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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 “Documents Delivered to the Registrar of Companies and Available
on Display” in Appendix V 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
and the Registrar of Companies in Hong Kong take no responsibility as to the contents of this prospectus or any other document referred to above.

The Offer Price will be HK$8.80 per Offer Share, unless otherwise announced. Investors applying for the Hong Kong Offer Shares must pay, on
application, the Offer Price of HK$8.80 for each Offer Share together with brokerage of 1.0%, SFC transaction levy of 0.0027%, AFRC transaction
levy of 0.00015% and the Hong Kong Stock Exchange trading fee of 0.005%.

The Overall Coordinators, on behalf of the Hong Kong Underwriters, and with our consent may, where considered appropriate, reduce the
number of Hong Kong Offer Shares and/or the Offer Price below that is stated in this prospectus at any time prior to the morning of the
last day for lodging applications under the Hong Kong Public Offering. In such a case, notices of the reduction in the number of Hong Kong
Offer Shares and/or the Offer Price will be available on the website of our Company at https://orbusneich.com and on the website of the Hong
Kong Stock Exchange at www.hkexnews.hk as soon as practicable following the decision fo make such reduction, and in any event not later
than the morning of the day which is the Tast day for lodging applications under the Hong Kong Public Offering. Further details are set forth
in “Structure of the Global Offering” and “How to Apply for Hong Kong Offer Shares” in this prospectus.

Prior to making an investment decision, prospective investors should consider carefully all of the information set out in this prospectus, including
the risk factors set out in “Risk Factors” in this prospectus. The obligations of the Hong Kong Underwriters under the Hong Kong Underwriting
Agreement are subject to termination by the Overall Coordinators (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 — Underwriting Arrangements and Expenses — Hong Kong Public Offering — 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
be offered and sold only outside the United States in an offshore transaction in accordance with Regulation S under the U.S. Securities Act.
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Your application through the White Form eIPO service or the CCASS EIPO service
must be for a minimum of 500 Hong Kong Offer Shares and in one of the numbers set
out in the table. You are required to pay the amount next to the number you select.

OrbusNeich Medical Group Holdings Limited
(HK$8.80 per Hong Kong Offer Share)
NUMBER OF HONG KONG OFFER SHARES THAT MAY BE APPLIED FOR AND PAYMENTS
No. of Hong No. of Hong No. of Hong No. of Hong
Kong Offer Amount  Kong Offer Amount  Kong Offer Amount  Kong Offer Amount
Shares  payable on Shares  payable on Shares  payable on Shares  payable on
applied for ~ application  applied for ~ application  applied for ~ application  applied for ~ application

HKS HKS HK$ HKS

500 4,44435 7,000 62,220.83 50,000 444.434.54 400,000  3,555,476.32
1,000 8,888.69 8,000 71,109.53 60,000  533,321.45 450,000 3,999.910.86
1,500 13,333.04 9,000 79,998.22 70,000 622,208.35 500,000 4,444,345.40
2,000 17,777.39 10,000 88,886.91 80,000  711,095.27 600,000  5333,214.48
2,500 2.221.72 15000 133,330.36 90,000  799,982.17 700,000  6,222,083.56
3,000 26,666.07 20,000 17777381 100,000  888,869.08 800,000  7,110,952.64
3,500 31,110.42 25,000 222217.27 150,000 1,333,303.62 900,000  7,999,821.72
4,000 35,554.76 30,000 266,660.73 200,000 1,777,738.16 1,000,000  §8,888,690.80
4,500 39,999.11 35,000 311,104.18 250,000 2,222,172.70 1,500,000 13,333,036.20

5,000 44,443.46 40,000 355,547.63 300,000 2,666,607.24 2,000,000 17,777,381.60
6,000 53,332.15 45,000 399,991.08 350,000 3,111,041.78 2,732,000 24,283,903.26

Note:

(1)  Maximum number of Hong Kong Offer Shares you may apply for.

No application for any other number of the Hong Kong Offer Shares will be

considered and any such application is liable to be rejected.
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EXPECTED TIMETABLE

Hong Kong Public Offering commences . ............ ... ... ........ 9:00 a.m. on
Tuesday, December 13, 2022

Latest time for completing electronic applications
under White Form eIPO service through the
designated website www.eipo.com.hk® . ... ... ... ... L. 11:30 a.m. on
Friday, December 16, 2022

Application lists open™® . . ... ... 11:45 a.m. on
Friday, December 16, 2022

Latest time for (a) completing payment for White Form
eIPO applications by effecting internet banking transfer(s)
or PPS payment transfer(s) and (b) giving electronic
application instructions to HKSCC™ . . .. ... .. ... .. .. .. ... ........ 12:00 noon on
Friday, December 16, 2022

If you are instructing your broker or custodian who is a CCASS Clearing Participant or

a CCASS Custodian Participant to give electronic application instructions via CCASS

terminals to apply for the Hong Kong Offer Shares on your behalf, you are advised to contact

your broker or custodian for the latest time for giving such instructions which may be
different from the latest time as stated above.

Application lists close™ ... ... .. .. ... 12:00 noon on

Friday, December 16, 2022

Announcement of the Offer Price, the level of indications
of interest in the International Offering, the level of
applications in the Hong Kong Public Offering and the basis
of allocation of the Hong Kong Offer Shares on our website
at https://orbusneich.com and the website of the Hong Kong

Stock Exchange at www.hkexnews.hk on or before....... Thursday, December 22, 2022

The 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, including:

. in the announcement to be posted on our website
and the website of the Hong Kong Stock Exchange
at https://orbusneich.com and www.hkexnews.hk,

respectively . ... ... Thursday, December 22, 2022

—iii —



EXPECTED TIMETABLE

. from the designated results of allocations website 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..................... 8:00 a.m. on Thursday,
December 22, 2022, to
12:00 midnight on Wednesday,
December 28, 2022

. from the allocation results telephone enquiry
by calling +852 2862 8555 between 9:00 a.m.
and 6:00 pom. on......... ... Thursday, December 22, 2022,
Friday, December 23, 2022,
Wednesday, December 28, 2022
and Thursday, December 29, 2022

Share certificates in respect of wholly or partially
successful applications to be dispatched/collected
or deposited into CCASS on or before”® ... ... .. .. ... Thursday, December 22, 2022

White Form e-Refund payment instructions/refund checks
in respect of wholly or partially successful applications
if the final Offer Price is less than the price payable on
application (if applicable) or wholly or partially unsuccessful
applications to be dispatched/collected
on or before®® Thursday, December 22, 2022

Dealings in the Shares on the Hong Kong Stock Exchange
expected to commence at 9:00 am.on................... Friday, December 23, 2022

Notes:
(1)  All dates and times refer to Hong Kong local dates and time, except as otherwise stated.

