, our revenue generated from the sales of VenusA-Valve amounted to RMB17.3 million,
RMB113.7 million and RMB85.7 million, respectively.

Product Structure
VenusA-Valve is a supra annular aortic valve comprised of a PAV, a DCS and a CLS.
. PAV

The PAV consists of a self-expanding frame made of nickel-titanium alloy stent and three
pieces of single-layer porcine pericardium leaflets attached to a porcine pericardium fan skirt. The
skirt is attached to the frame with PTFE sutures. The frame is made of laser-cut nitinol tube, which
helps ensure the valve’s strength, durability and flexibility. There are three X-ray-opaque markers
at the valve inflow end. The stent is visible during the entire operation, which provides additional
visual guidance for the implantation of the valve. Set forth below is an illustrative image for PAV.

E/Self-expanding frame Laser cut nitinol frame E/
Allows for more controlled deployment compared to Designed for strength and flexibility
balloon expandable platforms

Staggered release arms E/
Stable mechanical design to
ensure smooth release of the valve

Ei/ High radial force

Designed for expanding calcified leaflets

Porcine pericardial valve Ei/

Thin and durable for lower profile

E/ 3 opaque markers at valve inflow end

Clear visibility for precise annular positioning

Tapered design at inflow end E/
Effectively reduces the incidence of heart block
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The structural design of the PAV enhances the safety and effectiveness of TAVR procedures.
Compared with balloon expandable valve, the self-expanding frame has lower requirement for the
accuracy of positioning when the valve is released and reduces the risk of vascular complication.
Our choice of using porcine pericardium as the valve tissue over bovine pericardium lowers the
TSE risk. In addition, porcine pericardium is thinner than bovine or horse pericardium. It allows the
PAV to be delivered with a smaller catheter, which reduces the difficulty in introducing the valve
and the incidence of complications at the puncture site, and helps to prevent damages from
procedures. VenusA-Valve’s structural design allows it to gain a competitive advantage in treating
patients with highly calcified aortic valve leaflet. The diamond structure of the frame provides
three-dimensional radial force, which helps to push aside the calcified leaflet, increasing the
success rate of replacing the valve for patients with such condition. The high radial force can also
reduce the incidence of paravalvular leakage after the procedure.

The PAV comes in four models with different dimensions in diameter, which enables
physicians to choose a PAV that is suitable to a patient’s physical conditions.

. DCS

DCS consists of an integral delivery catheter device, including a shaft, a sheath and a tip.
The tip at the releasing end is specially designed to prevent damage to the blood vessel. The
intermediate shaft is designed with necessary length to ensure that the valve can reach the
releasing position and to provide the force required to release the PAV. The catheter handle is
used to release the valve when it reaches the designated position. The tip of the DCS has an
X-ray-opaque marker to monitor the valve release position during valve implantation. Set forth
below is an image of the DCS.

. CLS
The CLS compresses the PAV to a suitable diameter to be loaded into the DCS.
Operation Procedure

The physician inserts the DCS through a French size compatible introducer sheath over the
guide wire until the target position in the ascending aorta is reached. The position is adjusted until
the X-ray-opaque marker band in the valve and implantation target point are aligned. The release
micro knob is slowly turned clockwise until the valve is fully expanded. Angiography projection is
used to confirm that the valve is completely released from the DCS. The micro knob is then turned
counterclockwise until the protective sheath engages with the tip, after which, the DCS is
withdrawn while maintaining the guide wire position.
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Summary of Clinical Trial Results

We have completed a multi-center, single arm, open-label, pivotal trial in China to evaluate
the efficacy and safety of VenusA-Valve. The procedures were completed in five centers, with
Chinese Academy of Medical Sciences-Fuwai Cardiovascular Hospital as the leading research
institution. Taking the foregoing factors into consideration, throughout the follow-up period, the
subjects’ cardiac function improved significantly. In conclusion, the comprehensive trial results
showed a low all-cause mortality rate and improvements in the patients’ cardiac functions after the
procedure, which proved the favorable safety and efficacy profile of VenusA-Valve.

From September 2012 to January 2015, 101 subjects in total were admitted to the trial. All
of the subjects met the following physical conditions:

. the patient is diagnosed with senile degenerative aortic valve stenosis,

J the patient shows symptoms of aorta valvular stenosis, as demonstrated by level Il or
above under the New York Heart Association Functional Classification,

. the patient is evaluated as not suitable for surgery by at least one cardiology physician
and two cardiac surgeons, and

] the patient receives a Society of Thoracic Surgery (STS) risk score equals to or above
4%, in terms of the patient’s risk of mortality and morbidities for the most commonly
performed cardiac surgeries, or determined with serious surgery contraindications by
our researchers.

The trial’s primary safety endpoint is the all-cause mortality and the major stroke incidence
at 30 days, 12 months, 24 months, 36 months, 48 months and 60 months after the TAVR
procedure, and the secondary safety endpoint is the incidence of serious adverse events during

the follow-up period after the TAVR procedure. The efficacy endpoint is the improvement in the
subjects’ cardiac function after the procedure, which is primarily reflected in the following:

. changes to the subjects’ average LVEF,

J the subjects’ mean and peak aortic valve gradient pressure and peak aortic valve
velocity,

J the proportion of subjects with a level Il or IV cardiac function under the NYHA
classification before, and during the follow-up period after, the procedure,

. the size of the effective orifice area, and
J the incidence and severity of PVL during the follow-up period after the procedure.

We plan to complete 60-month follow-up with all subjects after the procedure. As of the
Latest Practicable Date, we had completed 48-month follow-up with the 101 patients.
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. Safety Endpoint

The success rate of the TAVR procedure was 95.0% at the time of discharge from
procedures. The all-cause mortality rate for the 101 subjects was 5.0% at 30 days, 5.9% at 12
months, 8.9% at 24 months, 12.9% at 36 months and 14.9% at 48 months after the procedure. The
stroke rate for the 101 subjects was 1.0% at 30 days, 1.0% at 12 months, 1.0% at 24 months, 1.0%
at 36 months and 3.0% at 48 months after the procedure.