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

(3)  If there is/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 Friday, December
16, 2022, the application lists will not open or close on that day. See “How to Apply for Hong Kong Offer
Shares — Effect of bad weather and Extreme Conditions on the opening and closing of the application lists.”

(4)  Applicants who apply for Hong Kong Offer Shares by giving electronic application instructions to HKSCC
via CCASS or instructing your broker or custodian to apply on your behalf via CCASS should refer to “How
to Apply for Hong Kong Offer Shares — Applications for the Hong Kong Offer Shares — Applying through
CCASS EIPO service.”
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EXPECTED TIMETABLE

(%)

(6)

(N

(®)

None of the websites set out in this section or any of the information contained on the websites forms part of
this prospectus.

Share certificates will only become valid at 8:00 a.m. on the Listing Date provided that the Global Offering
has become unconditional and the right of termination described in “Underwriting — Underwriting
Arrangements and Expenses — Hong Kong Public Offering — Grounds for Termination” has not been exercised.
Investors who trade Shares on the basis of publicly available allocation details or prior to the receipt of Share
certificates or the Share certificates becoming valid do so entirely at their own risk.

e-Refund payment instructions/refund checks 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 Public Offer Price is less than the price payable per Offer Share on
application. Part of the applicant’s Hong Kong identity card number or passport number, or, if the application
is made by joint applicants, part of the Hong Kong identity card number or passport number of the first-named
applicant, provided by the applicant(s) may be printed on the refund check, if any. Such data would also be
transferred to a third party for refund purposes. Banks may require verification of an applicant’s Hong Kong
identity card number or passport number before encashment of the refund check. Inaccurate completion of an
applicant’s Hong Kong identity card number or passport number may invalidate or delay encashment of the
refund check.

Applicants who have applied on White Form eIPO for 1,000,000 or more Hong Kong Offer Shares may
collect any refund checks (where applicable) and/or Share certificates in person from our Hong Kong Share
Registrar, Computershare Hong Kong Investor Services Limited at Shops 1712-1716, 17th Floor, Hopewell
Centre, 183 Queen’s Road East, Wan Chai, Hong Kong from 9:00 a.m. to 1:00 p.m. on Thursday, December
22, 2022 or such other date as notified by us as the date of dispatch/collection of Share certificates/e-Refund
payment instructions/refund checks. Applicants being individuals who are eligible for personal collection may
not authorize any other person to collect on their behalf. Individuals must produce evidence of identity
acceptable to our Hong Kong Share Registrar at the time of collection.

Applicants who have applied for Hong Kong Offer Shares through CCASS EIPO service should refer to “How
to Apply for Hong Kong Offer Shares — Despatch/collection of share certificates/e-Refund payment
instructions/refund checks — Personal Collection — If you apply through CCASS EIPO service” for details.

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

Share certificates and/or refund checks for applicants who have applied for less than 1,000,000 Hong Kong
Offer Shares and any uncollected Share certificates and/or refund checks will be dispatched by ordinary post,
at the applicants’ risk, to the addresses specified in the relevant applications.

Further information is set out in “How to Apply for Hong Kong Offer Shares — Refund of application monies”

and “How to Apply for Hong Kong Offer Shares — Despatch/collection of share certificates/e-Refund payment
instructions/refund checks.”

The above expected timetable is a summary only. For details of the structure of the Global

Offering, including its conditions, and the procedures for applications for Hong Kong Offer

Shares, please refer to “Structure of the Global Offering” and “How to Apply for Hong Kong

Offer Shares,” respectively.

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

its terms, the Global Offering will not proceed. In such a case, we will publish an

announcement as soon as practicable thereafter.
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SUMMARY

This summary aims to give you an overview of the information contained in this
prospectus. As this is a summary, it does not contain all the information that may be
important to you. You should read the entire prospectus before you decide to invest in
the Offer Shares.

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 a major global medical device manufacturer specialized in interventional
instruments for percutaneous coronary intervention (PCI) and percutaneous transluminal
angioplasty (PTA) procedures. The PCI and PTA markets are niche, small and concentrated
markets. According to the CIC Report, we are a major player of PCI/PTA balloon markets in
each of the following geographical markets in terms of sales volume in 2021:

PCI Balloon Market: PTA Balloon Market:

e Japan - Ranked No. 2 with a 20% market share ¢ Japan— Ranked No. 3 with a 13% market share
* Europe - Ranked No. 4 with a 11% market share ¢ U.S. — Ranked No. 4 with a 12% market share
¢ PRC - Ranked No. 6 with a 8% market share

 U.S. - Ranked No. 6 with a 3% market share

Headquartered in Hong Kong, China, we sell products to over 70 countries and regions
worldwide, and we are also the only PCI balloon manufacturer headquartered in China that
ranked among the top 6 players in all major overseas PCI balloon markets including Japan,
Europe and the U.S. In addition to PCI/PTA balloons, we also specialize in coronary stent
products and are actively expanding into neuro vascular intervention and structural heart
disease areas.

Medical treatment of coronary artery disease (CAD) and peripheral artery disease (PAD)
depends on their symptoms, cardiac function, and presence of other disorders. There are three
primary methods of treating CAD/PAD, namely: (i) medical therapy, (ii) interventional
treatment, including PCI for CAD and PTA for PAD, and (iii) invasive surgical treatment. Since
PCI/PTA procedures carry lower risk and costs, but still enjoy a similar treatment success rate
compared to surgical treatment, it is often the preferred form of treating CAD/PAD.

The coronary interventional instruments market in the PRC, the U.S. and Europe is
expected to grow from 2021 to 2025 at a CAGR of 14.0%, 13.1% and 10.0%, respectively,
while the peripheral interventional instruments market in the PRC, the U.S. and Europe is
expected to grow from 2021 to 2025 at a CAGR of 14.6%, 11.9% and 9.2%, respectively. We
strategically focus on these fast-growing markets as well as large established markets such as
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Japan, and the sales volume of our PCI balloon products globally reached approximately
866,000 units in 2021, ranking top six amongst all global cardiovascular interventional
instrument developers and manufacturers in Japan, Europe, the U.S. and the PRC. We have also
expanded the geographical coverage of our products to over 70 countries and regions in six
continents as of June 30, 2022. Our long operating history which traces back to 2000, high
quality products and wide geographic reach have formed a well-established reputation and
brand recognition of the “OrbusNeich” and “Z%2” brands in our target markets globally.

Our diversified product portfolio covers all major treatment processes in PCI and PTA
procedures. Our approved and marketed products are indicated for lesion access, lesion
preparation, lesion therapy and lesion optimization, encompassing semi-compliant balloons
and scoring balloons for pre-dilatation and lesion preparation, coronary stents for implantation,
non-compliant balloons for post-dilatation, and specialty catheters. In particular, we focus on
developing innovative products with high performances, which enable us to meet the
physicians’ and patients’ clinical needs and to benefit from first-mover advantages.

As of the Latest Practicable Date, we own more than 180 granted patents globally across
key jurisdictions, including 31 and 56 granted patents in the U.S. and in the PRC, respectively.
Our strong in-house R&D capabilities with over twenty years of accumulated product
development experience and continued investment in R&D activities empowered us with
abundant proprietary know-how in product design, material treatment, manufacturing
processes, and enabled us to successfully develop various proprietary technologies, including
our world leading antibody coating technology that features the “pro-healing” function and has
been applied to our COMBO and COMBO Plus dual therapy stent products. We are also
developing the second generation of such antibody coating technology and intend to apply it
in a wider spectrum of medical devices. As of June 30, 2022, we had a robust pipeline
consisting around 40 products under development. Leveraging our world leading technologies
and strong R&D capabilities, we also intend to expand our product lines into new intervention
areas such as neuro-intervention and structural heart disease intervention. With a focus on the
entire development lifecycle of our products, we maintain a comprehensive team from research
and development to commercialization. In 2019, 2020, 2021 and for the six months ended June
30, 2021 and 2022, our research and development expenses was US$9.6 million, US$12.6
million, US$12.1 million, US$5.8 million and US$6.7 million, respectively, accounting for
10.0%, 14.2%, 10.4%, 10.2% and 9.8% of our total revenue for the same periods. We also
collaborate with clinical trial institutions to conduct clinical trials where such institutions will
generally assist us in selecting subjects, obtaining informed consent from said subjects,
administering the test device, monitoring and reporting all safety findings, collecting and
maintaining record of data, and issuing case reports at the end of each clinical trial.

Headquartered in Hong Kong, we maintain an established global sales network which
consists of both direct sales and distributorship. As of June 30, 2022, our sales network covered
over 70 countries and regions worldwide, among which we also built our direct sales force in
the Mainland China, Hong Kong, Macau, Japan, Malaysia, Singapore, Germany, France,
Switzerland and Spain. In 2019, 2020, 2021 and for the six months ended June 30, 2022, our
direct sales channel covered eight, nine, ten and ten countries and regions, respectively. Our

_2_
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direct sales team works closely with each other to facilitate physician education and product
promotions among different jurisdictions. In 2019, 2020, 2021 and for the six months ended
June 30, 2021 and 2022, our revenue generated from direct sales was US$50.5 million,
US$49.1 million, US$63.9 million, US$31.0 million and US$33.6 million, respectively,
representing 52.4%, 55.5%, 54.9%, 54.1% and 48.9% of our total revenue, respectively.

In 2019, 2020, 2021 and for the six months ended June 30, 2022, our distributorship
channel covered 61, 59, 65 and 65 countries and regions, respectively. Our global distributor
network consists of approximately 207 distributors as of June 30, 2022. In 2019, 2020, 2021
and for the six months ended June 30, 2021 and 2022, our revenue generated from sales to
distributors was US$44.8 million, US$38.3 million, US$52.3 million, US$26.3 million and
US$35.2 million, respectively, representing 46.5%, 43.3%, 44.9%, 45.8% and 51.1% of our
total revenue, respectively. Our experienced and dedicated global sales and marketing team is
in charge of managing our distributor network. In addition, our in-house sales and marketing
team also leverages our knowledge base and relationship with hospitals and key opinion
leaders to promote and sell our products directly to hospital customers.

Our production facilities in Shenzhen, the PRC and Hoevelaken, the Netherlands are
equipped with advanced equipment that are either customized based on our design input or
purchased from renowned suppliers, which enabled us to manufacture all of our self-developed
products in-house. For the six months ended June 30, 2022, our production facilities in the PRC
and the Netherlands have an aggregate annualized production capacity of approximately
1,352,000 units of balloon products and approximately 56,400 units of stent products per year,
thereby enabling us to supply large-scale and stable high-quality products and providing us
with more flexible market access to customers around the world. Leveraging our strict and
well-established Quality Management System (QMS), our production facilities have passed the
audits and inspections by various regulatory bodies. In particular, our production facilities in
the PRC have passed onsite inspections by the FDA with Zero Observations in 2020. In
addition, our production facilities in the PRC have passed audits from NB in 2020 and 2021
and audits from NMPA in 2021. Our production facilities in the Netherlands are subject to
annual audits from NB and have passed such audits in 2020, 2021 and 2022, and have passed
inspection from PMDA in 2019.

OUR PRODUCTS AND PRODUCT PIPELINE

We design, develop, manufacture, distribute and sell a variety of medical devices that
treat coronary and peripheral vascular diseases during interventional procedures, which include
products we develop in-house and hold relevant intellectual property rights, as well as certain
third party products. Our diversified product portfolio covers all major treatment processes in
PCI and PTA procedures. Our approved and marketed products are indicated for lesion access,
lesion preparation, lesion therapy and lesion optimization, encompassing semi-compliant
balloons, specialty catheters, scoring balloons, non-compliant balloons. As of June 30, 2022,
we had an aggregate of over 40 approved products, including 25 PMDA approved products, 22
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products with CE Mark, 14 FDA cleared or approved products and 15 NMPA approved
products, respectively, which were widely adopted by hospitals in over 70 countries and
regions around the world as of June 30, 2022.

Benefiting from our strong R&D capabilities and technical expertise, our balloon and
stent products for PCI/PTA procedures achieve high performances and enjoy first-mover
advantages. For examples:

. we were the first company globally that developed the 1.75mm scoring balloons;

. our Sapphire 3 semi-compliant balloon series have an industry-leading 0.85mm
outer diameter;

. our Sapphire II Pro is the first 1.0mm diameter balloon cleared by the FDA;

. our Coronary R Stent platform is mechanically superior in its balance of form, fit,
function and design offering a wide range of clinical utility in complex coronary
anatomy,

. our Scoreflex series scoring balloon has the smallest profile non-compliant scoring
balloon with relatively high procedural success rate in smaller diameter vessels that
are not ideal for stenting;

. our COMBO Plus dual therapy stent is the first and only commercialized “drug plus
antibody” double-coated stent that promotes effective coronary vessel healing in the
world; and

. our JADE non-compliant peripheral balloon is the first and the only non-compliant
over-the-wire PTA balloon approved by the FDA that is compatible with all
guidewire systems in the U.S., making it an ideal choice in the treatment of the
peripheral vascular disease.