The safety of VenusA-Valve is also evaluated by the incidence of serious adverse events
during the follow-up period, including major stroke, minor stroke, complication at access vascular,
cardiovascular surgery, renal failure and permanent pacemaker implantation. The chart below
shows the number of serious adverse events among the 101 subjects during the follow-up period
after the procedure. The incidence rate of each adverse event was below 10% at 12 months after
the procedure, except for the implantation of permanent pacemaker. During the 60 months
following the procedure, the incidence of each adverse event in general did not increase or
increased modestly, which suggests improvement of the subjects’ health conditions after the
procedure.

(N=101)
30 Days 12 Months 60 Months®

Death

Cardiogenicdeath . . .. ... ... ... .. ... ... ...... 3 (8.0%) 4 (4.0%) 15
Non-cardiogenic death . . ... ... .. ... ............ 2 (2.0%) 2 (2.0%) 6
Myocardial Infarction . . ... ... .. ... ............ 2 (2.0%) 2 (2.0%) 5
Stroke

Major . . . 1(1.0%) 1 (1.0%) 2
MINOr . o . 0 (0.0%) 0 (0.0%) 2
Permanent Pacemaker Implantation. . . . . .. ... ... ... 19 (18.8%) 19 (18.8%) 20
Cardiovascular Surgery . .. .. .. .. ... ... .. .. .. .. 3 (3.0%) 3 (3.0%) 3
Major Vascular Complication . ... ................ 6 (5.9%) 6 (5.9%) n/at®
Renal Failure ... ... ........................ 2 (2.0%) 2 (2.0%) n/a®
Notes:

(i) The incidence rate of each severe adverse event at 60 months after the procedure is not available, since we have
not completed the 60-month follow-up with all the 101 subjects as of the Latest Practicable Date.

(i) n/a represents not applicable since we ceased tracking the incidence of major vascular complications and renal
failure after 12 months of the procedure, since such incidence that occurs 12 months after the procedure was hardly
traceable or attributable to the implantation of an artificial valve.

. Efficacy Endpoint
The efficacy endpoint is evaluated based on the relevant physical conditions of the subjects.

All data presented is an average number among patients who survived and went through the
examination at each follow-up time.
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The cardiac function of the subjects improved after the procedure

Subjects’ symptoms were relieved and their cardiac functions improved after the procedure.
For the follow-up within 12 months after the TAVR procedure, subjects’ cardiac function is mainly
evaluated by their LVEF, aortic valve pressure gradient and peak aortic valve velocity, and
proportion of patients with a level Ill or IV cardiac function under the NYHA classification prior to
the procedure and during the follow-up period. Subjects’ long-term cardiac function during the
60-month follow-up period is evaluated by their mean aortic valve pressure gradient, the size of
the effective orifice area and the incidence and severity of PVL.

The following chart shows the improvement in the subjects’ LVEF before and after the
procedure. The subjects’ LVEF increased after the procedure, from 55.51% prior to the procedure,
to 59.56% at 30 days and to 62.86% at six months after the procedure, and gradually stabilized
above 60%, at 63.62% at 12 months after the procedure. 98, 90, 83 and 90 subjects were
examined before the procedure and at 30 days, six months and 12 months after the procedure,
respectively.

Change in the subjects’ LVEF (%)

(%)
66

64 62.86 63.62
62
59.56

60 /O/
58
56 55.51
54
52
50

Pre-procedure 30 days 6 months 12 months
N 98 90 83 90

As reflected in the chart below, the subjects’ aortic valve pressure gradient substantially
decreased after the procedure in both peak pressure gradient and the mean pressure gradient.
The aortic valve peak pressure gradient of the subjects significantly decreased from 100.39
mmHg prior to the procedure to 21.18 mmHg at 30 days after the procedure, and remained around
20 mmHg afterwards within 12 months’ follow-up after the procedure, at 20.48 mmHg and 20.06
mmHg, respectively, at six months’ and 12 months’ follow-up after the procedure. 98, 87, 67 and
57 subjects were examined before the procedure and at 30 days, six months and 12 months after
the procedure, respectively. As also reflected in the chart below, the aortic valve mean pressure
gradient of the subjects significantly decreased from 60.39 mmHg prior to the procedure to 11.22
mmHg at 30 days after the procedure, and remained around 12 mmHg afterwards within 12
months’ follow-up after the procedure, at 11.34 mmHg and 12.45 mmHg, respectively, at six
months and 12 months after the procedure. 98, 86, 81 and 88 subjects were examined before the
procedure and at 30 days, six months and 12 months after the procedure, respectively.
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Change in the subjects’ aortic valve pressure gradient

—(O— Peak Gradient Mean Gradient
(mmHg)
150
100.39
100 Q
60.39
50
\168 20.48 20.06
O O
0 11.22 11.34 : 12.45
Pre-procedure 30 days 6 months 12 months
Peak Gradient N 98 87 67 57
Mean Gradient N 98 86 81 88

As shown in the chart below, the peak aortic valve velocity decreased from 4.99 m/s prior to
the procedure to 2.27 m/s at 30 days after the procedure and remained around 2.27 m/s
afterwards within the 12 month follow-up period, at 2.27 m/s and 2.25 m/s respectively, at six
months and 12 months after the procedure. 101, 89, 84 and 89 subjects were examined before the
procedure and at 30 days, six months and 12 months after the procedure.

Change in the subjects’ peak aortic valve velocity

(m/s)

4.99

AN

2.27 2.27 2.25
5 O O
0
Pre-procedure 30 days 6 months 12 months
N 101 89 84 89
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In addition, the proportion of the subjects with a level Il or IV cardiac function under NYHA
classification decreased significantly after the procedure. As shown in the table below, this
proportion was 79.2%, 14.7%, 6.5% and 8.6% prior to the procedure, and at 30 days, six months
and 12 months after the procedure, respectively. The number and the proportion of the subjects
with a level | cardiac function under NYHA classification continued to increase gradually during the
12 months after the procedure.

Before
Procedure 30 Days 6 Months 12 Months
Number of Subjects . . ... ... ........... 101 95 93 93
Level | . ... . 2 (2.0%) 40 (42.1%) 66 (71.0%) 74 (79.6%)
Level Il .. .. . 19 (18.8%) 41 (43.2%) 21 (22.6%) 11 (11.8%)
Level Il . ... . o 50 (49.5%) 12 (12.6%) 6 (6.5%) 8 (8.6%)
Level IV . .. ... . 30 (29.7%) 2 (2.1%) 0 (0.0%) 0 (0.0%)

Furthermore, we have collected and summarized the data reflecting the subjects’ long-term
cardiac function after the TAVR procedure, primarily including the subjects’ mean aortic valve
pressure gradient, effective orifice area and PVL.