As of June 30, 2022, we had a robust product pipeline consisting around 40 products in
various development stages. Capitalizing our world leading technologies, we are able to
develop a variety of products that are expected to further advance our current endovascular
interventional solutions as well as structural heart disease solutions.

Vertically, we continue to expand and upgrade our existing product portfolio across
different product series by adopting the “simplifying the complex” philosophy and with an aim
to building a diversified product portfolio for PCI/PTA procedures covering the lesion access,
lesion preparation, lesion therapy and lesion optimization functions. Specifically, we are
applying for CE Mark for our Sapphire II Pro OTW series. To expand the ScoreFlex series, we
are developing a Scoreflex II series scoring balloon tailored for the Japanese market in addition
to the ScoreFlex TRIO (PTCA) product which was recently approved by the PMDA, and a Jade
II series PTA balloon for our next generation Jade series products.
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In addition, we are developing a CTO toolbox with a variety of products such as
microcatheters, shapeable steerable tip microcatheters, guide catheter extension systems, dual
lumen microcatheters that are expected to effectively meet the challenging clinical needs and
simplify the complex interventional procedures, an ECMO left ventricle assist device which is
currently at preclinical stage, and a new generation drug eluting balloon (DEB) product for
various clinical indications.

Horizontally, we intend to leverage our technical expertise in the PCI/PTA instrument
field and expand our product offerings to include structural heart intervention products and
neuro intervention products. In the structural heart disease intervention arena, we intend to
develop certain catheter-based medical devices used for structural heart interventional
procedures such as valvuloplasty balloon catheter, and we are also working closely with ON
P&F to develop balloon expandable heart valve products, and with our partner P&F Int’l to
co-develop the next generation of heart valve products. We also focused on the development
of a variety of neuro-intervention products devices including neuro balloons which are under
type testing for NMPA submission, neuro microcatheters, neuro occlusion balloons and neuro
drug-eluting balloons. Having a variety of neuro intervention products will enable us to
effectively penetrate and compete in the neuro intervention market.

SUMMARY FINANCIAL INFORMATION

The following tables summarize our consolidated financial results during the Track
Record Period and should be read in conjunction with the section headed “Financial
Information” in this prospectus and the Accountant’s Report set out in Appendix I to this
prospectus, together with the respective accompanying notes.

Summary of Consolidated Statements of Profit or Loss

For the six months

For the year ended December 31, ended June 30,
2019 2020 2021 2021 2022
US$’000 US$°000 US$°000 US$°000 US$°000
(Unaudited)
Revenue 96,342 88,472 116,462 57,339 68,851
Cost of sales (30,895) (30,452) (35,290) (16,790) (21,137)
Gross profit 65,447 58,020 81,172 40,549 47,714
Profit/(loss) before income tax 7,507 7,255 (1,318) 4,979 9,689
Profit/(loss) for the year/period
attributable to owners
of the Company 6,958 7,071 (4,444) 3,321 8,037
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Non-HKFRS Measures

To supplement our consolidated results, which are prepared and presented in accordance
with HKFRS, we use certain additional financial measures which are not required by or
presented in accordance with HKFRS. Such measures include adjusted profit for the
year/period (non-HKFRS measure) and adjusted net profit margin (non-HKFRS measure). Our
adjusted profit for the year (non-HKFRS measure) are not calculated in accordance with
HKFRS, and they are considered non-HKFRS measures. We believe that adjusted profit for the
year/period (non-HKFRS measure) are useful for investors in comparing our performance, and
they allow investors to consider metrics used by our management in evaluating our
performance.

We define adjusted profit for the year/period (non-HKFRS measure) as profit/(loss) for
the year/period by adding back: (i) unwinding of interests on convertible redeemable preferred
shares, (ii) share-based compensation expenses, (iii) fair value losses of convertible
redeemable preferred shares, (iv) loss on derecognition of financial liability in relation to
convertible redeemable preferred shares, and (v) listing expenses. We also define adjusted net
profit margin (non-HKFRS measure) as adjusted profit for the year/period (non-HKFRS
measure) divided by total revenue. We elected to add back these items for the non-HKFRS
measure primarily because (i) all outstanding Series A and Series A-2 Preferred Shares of our
Company have been or will be reclassified to equity upon fulfillment of conditions attached in
the relevant agreement and no later than the completion of the Global Offering, and therefore,
we will no longer incur any unwinding of interests, fair value losses or losses on derecognition
of financial liability, in relation to the convertible redeemable preferred shares. In addition,
unwinding of interests, fair value losses and losses on derecognition of financial liability in
relation to the convertible redeemable preferred shares were non-cash items, (ii) our
share-based compensation expenses were non-cash in nature, and (iii) we incurred listing
expenses in relation to the Global Offering.

Our adjusted profit for the year (non-HKFRS measure) increased by 201.4% from US$7.1
million in 2020 to US$21.4 million in 2021, and our adjusted net profit margin (non-HKFRS
measure) increased from 8.0% in 2020 to 18.3% in 2021, primarily due to the increase in gross
profit as a result of increase in revenue, and our relatively stable expenses (excluding
reconciling items under non-HKRFS measure) in 2021 as compared to 2020.

Our adjusted profit for the period (non-HKFRS measure) increased by 11.8% from
US$11.0 million for the six months ended June 30, 2021 to US$12.3 million for the six months
ended June 30, 2022, primarily due to the increase in gross profit as a result of increase in
revenue, partially offset by the increase in other losses — net and operating expenses (excluding
reconciling items under non-HKRFS measure) for the six months ended of June 30, 2022 as
compared to the same period in 2021. Our adjusted net profit margin (non-HKFRS measure)
decreased from 19.2% for the six months ended June 30, 2021 to 17.9% for the six months
ended June 30, 2022, primarily due to the fair value loss of the Commodity Linked Fixed Rate
Note of US$1.3 million, which reduced the adjusted net profit margin (non-HKFRS measure)
by 1.9% in the first half of 2022. The Company will hold the Commodity Linked Fixed Rate
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Note till maturity in 2023 to earn a predetermined return of 2.8%. Therefore the Company
expects the fair value loss recognized in the first half of 2022 will be completely offset by a
corresponding gain in subsequent financial period till maturity in 2023.

Our Directors believe that the presentation of non-HKFRS measures when shown in
conjunction with the corresponding HKFRS measures provide useful information to investors
and management regarding financial and business trends relating to its financial condition and
results of operations, by eliminating potential impact of certain items.

The use of non-HKFRS 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 conditions as reported under HKFRS. In addition, non-HKFRS
measures used in this prospectus may be defined differently from similar terms used by other
companies.

For the six months

For the year ended December 31, ended June 30,
2019 2020 2021 2021 2022
US$°000 US$°000 US$°000 US$’000 US$°000
(Unaudited)
Non-HKFRS Measures
Profit/(loss) for the year/period 6,958 7,071 (4,444) 3,321 8,037
Add:
Unwinding of interests on convertible
redeemable preferred shares - - 4,853 476 1,336
Share-based compensation expenses - - 1,339 670 368
Fair value losses of convertible
redeemable preferred shares - - 14,397 6,030 -
Loss on derecognition of financial
liability in relation to convertible
redeemable preferred shares - - 559 - -
Listing expenses - - 4,648 492 2,599
Adjusted profit for the year/period
(non-HKFRS measure) 6,958 7,071 21,352 10,989 12,340
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Revenue and Gross Profit

In 2019, 2020, 2021 and for the six months ended June 30, 2021 and 2022, our revenue
was US$96.3 million, US$88.5 million, US$116.5 million, US$57.3 million and US$68.9
million, respectively, and our gross profit was US$65.4 million, US$58.0 million, US$81.2
million, US$40.5 million and US$47.7 million, respectively.

Our revenue and gross profit decreased from 2019 to 2020, primarily due to (i) the impact
of the COVID-19 pandemic, which led to a lower number of PCI surgeries performed and
reduced the consumption of our products as patients generally do not take relevant procedures
unless necessary, and (ii) a decrease in the average selling prices of our products reflecting the
product mix sold and the contribution by different markets in relevant periods, partially offset
by our launch of COMBO Plus products in Japan, which had a higher average selling price.

Our revenue increased by US$28.0 million from US$88.5 million in 2020 to US$116.5
million in 2021, which was primarily attributable to increases in sales volume of both direct
sales and distributor sales as a result of the resumption of business activities in various markets
as COVID-19 pandemic became stabilized. In particular, (i) revenue from our EMEA market
increased by US$9.7 million in 2021 due to the increases in average selling price and sales
volume; (ii) the introduction of our new Jade OTW series in the U.S. market in 2021 brought
in an increase in revenue from PTA balloons of US$4.2 million; and (iii) due to the change in
sales model from exclusive distributorship to a combination of direct sales and regional
distributors in the PRC as well as our additional marketing efforts for certain products not
subject to the centralized procurement policy, we were able to increase our revenue by US$12.0
million in the PRC market in 2021. In addition, our gross profit margin increased slightly to
69.7% in 2021 and thus with the increased revenue, our gross profit has increased by US$23.2
million from US$58.0 million in 2020 to US$81.2 million in 2021.

Our revenue increased by US$11.6 million from US$57.3 million in the first six months
of 2021 to US$68.9 million in the first six months of 2022, which was primarily attributable
to increases in sales volume of both direct sales and distributor sales. In particular, (i) revenue
from our U.S. market increased by US$2.9 million in the first six months of 2022 due to the
increases in sales volume of our coronary balloons as a result of the introduction of our
Scoreflex NC series in the U.S. market upon product approval by the FDA in late 2021; (ii) the
increase in sales volume of our Scoreflex Trio series in the Japan market, which has the higher
average selling price among our scoring balloons, brought in an increase in revenue of US$2.4
million in the first six months of 2022; and (iii) revenue in the PRC market increased by
US$6.4 million in the first six months of 2022, primarily due to the increase in volume and
average selling price for our Scoreflex series as a result of the expansion of our sales networks
and change in sales model in the PRC as well as our additional marketing efforts for certain
products not subject to the centralized procurement policy. With the increased revenue, our
gross profit has increased by US$7.2 million from US$40.5 million in the first six months of
2021 to US$47.7 million in the first six months of 2022.
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Government Grant

The government grant received by our subsidiary in the PRC increased from US$1.0
million in 2019 to US$1.9 million in 2020, and decreased to US$0.8 million in 2021. The
government grant received by our subsidiary in the PRC decreased from US$0.3 million in the
first six months of 2021 to US$0.2 million in the first six months of 2022.

The government grants received by our subsidiary in the PRC in 2020 and 2021 were
mainly related to the government’s support on (i) product registration when entering into a new
market, (ii) obtaining medical devices production license for the production of Class III
medical devices and (iii) employment in relation to the COVID-19 pandemic, which were
non-recurring in nature. The higher amount of government grant in 2020 was primarily due to
the support from the PRC government in relation to obtaining approval from the PMDA for the
sales of our Sapphire NC 24, Teleport and Jade PTA series in the Japan market.

Selling and Distribution Expenses

Our selling and distribution expenses decreased by 17.3% from US$32.3 million in 2019
to US$26.7 million in 2020, primarily due to the slowdown of business activities and decreased
sales volume in 2020 as affected by the COVID-19 pandemic, which led to less marketing

activities, lower royalty and travel and entertainment expenses in 2020.

Our selling and distribution expenses increased by 12.7% from US$26.7 million in 2020
to US$30.1 million in 2021, which was primarily due to the setup of our own PRC sales and
marketing team.

Our selling and distribution expenses increased by 12.2% from US$14.7 million in the
first six months of 2021 to US$16.5 million in the first six months of 2022, primarily due to
the increase in marketing expenses as a result of the resumption of marketing activities such
as medical congresses and trade shows.

General and Administrative Expenses

Our general and administrative expenses decreased by 8.9% from US$15.7 million in
2019 to US$14.3 million in 2020, primarily due to a decrease in employee benefit expenses due
to the departure of certain former senior management, a decrease in headcount of our U.S.
office which has a higher average salary and reduction of bonuses paid to our employees as a
result of decreased revenue due to the COVID-19 pandemic, partially offset by an increase in
legal and professional fees in connection with our acquisition of ON AG.

Our general and administrative expenses increased by 39.9% from US$14.3 million in
2020 to US$20.0 million in 2021, primarily due to the increase in employee benefit expenses

as a result of our increased headcount and the overall salary increment.
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Our general and administrative expenses increased by 30.5% from US$8.2 million in the
first six months of 2021 to US$10.7 million in the first six months of 2022, primarily due to
the increase in listing expenses in the first six months of 2022.

Research and Development Expenses

Our research and development expenses increased by 31.3% from US$9.6 million in 2019
to US$12.6 million in 2020, primarily due to the increase in clinical trial expenses from a net
reversal of US$2.6 million in 2019 to an expense of US$1.2 million in 2020.

Our research and development expenses remained relatively stable in 2020 and 2021, and
we recorded research and development expenses of US$12.1 million in 2021.