As shown in the chart below, the subjects’ mean aortic valve pressure gradient decreased
significantly after the procedure and decreased gradually thereafter, but in general remained
relatively stable, during the follow-up period. The subjects’ mean aortic valve pressure gradient
decreased from 60.39 mmHg before the procedure to 12.45 mmHg at 12 months, 12.11 mmHg at
24 months, 12.48 mmHg at 36 months and 13.00 mmHg at 48 months, respectively, after the
procedure.

Change in the subjects’ mean aortic valve pressure gradient”

(mmHg)

70

60 —40<9.33
50

40 \

30 \

20 \

\012.45 12.11 12.48 13.00
10 0O —) 40
0 T T T T
Pre-procedure 12 months 24 months 36 months 48 months
N 101 95 91 87 84

(i) Source: The clinical data before the procedure and at 12-month follow-up is derived from our clinical report
submitted for NMPA registration. The clinical data at 24-month, 36-month and 48-month follow-up after the
procedure was based on the analysis by professor Runlin Gao, our leading physician for the clinical trial, which was
announced at CIT 2018 (*HEI /- ALk £L K €r) in March 2018. The number of subjects represents the patients who
survived at that time.
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As shown in the chart below, the subjects’ effective orifice area increased after the procedure
and decreased gradually thereafter, but in general remained relatively stable during the follow-up
period. It increased from 0.38 cm? prior to the procedure to 1.53 cm? at 12 months, 1.50 cm? at
24 months, 1.45 cm? at 36 months and 1.40 cm? at 48 months, respectively, after the procedure.

Change in the subjects’ effective orifice area’”’

(cm?)

2

15 / O —U\O
1

0.5
d 0.38

T T T T
Pre-procedure 12 months 24 months 36 months 48 months

N 101 95 o1 87 84

There are still some complications after the procedure

In general, the majority of the subjects did not experience PVL or only suffer from a trace or
mild PVL during the follow-up period after the procedure. As shown in the chart below, the
percentage of patients without or with a trace or a mild PVL among the subjects remained
consistently over 90.0% during the follow-up period.

Percentage of subjects with PVL and level of severity™

(%)
100

80

60

40

20

12 months 24 months 36 months 48 months
N 95 91 87 84

m None orTrace ® Mild = Moderate or Severe

(i) Source: The clinical data was based on the analysis by professor Runlin Gao, our leading physician for the clinical
trial, which was announced at CIT 2018 ("' /- ALilfE£2 K ) in March 2018. The number of subjects represents
the patients who survived at that time.
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Moreover, VenusA-Valve has proven effectiveness in treating patients with BAV
abnormalities. 44.8% of the 101 subjects in our research group suffer from BAV abnormalities. The
clinical results of treating patients with BAV abnormalities do not differ beyond a reasonable range
from patients without such condition, in terms of the all-cause mortality rate, the major stroke rate,
and the performance of the valve when evaluating the safety and efficacy of VenusA-Valve.

Post-Market Data

Since the launch of VenusA-Valve in the market in August 2017, we have followed up with
patients who have undergone TAVR procedures that used VenusA-Valve. As of the Latest
Practicable Date, 2,260 patients had undergone TAVR procedures using our VenusA-Valve since
its commercialization.

We, through our CROs, have recorded certain severe adverse events and reported to NMPA.
The severe adverse events included cardiogenic death, myocardial infarction, apoplexy and
cardiovascular surgery caused by our VenusA-Valve product or TAVR procedure. We have created
an online post-market clinical data tracking system, which contains the most updated record of the
severe adverse events. The tracking system allows NMPA and us to monitor the safety of applying
VenusA-Valve in TAVR procedures.

The chart below shows the incidence of severe adverse events among the 2,260 subjects
within 12 months after the TAVR procedure. The incidence rate of all events at 30 days, six months
and 12 months after the procedure was lower than such incidence rate among the 101 subjects
in the clinical trial at each follow-up time respectively. Based on the data we collected as of the
Latest Practicable Date, we believe that VenusA-Valve has been proven safe and effective after
its commercialization.

(N=2,260)

30 Days 6 Months 12 Months
Death
Cardiogenic death . . . ... ... ... ... ... .. .. .. ... 7 (0.3%) 7 (0.3%) 7 (0.3%)
Myocardial Infarction . ... ... ... ... ............ 0 (0.0%) 0 (0.0%) 0 (0.0%)
Apoplexy
Major . . . 0 (0.0%) 0 (0.0%) 0 (0.0%)
Minor . . . 0 (0.0%) 0 (0.0%) 0 (0.0%)
Cardiovascular Surgery . .. ... ... ... ... .. .. .. .. 13 (0.6%) 13 (0.6%) 13 (0.6%)

Market Opportunity and Competition

VenusA-Valve has been used to treat patients with severe aortic stenosis. According to Frost
& Sullivan, there is an increasing population of aortic stenosis patients worldwide and in China.
Globally, the number of aortic stenosis patients increased from 18.0 million in 2014 to 19.3 million
in 2018, and is expected to further increase to 22.1 million in 2025, among which, the number of
TAVR eligible patients increased from 3.4 million in 2014 to 3.6 million in 2018, and is expected
to further increase to 4.1 million in 2025. For details, see “Industry Overview — TAV Market —
Global Market.” In China, the number of aortic stenosis patients increased from 3.9 million in 2014
to 4.2 million in 2018, and is expected to further increase to 4.9 million in 2025, among which, the
number of eligible patients for TAVR in China grew from 656.8 thousand in 2014 to 742.1 thousand
in 2018, and is expected to reach 942.8 thousand in 2025. For details, see “Industry Overview —
TAV Market — China Market.” According to Frost & Sullivan, TAVR procedure in China has been
applied to patients ineligible for surgeries and patients with intermediate to high surgical risk. As
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the FDA approved the application of certain transcatheter aortic heart valve products in TAVR
procedures that treat low surgical risk patients, TAVR procedure is expected to be approved by the
NMPA to be applied to patients with low to intermediate surgical risk in China in the future.
Similarly in Philippines and other markets where we have launched or are preparing to launch our
TAVR products, the application of TAVR procedure is expected to be approved for severe aortic
stenosis patients with low to intermediate surgical risk.