Our research and development expenses increased by 15.5% from US$5.8 million in the
first six months of 2021 to US$6.7 million in the first six months of 2022, primarily due to the
increase in employee benefit expenses as a result of the overall salary increment and the
increase in our outsourced R&D service fees in relation to the consultation services for our
pipeline products, which were provided to us by individual experts in universities and hospitals
as well as professional medical research institutes and consulting companies. Such consultation
services included advising on our clinical study design and trial protocol, performing tests and
trials of our pipeline products, providing feedback and clinical evaluation of our pipeline
products and assisting with respect to our regulatory strategies and/or submissions.

Net Profit/(Loss)

Our profit was US$7.0 million in 2019 as compared to US$7.1 million in 2020, and our
net profit margin increased from 7.2% in 2019 to 8.0% in 2020.

Our profit decreased from US$7.1 million in 2020 to a net loss of US$4.4 million in 2021,
mainly attributable to the unwinding of interests on convertible redeemable preferred shares
amounting to US$4.9 million, share-based compensation expenses of US$1.3 million, fair
value losses and loss on derecognition of convertible redeemable preferred shares amounting
to US$14.4 million and US$0.6 million respectively, and listing expenses of US$4.6 million in
2021. Our adjusted profit for the year (non-HKFRS measure) increased by 201.4% from
US$7.1 million in 2020 to US$21.4 million in 2021, and our adjusted net profit margin
(non-HKFRS measure) increased from 8.0% in 2020 to 18.3% in 2021, primarily due to
increase in gross profit as a result of increase in revenue, and our relatively stable expenses
(excluding reconciling items under non-HKRFS measure) in 2021 as compared to 2020.

Our profit increased from US$3.3 million in the first six months of 2021 to a US$8.0
million in the first six months of 2022, mainly attributable to the increase in gross profit of
US$7.2 million as a result of the increase in revenue, and we did not incur fair value losses of
convertible redeemable preferred shares upon the reclassification to equity in 2022, as
compared to US$6.0 million of such losses in the first six months of 2021, partially offset by
the fair value loss of the Commodity Linked Fixed Rate Note of US$1.3 million, increase in
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selling and distribution expenses of US$1.8 million, increase in general and administrative
expenses of US$2.6 million and increase in research and development expenses of US$0.9
million. Our adjusted profit for the period (non-HKFRS measure) increased by 11.8% from
US$11.0 million in the first six months of 2021 to US$12.3 million in the first six months of
2022, primarily due to the increase in gross profit of US$7.2 million as a result of the increase
in revenue, partially offset by the increase in other losses — net of US$2.3 million, the increase
in selling and distribution expenses of US$1.8 million, increase in general and administrative
expenses of US$0.7 million and increase in research and development expenses of US$0.9
million.

Our adjusted net profit margin (non-HKFRS measure) decreased from 19.2% in the first
six months of 2021 to 17.9% in the first six months of 2022, primarily due to the fair value loss
of the Commodity Linked Fixed Rate Note of US$1.3 million, which reduced the adjusted net
profit margin (non-HKFRS measure) by 1.9% in the first half of 2022. The Company will hold
the Commodity Linked Fixed Rate Note till maturity in 2023 to earn a pre-determined return
of 2.8%. Therefore the Company expects the fair value loss recognized in the first half of 2022
will be completely offset by a corresponding gain in subsequent financial period till maturity
in 2023.

We believe that our following strategies since 2021 enabled us to achieve a substantial
improvement in our financial performance compared to previous years: (i) in the established
markets where we have already achieved a high hospital coverage, including Japan, certain
countries or regions in EMEA and APAC such as Hong Kong, Malaysia, Singapore and Spain,
we strove to sustain market share for our existing products by introducing new generations of
existing products of higher performance than both our previous generation of products and
other existing products in the market. For instance, the latest generation of Sapphire balloon
series, Sapphire 3 and Sapphire NC 24 were launched in 2021, each with a higher selling price
than its previous generation. These new generations of products enabled us to sustain growths
in revenue, gross profits and gross profit margin in these established markets; (ii) in
fast-growing markets (such as the U.S. and Mainland China) where we have a lower hospital
coverage, we strove to launch the products with good functionality, quality, and performance
in order to rapidly increase the hospital coverage and market share. For instance, we
successfully launched Jade OTW series and Scoreflex NC series in the U.S. in 2021 and 2022
respectively and received market reception; (iii) on the cost side, we managed to control the
increase in costs at a mild pace. Our selling and distribution expenses only increased by 12.7%
from 2020 to 2021, and 12.2% from the first six months of 2021 to the first six months in 2022.
Our general and administrative expenses (excluding share-based compensation and listing
expenses) decreased by 2.3% from 2020 to 2021 and increased by 10.6% from the first six
months of 2021 to the first six months of 2022. Our research and development expenses
decreased by 3.4% from 2020 to 2021 and increased by 15.5% from the first six months of 2021
to the first six months of 2022. The growth of our expenses for the first six months of 2022
were less than the revenue growth. The relatively stable expenses were attributable to the
well-established global sales network which did not incur significant increase in costs despite
expansion in product offerings. We will continue to pursue such strategies of market expansion
and cost control in order to improve our profitability.
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The following table sets forth our revenue by product categories, in absolute amount and

as a percentage of our total revenue, for the periods indicated:

Coronary interventional
medical devices

Balloon

Semi-compliant

Non-compliant

Scoring

Stent

Dual therapy stents

Bare metal stents

Subtotal

Peripheral interventional

medical devices
Balloon

Other medical accessories

Third party products

Total

For the six months

For the year ended December 31, ended June 30,
2019 2020 2021 2021 2022
(Unaudited)
(US$’000, except percentages)

30,125 31.3% 25875 29.2% 27427 23.6% 14,153 24.7% 13,993 20.3%
23,842 247% 20,670 23.4% 25948 223% 12,826 22.4% 13,176 19.1%
16,402 17.0% 14,352 162% 29,383 25.2% 12,154 21.2% 24,700 35.9%
11,619 12.1% 12,879 145% 13,591 11.7% 7,240 12.6% 6,259  9.1%
229 0.2% 1 01% 47 0.0% 23 0.0% 2 0.0%
82,217  853% 713,847 83.4% 96,396 82.8% 46,396 80.9% 58,130 84.4%
6,963  72% 7476  85% 11,683 10.0% 6,703 11.7% 5581  8.1%
5065  53% 4810  54% 3,689 32% 1,469 26% 2486  3.6%
2,007 22% 2339  27% 4,694  4.0% 2771  4.8% 2,654  3.9%
96,342 100.0% 88,472 100.0% 116,462 100.0% 57,339 100.0% 68,851 100.0%

The decrease in revenue from 2019 to 2020 in most product categories was mainly due

to a lower number of PCI surgeries performed and thus a lower demand for our products, as

a result of the COVID-19 pandemic. We managed to maintain a slight growth in dual therapy

stents and peripheral balloons due to the introduction of our COMBO Plus series in Japan and

Jade OTW series in the U.S. market.

Our revenue picked up in 2021 as COVID-19 became more stable. We managed to have

strong growth in sales of our scoring balloons due to our market expansion strategy in the PRC

and the increase in sales of our peripheral balloons, in connection with the introduction of Jade
OTW series in the U.S. market in the second half of 2020.

Our revenue increased from the first six months of 2021 to the same period of 2022,

primarily due to the introduction of our several scoring balloons such as Scoreflex NC series,

Scoreflex Trio series and Scoreflex series in several markets in 2022.
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For more details, please refer to the paragraph headed “Financial Information — Revenue”

in this prospectus.

The following table sets forth our revenue by geographic area, in absolute amount and as
a percentage of our total revenue, for the periods indicated:

For the six months

For the year ended December 31, ended June 30,
2019 2020 2021 2021 2022
(Unaudited)

(US$°000, except percentages)

EMEA 21421 285% 24428 21.6% 34,122 293% 17901 31.3% 16,567 24.0%
Japan 29,357 305% 28,164 31.8% 29,807 25.6% 14,748 25.7% 17,134 24.9%
APAC 26969 27.9% 23,545 26.7% 27988 24.0% 13,621 23.7% 14819 21.6%
The PRC 8209 8.6% 5047 5% 17077 147% 6940 12.1% 13319 19.3%
United States 4326  45% 1288 82% 7468 64% 4129 72% 7012 102%
Total 96,342 100.0% 88,472 100.0% 116,462 100.0% 57,339 100.0% 68,851 100.0%

The decrease of revenue from 2019 to 2020 across all regions, except the United States,
was mainly due to the COVID-19 pandemic, which reduced the number of PCI surgeries and
thus demand for our products. We managed to increase our sales in the U.S. market with the
introduction of our Jade OTW series in the second half of 2020.

Our revenue picked up in 2021 as COVID-19 become more stable. We managed to have
strong growth in major markets like EMEA, APAC and in particular the PRC. Specifically, the
significant increase in revenue in the PRC market was due to (i) the increase in average selling
price due to the elimination of the intermediate layer of the previous exclusive distributor
between us and the regional distributors/hospitals in the distribution process; (ii) the increase
in the number of regional distributors to expand our hospital coverage; (iii) the success of the
additional marketing efforts of our scoring coronary balloon which were not admitted under the
centralized procurement policy and (iv) the wider market recognition of our products by
physicians.

Our revenue increased from the first six months of 2021 to the same period of 2022,
primarily due to the increase in revenue in the U.S., Japan and the PRC markets as a result of
the introduction of our scoring balloons such as Scoreflex NC series, Scoreflex Trio series and
Scoreflex series in these markets. Such increase was partially offset by the decrease in the
EMEA market due to the recent Russo-Ukrainian conflict.

For more details, please refer to the paragraph “Financial Information — Revenue” in this
prospectus.
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For an overview of the competitive landscape in the above geographic area, please refer
to the paragraph headed “Our Industry” in this section.

The following table sets forth our revenue by sales channels, in absolute amount and as
a percentage of our total revenue, for the periods indicated:

For the six months
For the year ended December 31, ended June 30,
2019 2020 2021 2021 2022
(Unaudited)
(US$°000, except percentages)

Direct Sales* 50464 52.4% 49,079 555% 63944 549% 30998 54.1% 33,643  48.9%
Sales to Distributors 447718 46.5% 38312 433% 52267 449% 26282 45.8% 35202 S51.1%
Others 1,100 1.1% 1,081  1.2% 251 02% 59 0.1% 6 0.0%
Total 96,342 100.0% 88,472 100.0% 116462 100.0% 57,339 100.0% 68,851 100.0%
* Include sales in Japan and Malaysia markets, where sales are through local procurement agents designated by

hospitals under applicable local regulations and/or market practice. For 2021 and the six months ended
June 30, 2021 and 2022, direct sales included sales in the PRC market made through qualified logistics services
providers under the centralized procurement policy.

For sales to distributors, we sell products to our distributors at the price mutually agreed
by the distributors and us. When determining the price of our products sold to distributors and
direct sales to hospitals (whether the end customer is a private or public hospital), we deem it
important to take into account factors such as our products’ advantages, our costs, prices of
competing products, and differences in features between our products and competing products.
For direct sales to hospitals involving tender process, our sales team will handle the entire
process and prepare bidding materials for tender submission. The prices we sell to hospitals are
generally affected by local regulations and policies. For more details of our pricing strategy,
please refer to section headed “Business — Sales, Marketing and Distribution — Pricing” in this

prospectus.

The COVID-19 pandemic which led to the temporary decrease in the number of PCI
surgeries performed impacted both our direct sales and and sales to distributors in 2020. Our
revenue recovered in both sales channels in 2021 as COVID-19 became more stable. In
particular for sales to distributors, our expansion in the PRC market resulted in the significant
increase in revenue from sales to distributors.

For the first six months of 2021 to the same period of 2022, our direct sales had grown
stably and we managed to grow our sales to distributors further, which was a combined result
of (i) the increase in sales volume of our Scoreflex NC series in the U.S. market, which was
introduced to the U.S. market in 2022, and (ii) the increase in both sales volume and average
selling price of our Scoreflex series in the PRC market.
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For more details, please refer to the paragraph headed “Financial Information — Revenue”

in this prospectus.