TAVR procedure is reimbursable in certain countries, such as the U.S. In China, TAVR
procedure was reimbursable only under the governmental medical insurance in Zhejiang province
as of the Latest Practicable Date. The increasing awareness and application of TAVR procedure
in China is expected to lead to increasing medical insurance coverage, and thereby improving its
affordability among patients. At the same time, as TAVR procedures are applied to more patients
with low to intermediate surgical risk, average age of the patient group will decrease, and patients’
earning ability and personal health awareness will increase, resulting in the patients’ increased
willingness to choose TAVR procedures. The superior clinical safety and efficacy of TAVR
procedure over SAVR procedure will also contribute to patients’ increasing acceptance of the
procedure. The application of TAVR has been increasing and such increase is expected to
continue. The number of TAVR procedures conducted globally grew at a CAGR of 22.5% from
2014 to 2018, and is expected to further grow at a CAGR of 15.0% from 2018 to 2025. According
to Frost & Sullivan, the number of TAVR procedures using transfemoral approach accounted for
approximately 95% of the total number of TAVR procedures conducted globally in 2018, and is
expected to continue to grow. We expect the market adoption of our TAVR product and product
candidates will increase.

In addition, TAVR procedure has been used by physicians to treat patients with aortic
regurgitation. According to Frost & Sullivan, since there have not been many applications of TAVR
procedure to aortic regurgitation patients compared with its applications to severe aortic stenosis
patients, as the safety and efficacy of treating aortic regurgitation through TAVR procedure has not
been supported by extensive clinical data and current TAVR products are not approved for treating
aortic regurgitation patients, aortic regurgitation patients are not included when calculating the
number of TAVR eligible patients. Globally, the number of aortic regurgitation patient increased
from 24.1 million in 2014 to 26.0 million in 2018, and is expected to further increase to 29.9 million
in 2025. In China, the number of aortic regurgitation patients increased from 3.5 million in 2014
to 3.8 million in 2018, and is projected to reach 4.4 million in 2025. Future application of TAVR
products for treating aortic regurgitation patients may lead to potential expansion of the TAVR
market. For details, see “Industry Overview — TAV Market.”
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As of the Latest Practicable Date, more than ten TAVR products in the global market had
received FDA approval or CE Marking, and the major competitors are Edwards Lifesciences and
Medtronic. There are also eight known TAVR pipeline products globally. The table below shows
the major marketed TAVR products globally.

Boston
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i I
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1
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1 1
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1
CE Marking 2007 2010 2014 2018 2011 2014 2017 2016 2014 2012 : / : /
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NMPA / / / / / / / / / /o) 2017 | 2017
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Note: 1. Balloon-expanding 2. Self-expanding 3. Mechanically expanding 4. Bovine pericardium 5. Porcine pericardium 6.
Transfemoral 7. Transapical 8. Recalled in 2017

Source: Frost & Sullivan

As of the Latest Practicable Date, in China, there were three TAVR products approved for
marketing by the NMPA in China, including VenusA-Valve of our Company, J-Valve of Jiecheng
and VitaFlow-Valve of MicroPort. Meanwhile, there was one TAVR pipeline product in the process
of registration with the NMPA, namely our VenusA-Plus, and there were several TAVR pipeline
products in China at clinical trial stage, including MicroPort’s VitaFlow II-Valve, Edwards
Lifesciences’ SAPIEN XT and SAPIEN 3 and TaurusOne from Peijia Medical Co., Ltd (ii 5 BERRH
AR T). The table below shows the marketed and pipeline TAVR products in China.

30-day
Vascular Expanding | Pericardium | Anti-PVL % Successful
Company Elpeline m Approach Mechanism Material Design Reliievability M;:‘a;ty Rate’

VenusA-Valve Launched 5.0% 95.0%
Eaﬁgﬁ' VenusA-Plus registration TF SE PP + + NA NA
USMEDTECH
VenusA-Pilot Pre-clinical TF SE PP + + NA NA
@ PRARERRARRAS J-Valve Launched TA? SE PP + - 4.8% 93.3%
. VitaFlow-Valve Launched TF SE BP® + - 0.9% NA
MicroPort
MicroPort Scientific Corparation
VitaFlow lI-Valve ~ Clinical trial TF SE BP + + NA NA
SAPIEN XT Clinical trial TF/TA BE* BP - - NA NA
m Edwards Lifesciences
SAPIEN 3 Clinical trial TF/TA BE BP + - NA NA
= N
PEUIA TaurusOne Clinical trial TF SE BP + - NA NA

Note: 1. Transfemoral 2. Transapical 3. Self-expanding 4. Balloon-expanding 5. Porcine pericardium 6. Bovine
pericardium 7. Based on the registrational clinical trial of corresponding product.

Source: Frost & Sullivan
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The table below shows the competitive landscape among marketed TAVR products in China
and in the U.S.

Pri nit
ce Reimbursement Status Maket

Company Product to Patients Share (2018)

Varies in each province and may vary among
our Company VenusA-Valve | About RMB250,000 | hospitals in the same province, depending on 79.3%
whether TAVR procedure can be categorized
as heart valve replacement procedure or other
procedure that is reimbursable under the

China

Jiecheng J-Valve About RMB290,000 governmental insurance. 20.7%
Edwards Lifesciences Sapien &/ | Apout USD32,000 67.1%
Sapien XT ’ CMS covers TAVR under a coverage with e
u.s. evidence development (CED) policy.
Medtronic Evolut i/ About USD30,000 32.9%

EvolutPro

Note: Market share is calculated by implantation volume of TAVR products in China and the U.S., respectively.

Source: Frost & Sullivan

WE MAY NOT BE ABLE TO ULTIMATELY MARKET VENUSA-VALVE IN BRAZIL AND TAIWAN
SUCCESSFULLY.

VenusA-Plus — Our Core Product

VenusA-Plus is an upgraded product based on VenusA-Valve. Compared to VenusA-Valve,
VenusA-Plus contains a DCS with retrieving function. In May 2018, we submitted to the NMPA an
application for VenusA-Plus as an amendment to the VenusA-Valve registration we have obtained.
Once VenusA-Plus is launched in the market, we believe it could be the first retrievable TAVR
product in China. We submitted the GMP application for the manufacturing system of VenusA-Plus
in Brazil in August 2018 and are currently preparing the application for product registration in
Brazil.

Product Structure

Same as VenusA-Valve, VenusA-Plus is a supra annular aortic valve comprised of a PAV, a
DCS and a CLS. The PAV has similar structure as that of VenusA-Valve, consisting of a
self-expanding nitinol frame, porcine pericardium valve tissue, and PTFE sutures that attach
them. The CLS compresses the PAV to a suitable diameter to be loaded into the DCS. The valve
is delivered by using an 18-19Fr delivery system. It also possesses similar features of
VenusA-Valve, including the high radial force, self-expanding frame and the thin and elastic
porcine pericardial valve tissue, which contribute to its advantage in accurate positioning, treating
patients with highly calcified valve leaflets and lowering the incidence of complications.

In contrast to VenusA-Valve, the DCS of the VenusA-Plus system possesses a retrieving
function. It enables physicians to retrieve the PAV during a TAVR procedure before the PAV is fully
released, if the PAV is not placed accurately at the designated position. Physicians are given
multiple opportunities to adjust the positioning of the PAV until it is placed at the designated
location. Inaccurate positioning of the artificial valve has become a major issue in TAVR
procedures, because of the difficulty of physicians to monitor and control the positioning
throughout the process, which leads to an increasing incidence of PPM, PVL and/or death. The
retrieving function, by allowing multiple attempts in adjusting the PAV’s position, can significantly
increase the accuracy of positioning the valve to improve the procedure success rate and lower
the risk of severe adverse events.
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Operation Procedure

The operation procedure of VenusA-Plus is generally similar to the procedure of VenusA-
Valve. The key difference is in the retrieving function of the DCS system of VenusA-Plus. When
starting to release the PAV, the physician can pause when the valve is released for up to 2/3 of
its size and conduct an angiography in the root of aorta to evaluate the PAV’s position. If the
positioning is not ideal, the physician can reversely rotate the catheter handle to retrieve the PAV.

Clinical Trial

We have conducted a multi-center, single arm, open-label, clinical trial in four hospitals in
China, led by the Second Affiliated Hospital of Zhejiang University School of Medicine. The
purpose is to evaluate the safety and efficacy of VenusA-Plus, compared to the clinical results of
VenusA-Valve. The clinical trial was completed in November 2019, and we have submitted the
clinical report to the NMPA.

The trial was initiated in April 2018. The enrollment was completed in October 2019 and 62
subjects were enrolled in the trial. Each subject in the on-going clinical trial must meet the
following physical conditions:

. the patient is diagnosed with senile degenerative aortic valve stenosis,

. the patient shows symptoms of aorta valvular stenosis, as demonstrated by as level Il
or above under the NYHA classification,

. the patient is evaluated as not suitable for surgery by at least one cardiology physician
and two cardiac surgeons, and

. the patient receives a STS risk score equals to or above 4%, in terms of the patient’s
risk of mortality and morbidities for the most commonly performed cardiac surgeries, or
determined with serious surgery contraindications by our researchers.

The safety endpoint of the clinical trial is the incidence of serious adverse events during the
follow-up period after the TAVR procedure. The efficacy endpoint is the improvement in the
subjects’ cardiac function after the procedure, which is primarily reflected by the changes in the
subjects’ mean aortic valve gradient pressure, and NYHA classification at 30 days after the
procedure.

We have consolidated and summarized below the clinical results, which have helped prove
the safety and efficacy of VenusA-Plus.
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. Safety Endpoint

The safety of VenusA-Plus is evaluated by the incidence of serious adverse events during
the 30-day follow-up period, including all-cause mortality, major stroke, cardiovascular surgery
and permanent pacemaker implantation. The chart below shows the number of serious adverse
events among the 62 subjects at 30 days after the procedure. As shown in the table below, the
incidence rate of each adverse event during the follow-up period was below 5.0%, except for the
implantation of permanent pacemaker.

(N=62)
30 Days
All-cause Mortality . . . . . .. ... .. 3 (4.8%)
Myocardial Infarction. . . . . . . . . .. 0 (0.0%)
Major Stroke . . . . . . . 1 (1.6%)
Permanent Pacemaker Implantation. . . . . ... ... ... ... . oo 6 (9.7%)
Cardiovascular Surgery . . . . . . . ... 0 (0.0%)

. Efficacy Endpoint

The efficacy endpoint is evaluated based on the relevant physical conditions of the subjects.
As reflected in the chart below, the mean aortic valve pressure gradient of the subjects
significantly decreased from 62.77 mmHg prior to the procedure to 12.22 mmHg at the earlier of
discharge or eight days after the procedure and remained relatively stable at 12.82 mmHg at 30
days after the procedure. 62, 54 and 50 subjects took the examination before the procedure, at
the earlier of discharge or eight days after the procedure and at 30 days after the procedure,
respectively.

Change in subjects’ mean aortic valve pressure gradient

(mmHg) —O— Mean Aortic Valve Pressure Gradient
70
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40 \

30 \

20 \
12.22 12.82
10

Pre-procedure Discharge/8 days 30 days
N 62 54 50

In addition, as shown in the table below, the proportion of subjects with a level Ill or IV
cardiac function under NYHA classification decreased from 80.7% prior to the procedure to 20.7%
30 days after the procedure. 62 and 58 subjects attended the examination before the procedure
and at 30 days after the procedure, respectively.
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Change in subjects’ NYHA level

Pre-procedure 30 days
Number of Subjects . . . . .. .. ... . 62 58
Level 1. . . e 0 (0.0%) 46 (79.3%)
Level Il . . . o e 12 (19.4%) 0 (0.0%)
Level 1. . . o 30 (48.4%) 12 (20.7%)
Level IV. . e 20 (32.3%) 0 (0.0%)

Market Opportunity and Competition

Driven by the increasing number of patients with severe aortic stenosis and regurgitation, the
number of TAVR procedures and the size of TAV market is expected to continue to grow. For
details, see “Industry Overview — TAV Market.” As of the Latest Practicable Date, VenusA-Plus
was one of the two TAVR product candidates with retrievable function at clinical trial stage in
China. For details, see “— VenusA-Valve — Our Core Product — Market Opportunity and
Competition.”

WE MAY NOT BE ABLE TO ULTIMATELY DEVELOP AND MARKET VENUSA-PLUS
SUCCESSFULLY.

VenusA-Pilot

VenusA-Pilot is our next product for TAVR treatment, which makes further improvements to
the DCS function of VenusA-Plus. The DCS of VenusA-Pilot is designed to have retrieving and
steering functions, which can improve the accuracy of positioning the valve. We completed the
design-stage animal studies for VenusA-Pilot in September 2019 and we are finalizing product
verification and validation in preparation for the pre-clinical animal trial in the fourth quarter of
2019. We expect to initiate the clinical trial in the second quarter of 2020. Our estimated budget
for the pre-clinical animal trial is approximately RMB4.5 million, and our estimated budget for the
clinical trial is approximately RMB64.0 million. For sales of VenusA-Pilot in China, we plan to
submit the NMPA application for VenusA-Pilot as an amendment to the VenusA-Valve registration
we have obtained upon completion of clinical trials.

Product Structure

Same as to VenusA-Valve, VenusA-Pilot is a supra annular aortic valve comprised of a PAV,
a DCS and a CLS. The PAV has similar structure as that of VenusA-Valve, comprised of a
self-expanding nitinol frame, porcine pericardium valve tissue, and PTFE sutures that attach
them. The CLS compresses the PAV to a suitable diameter to be loaded into the DCS.

In contrast to VenusA-Valve, VenusA-Pilot is designed to contain a DCS with not only
retrieving but also steering functions. Physicians can use the DCS to retrieve the PAV during a
TAVR procedure if it is not released accurately to the designated position. Besides the retrieving
function, physicians can use the DCS to steer the position of the PAV during a TAVR procedure.
The steerable function allows physicians to adjust the angle of the valve while deploying the valve
to improve the accuracy of valve positioning during the procedure. The valve is delivered by using
an 18-19Fr delivery system.
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Market Opportunity and Competition

For more information on the opportunity and competitive landscape in the TAV market, see
“Industry Overview — TAV Market” and “— VenusA-Valve — Our Core Product — Market
Opportunity and Competition.” The steerable function of VenusA-Pilot will be a pioneering
technology among existing TAVR products and TAVR product candidates.

WE MAY NOT BE ABLE TO ULTIMATELY DEVELOP AND MARKET VENUSA-PILOT
SUCCESSFULLY.

VenusP-Valve — Our Core Product

VenusP-Valve is a transcatheter pulmonary valve system, which is designed for
percutaneous implantation via cardia catheterization into the RVOT to treat RVOTD including
pulmonary valve backflow as a result of treatment for patients with congenital heart disease. We
have completed the clinical trial in China for VenusP-Valve. In April 2019, VenusP-Valve was
approved by the NMPA to be eligible for the Special Approval Procedures of Innovative Medical
Devices promulgated by the NMPA. We plan to submit the application with the NMPA in the first
quarter of 2020. We submitted the application for the CE Marking in April 2019. We are in the
process of animal trials for VenusP-Valve in the U.S. and plan to submit a pre-submission meeting
request to the FDA in the first half of 2020. Once launched, VenusP-Valve is expected to become
the first TPVR product in China, the first TPVR product for patients with RVOTD after receiving
TAP treatment globally, and the first self-expanding TPVR product globally.

Product Structure
VenusP-Valve is a supra annular aortic valve comprised of a PPV, a DCS and a CLS.
. PPV

The PPV contains a self-expanding nitinol frame and porcine pericardium valve leaflets. The
frame consists of a middle straight portion with two flared ends to prevent the valve from shifting.
Three valve leaflets made of single-layer porcine pericardium are attached to a fan skirt, which is
also made of porcine pericardium. The fan skirt is then sutured with PTFE sutures directly to the
nitinol frame. The frame’s middle straight portion and the lower flare are also covered by porcine
pericardium. There are X-ray-opaque markers located at the valve commissures and the junction
between the lower flare and straight portion of the nitinol frame. These markers allow the user to
monitor the valve location during deployment. In addition, the frame is visible during the entire
operation, which provides additional visual guidance for the implantation of the valve.

The structural design of VenusP-Valve targets to enhance the safety and effectiveness of
TPVR procedure. Set forth below is an illustrative image for PPV.

VenusP-Valve

Flared ends [
Helps prevent the valve
from moving after
implantation

E/ Self-expanding frame
Allows for more controlled
release compared to
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size
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to treat RVOT
dysfunction

[ High radial force
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The laser-cut nitinol frame features strong biocompatibility and durability. Its diamond
structure provides three-dimensional radial force, which helps to push aside calcified leaflets and
prevent paravalvular leakage complication after the replacement. The PPV frame is self-
expanding, different from other products, where a bare stent must be implanted in advance and
a bi-balloon catheter is used to release the PPV, making the TPVR procedures more complicated
with more operational steps involved. In addition, compared with balloon expandable pericardium,
our self-expanding frame requires lower accuracy of positioning and reduces the incidence of
vascular complication. Due to the thin nature of porcine pericardium, our PPV can be delivered
with a smaller catheter. In addition, the frame’s middle and lower parts are covered by porcine
pericardium, which strengthens the weak part of the expansion patch.

VenusP-Valve offers various models that apply to patients with different physical conditions.
The PPV is designed in various product specifications with different dimensions in diameter,
ranging from 16mm to 32mm, which suits the need for patients with different sizes of main
pulmonary valve. In comparison, the artificial biological pulmonary valves produced by some of
our competitors have fewer choices in size and are generally available in smaller sizes. Their
designs are more suitable for patients in the EU and the U.S. market, where the replacement of
artificial valved conduit is more often used in treating RVOT. In contrast, patients in Asia,
especially China, are treated with patch expansion plasty for their RVOTD, which often results in
a larger diameter of the main pulmonary valve.

. DCS

DCS consists of an integral delivery catheter system, including a shaft, a sheath and a tip.
Below is an image of the DCS of VenusP-Valve.

The distal end of the catheter (i.e. the release end) has a specially designed tip to prevent
damage to the blood vessel. The entire device has an external protective sheath and is placed in
a compressed state. The catheter’s intermediate shaft is designed with the necessary length to
help ensure that the valve can reach the release position and provide the pushing force and
twisting control force to reach the designated position. The catheter handle is used to release the
PPV after accurate positioning. The PPV is delivered by using 17-24Fr DCS. The release sheath
wraps the PPV, and the fine adjustment knob on the handle is turned to release the PPV.

. CLS

The CLS compresses the PPV to a suitable diameter to be loaded into the DCS. The CLS
consists of a compressor, a loader, protection tube and a loading tube.
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Operation Procedure

A guidewire is inserted through the right femoral vein, through the inferior vena cava, right
atrium, right ventricle and into pulmonary artery. A measuring balloon catheter is then used to
measure the inner diameter of the RVOT and MPA in order to select a VenusP-Valve with the
appropriate size and to check that there is no coronary artery compression. Afterwards, the DCS
is loaded with the PPV and guided over the wire to the main pulmonary artery. Angiography is
performed to confirm the deployment position before the DCS sheath is retracted to release the
valve to the designated location.

Summary of Clinical Trial Result

We have completed a multi-center, single-arm, open-label, pivotal trial in China to evaluate
the safety and efficacy of VenusP-Valve, involving a total of 55 subjects. As of the Latest
Practicable Date, it was the only completed clinical trial in China for TPVR products. The trial was
started in May 2014 and was completed in January 2018, and the trial was conducted in six clinical
sites.

The 55 subjects enrolled in the trial were patients with congenital heart disease featuring
RVOT stenosis complicated by severe pulmonary valve regurgitation after cardiac surgery for
correction. Patients must meet the following physical conditions:

] the patient has an expansion patch of the RVOT and/or the trans-pulmonary annulus
main pulmonary artery, and moderate to severe pulmonary artery regurgitation;

. the patient has a right ventricular end diastolic volume index within the range of 130
ml/m? to 160 ml/m?;

. the patient’s age is within the range of 10 to 60 years old;

. the patient’s weight is at least 18 kilograms;

J the diameter of pulmonary annulus is with the range of 14 mm to 31 mm; and
J the length of right ventricular outflow tract is at least 20 mm.

The safety of applying VenusP-Valve in TPVR procedures is evaluated by the incidence of
all-cause mortality, stroke and cardiovascular surgery among the subjects at 30 days, six months,
12 months, 24 months, 36 months, 48 months and 60 months after the procedure.

The efficacy endpoints are reflected by the subjects’ valve function after the implantation of
PPV. The endpoints include the success rate of the placement and the implantation of PPV and
the patient’s cardiac function during the follow-up period, primarily evaluated by the improvement
of the subjects’ pulmonary valve regurgitation, the improvement of the subjects’ cardiac function
under the NYHA classification and the subjects’ RVEDVI measured by MRI during the follow-up
period. We will follow up with all the subjects during 60 months after the procedure, and as of the
Latest Practicable Date, we had completed 24 month follow-ups with all the survived subjects.
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. Safety Endpoint

As shown in the table below, there was no incidence of stroke at the 24 months after the
procedure and there were only two cardiogenic deaths during the 24 months after the procedure.
Moreover, only one patient needed another TPVR procedure to reposition the implanted PPV, after
which, the subject’s cardiac function remained effective and stable during the follow-up period.

(N=55)

30 days 6 Months 12 Months 24 Months
Death
Cardiogenicdeath . . .. .... ... ......... 0 (0.0%) 2 (3.6%) 2 (3.6%) 2 (3.6%)
Non-cardiogenic death . . ... ... ......... 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Stroke . ... ... ... 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Cardiovascular Surgery . .. ............ 1 (1.8%) 1(1.8%) 1 (1.8%) 1 (1.8%)

. Efficacy Endpoint
The success rate of the placement and the implantation of PPV was 100%.

Among the 55 subjects, 53 patients survived 24 months after the procedure. Most of the
subjects had different degrees of improvement in their cardiac function after the TPVR procedure,
reflected by the improvement in their RVEDVI. The improvement rate of the subjects’ RVEDVI was
98.0% at six months after the procedure. On average, the subjects’ RVEDVI decreased from a
pre-procedure level of 136.5 + 17.3 ml/m? to 83.7 + 16.0 mI/m? at six months after the procedure,
which shows the improvement in the patients’ right ventricular function.

The table below shows the subjects’ cardiac function level under NYHA classification
improved during the 12 months after the procedure. During the follow-up period, the proportion of
patients with level | cardiac function under NYHA classification increased to 85.5% at 30 days
after the procedure and further increased to over 90% at six months and 12 months after the
procedure, and there has not been any patient with cardiac function level lower than level Il after
the procedure.

Subjects’ NYHA Level

Before
Procedure 30 days 6 Months 12 Months
Number of Subjects . . ... ... ........... 55 55 53 53
Level | . .. .. . 3 (5.5%) 47 (85.5%) 48 (90.6%) 50 (94.3%)
Level Il .. .. . 44 (80.0%) 8 (14.5%) 6 (9.4%) 3 (5.7%)
Level Il . ... .. 8 (14.5%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Level IV ... . 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)

As shown in the chart below, during the 12-month follow-up after the procedure, the
pulmonary valve regurgitation in all surviving subjects improved to varying degrees. At the
immediate evaluation after the procedure, all subjects’ pulmonary valve regurgitation improved
substantially. In general, the subjects’ conditions remained stable during the 12-month follow-up,
with no more than 4% of the subjects suffered from moderate or severe regurgitation.
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Number of subjects with pulmonary regurgitation and the level of severity

m None/Trace = Mild Moderate/Severe
(%)
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80 47
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Pre-pocedure Post-pocedure 6 months 12 months
N 55 55 53 50

In conclusion, the comprehensive trial results showed few incidence of all-cause mortality,
stroke and cardiovascular surgery, and improvement in the patients’ cardiac functions after the
procedure which helped prove the safety and efficacy of VenusP-Valve.

Ongoing Clinical Trial

With respect to our application for the CE Marking, we have engaged in a prospective,
non-randomized, multi-center clinical investigation of VenusP-Valve for the treatment of
pulmonary regurgitation with or without stenosis in patients with native outflow tracts. The trial was
started in September 2016, and the enrollment and procedures were completed in October 2018
with a total of 79 subjects worldwide. The procedures are conducted in 10 sites worldwide. We will
follow up with the subjects within 60 months after the procedure. We completed the 12-month
follow-up with these subjects by October 2019, and we are in the process of preparing an interim
clinical report to be submitted for our application for the CE Marking.

Patients for the trial must meet the following conditions, including:

. age range of 12-70 years old;

. weight of at least 30 kilograms;

. moderate or severe (=3+) pulmonary regurgitation by TTE;

] >30% pulmonary regurgitation fraction; or

. the subject is symptomatic from his/her pulmonary regurgitation or meets MRI criteria
for intervention (RVEF < 45%, PRRF >30% and increased RVEDVI (RVEDVI >150
ml/m?)).

The primary safety endpoint refers to the incidence of death (valve and/or procedure related)

or reoperation within 12 months after the procedure, the incidence of MACCE (death, myocardial

infarction, re-operation, vascular injury resulting in the need for an unplanned vascular grafting
intervention, stroke, and pulmonary embolism) within 30 days after the procedure.
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The primary efficacy endpoint refers to the success rate of placement and implantation of
PPV, hemodynamic performance, measured as the mean transvalvar pressure gradient measured
by TTE at 30 days after the procedure, improvement or abolition of pulmonary regurgitation during
the follow-up period, and the structural valve deterioration (including stent fracture, leaflet
mobility, thickening and calcification) at six months after the procedure. Clinical results that were
available as of the Latest Practicable Date, as illustrated below, shows the efficacy and safety of
VenusP-Valve.

. Safety Endpoint
There has been no case of death during the 12-month follow-up period.
. Efficacy Endpoint

Most of the subjects had different degrees of improvement in their cardiac functions after the
TPVR procedure, reflected by the improvement in their RVEDVI. The subjects’ mean RVEDVI
decreased from a pre-procedure level of approximately 159 ml/m? to 118 ml/m? at six months after
the procedure, which shows improvement in the patients’ right ventricular function.

The table below shows that the subjects’ cardiac function level under NYHA classification
also improved during the 12 months after the procedure. During the follow-up period, the
proportion of the evaluated patients with a level | NYHA cardiac function increased from 26.7%
before the procedure to 87.2% at 12 months after the procedure, and no patient had a NYHA
cardiac function level lower than level Il at 12 months after the procedure.

Subjects’ NYHA Level

Before
Procedure 30 days 6 Months 12 Months
Number of Subjects . . ... ... ........... 60 67 67 39
Level | .. ... . . . . . 16 (26.7%) 40 (59.7%) 41 (61.2%) 34 (87.2%)
Level Il .. .. . 39 (65.0%) 26 (38.8%) 24 (35.8%) 5 (12.8%)
Level Il ... . 5 (8.3%) 1 (1.5%) 1 (1.5%) 0 (0.0%)
Level IV . ... .. . . . . 0 (0.0%) 0 (0.0%) 1 (1.5%) 0 (0.0%)

During the 12-month follow-up after the procedure, the pulmonary valve regurgitation in all
evaluated subjects improved to varying degrees. At the immediate evaluation after the procedure,
all evaluated subjects’ pulmonary valve regurgitation improved substantially. The subjects with
severe or moderate PV regurgitation decreased from 100% to 0% and remained 0% during the
12-month period after the procedure. 76, 78, 69 and 39 subjects took the examination before the
procedure and at 30 days, six months and 12 months after the procedure respectively.

Market Opportunity and Competition

VenusP-Valve is designed to treat patients with pulmonary regurgitation, which is mainly
caused by degeneration of RVOT from a previous repair to treat ToF patients and other congenital
heart diseases. With the increasing number of ToF and other RVOTD patients, demand for TPVR
products such as VenusP-Valve is expected to increase. According to Frost & Sullivan, globally,
the number of TPVR eligible patients increased from 62,500 in 2014 to 76,100 in 2018, and is
expected to increase to 127,700 in 2025. In China, the number of TPVR eligible patients increased
from 15,900 in 2014 to 20,400 in 2018, and is expected to increase to 41,000 in 2025. Considering
the high prevalence of newborns with congenital heart defects every year in China and global
market, TPVR treatment may become reimbursable under governmental medical insurance in the
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future, which will increase its accessibility and affordability. Meanwhile, the improved safety and
efficacy of TPVR procedure over SPVR procedure will increase the acceptance among patients
and physicians. Therefore, we expect the market adoption of our VenusP-Valve will increase. For
details, see “Industry Overview — TPV Market.”

As of the Latest Practicable Date, there were three FDA or CE approved TPVR products
including Sapien and Sapien XT from Edwards Lifesciences and Melody from Medtronic, and
there were five product candidates at the clinical trial stage. Compared to Melody from Medtronic
and Sapien XT from Edwards Lifesciences, VenusP-Valve is more tailored to Chinese patients.
More than 85% of ToF patients in China that went through RVOT enlargement procedures are
treated with the transvalvular patch method, and the diameter of their pulmonary valve ring is
larger than 22mm, making VenusP-Valve the only viable option among the three competing
products, according to Frost & Sullivan. The table below compares Melody, Sapien XT and

VenusP-Valve.
VenusP-Valve
m

Company Medtronic Edwards (Venus MedTech)
Approved in the U.S. . Approaching approval in
Market status and the EU Approved in the U.S. China and the EU
EXpanding Balloon-expanding Balloon-expanding Self-expanding
Mechanism
LEGREIDES Platinum-Iridium allo Cobalt-chromium allo Nickel-titanium allo
Scaffolds 4 Y Y
LEEEDE Bovine jugular vein Bovine Pericardium Porcine Pericardium
Valves
Application
Rangsit 16~22mm 16~22mm 16~27mm
Pulmonary
Rings
Shape of . .
Valve Straight Straight Double trumpet-shaped
A bracket is needed to be pre-implanted on RVOT, Both bracket and expansion
Specification and 2 expansion balloons are also necessary, balloons are not needed, more
resulting in the high cost. convenient and economical

Source: Frost & Sullivan

The table below shows the competitive landscape among marketed TPVR products in the
U.S.

Price/Unit

Company Product to Patients Reimbursement Status

Edwards Lifesciences Sapien XT About USD30,000 CMS does not have a national
Medicare coverage position.
Coverage may be
subject to local carrier discretion.

u.s.

Medtronic Melody About USD30,000

Note: As of the Latest Practicable Date, market share of TPVR products was not available, due to the small size of the
emerging TPV market.

Source: Frost & Sullivan
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