The following table sets forth our gross profit and gross profit margin by business line and
sales channels for the periods indicated:

For the six months
For the year ended December 31, ended June 30,
2019 2020 2021 2021 2022
(Unaudited)
(US$°000, except percentages)

By business line
Coronary interventional

medical devices

Balloon 48592 69.1% 39,869 655% 60,140 727% 28955 74.0% 38,583  74.4%
Stent 6,885 581% 7860 60.7% 7951 58.3% - 4447 612% 2462 39.3%
Subtotal 55471 615% 47,729 64.6% 68,091 70.6% 33,402 72.0% 41,045 70.6%

Peripheral interventional

medical devices

Balloon 0,271  90.1% 6,494 869% 8940 76.5% 5136 76.6% 4221 75.6%
Other medical accessories 3,05 603% 3,032 63.0% 2442 66.2% 978  66.6% 1,739  70.0%

Third party products 044 30.7% 765 327% 1,699 36.2% 1,033 37.3% 709 26.7%

Total gross profit/
overall gross profit
margin 05,447 67.9% 58,020 65.6% 81172 69.7% 40,549 70.7% 47,714 69.3%

By sales channels
Direct sales 41,845  82.9% 39442 804% 50,250 78.6% 23930 77.2% 26312 18.2%

Sales to distributors 23,602 514% 18578 472% 30922 589% 16,619 63.1% 21,402 60.8%

Total gross profit/overall
gross profit margin 65447  679% 58,020 65.6% 81,172 69.7% 40,549 70.7% 47,714  69.3%

Our gross profit margin for coronary balloon products slightly decreased from 2019 to
2020, primarily due to a decrease in the average selling prices of our products in Japan. In
2021, our gross profit margin increased mainly due to our introduction of new generation of
major products such as Sapphire 3 and Sapphire NC 24 balloons, which have higher average
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selling prices. Besides, increase in sales volume of scoring balloons, which have higher gross
profit margin, in connection with the expansion of our sales network in the PRC also
contributed to the increase in gross profit margin for coronary balloon products. Our gross
profit margin for coronary balloon products was relatively stable for the first six months of
2021 and the same period of 2022.

Our gross profit margin for coronary stent products continued to increase from 2019 to
2020. The increase in 2020 was mainly due to our introduction of COMBO Plus dual therapy
stent products in Japan, which had a higher average selling price. Our gross profit margin for
coronary stent products remained stable in 2021. Our gross profit margin for coronary stent
products decreased from the first six months of 2021 to the same period of 2022, primarily due
to (i) the decrease in selling price in the Japan market as a result of the reduction in the
government reimbursement price, (ii) the substantial depreciation of Japanese Yen against USD
and (iii) provision for impairment increased as our stent products consigned in the hospitals
increased as a result of our expanding hospital coverage in Japan since the launch of our
COMBO Plus dual therapy stent products in 2020.

Our gross profit margin for peripheral balloon products remained stable in 2019 and 2020,
and the decrease in 2021 was primarily due to the introduction of our new Jade OTW series
in the U.S. market which led to lower average selling prices of our products after taking into
the discount to local distributors. Gross profit margin for peripheral balloon products were
higher than that of coronary balloon products, primarily because majority of our peripheral
balloon products were sold in countries under the direct sales, such as Japan, where the average
selling prices were higher. Our gross profit margin for peripheral balloon products remained
relatively stable in the first six months of 2021 and the same period of 2022.

Our gross profit margin of medical device accessories increased during the Track Record
Period, primarily due to the increase in the sales volume of our Teleport products and other
accessories in direct sales countries or regions which had higher average selling price and thus
higher gross profit margin.

Our gross profit margin for third party products remained relatively stable in 2019 and
2020. The increase from 2020 to 2021 was primarily due to the increase in sales volume of our
coronary artery and peripheral orbital atherectomy products in certain countries under the
direct sales model with higher average selling prices and thus gross margin. Our gross profit
margin for third party products decreased from the first six months of 2021 to the same period
of 2022, primarily because the gross profit margin for the distribution of drug eluting balloons
launched in the Malaysia and Spain markets in 2022 was relatively low as a result of our
commercial negotiations with a new supplier.

Our gross profit margin for direct sales channel decreased slightly from 82.9% in 2019
to 80.4% in 2020, which was primarily due to the decrease in average selling price of our
balloon products in Spain and Germany markets and the decrease in average selling price of
our stent products in Singapore market as a result of competition in the local markets. Such

decrease was in line with the overall decreasing price trend of interventional medical devices.
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Our gross profit margin for direct sales channel slightly decreased from 80.4% in 2020
to 78.6% in 2021, which was primarily due to certain of our products were sold under the

centralized procurement policy in the PRC market which had a lower average selling price.

Our gross profit margin for direct sales channel remained stable in the first six months of
2021 and the same period of 2022.

Our gross profit margin for sales to distributors decreased from 51.4% in 2019 to 47.2%
in 2020, which was primarily due to the decrease in average selling prices of our US and
EMEA markets, which was in line with the decreasing price trend of interventional medical
devices.

Our gross profit margin for sales to distributors increased from 47.2% in 2020 to 58.9%
in 2021, which was primarily due to the expansion of sales network in the PRC by selling to
the regional distributors directly. The average selling price of balloon products increased due
to the elimination of the intermediate layer of the previous exclusive distributor and therefore
increased the gross profit margin.

Our gross profit margin for sales to distributors decreased slightly from 63.1% in the first
six months of 2021 to 60.8% in the same period in 2022, primarily due to the increase in sales

volume of our balloon products in certain APAC countries with lower average selling price.

Selected Items of Consolidated Balance Sheets

As of
As of December 31, June 30,
2019 2020 2021 2022

US$°000 US$°000 US$’000 US$°000

Total non-current assets 21,515 29,179 33,172 50,412
Total current assets 74,177 74,467 235,355 228,368
Total non-current liabilities 103,302 13,284 68,965 4,865
Total current liabilities 144,681 55,466 16,450 21,189
Net current (liabilities)/assets (70,504) 19,001 218,905 207,179
Total (deficit)/equity (152,291) 34,896 183,112 252,726

We had accumulated losses of US$145.1 million, US$137.9 million, US$142.7 million
and US$134.4 million as of December 31, 2019, 2020 and 2021 and June 30, 2022,
respectively. The significant amount of accumulated losses during the Track Record Period
primarily contributed by our significant investment in R&D activities prior to the Track Record
Period. Specifically, a substantial portion of such R&D expenses were used in the development
of our COMBO and COMBO Plus dual therapy stents, which commenced in 2006. The relevant
products obtained approval of CE Mark in 2016, approval by PMDA in Japan in 2019 and
approval by NMPA in the PRC in 2020, respectively, and prior to these approvals we conducted
a total of ten clinical trials as well as various studies in Europe, Japan, the PRC, the U.S. and
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certain Asia Pacific countries and regions with over 9,500 subjects enrolled under relevant
trials and studies since 2006. A substantial majority of the related R&D and clinical trial
expenses were paid and the total R&D and clinical trial expenses of COMBO and COMBO Plus
and its older product versions accumulated to over US$100.0 million by the end of 2018. As
a result, we recorded accumulated losses of US$152.2 million as of January 1, 2019 (being the
beginning of the Track Record Period).

We turned around net current liabilities of US$70.5 million as of December 31, 2019 to
net current assets of US$19.0 million as of December 31, 2020, primarily attributable to the
waiver of an amount due to a related company as deemed contribution of US$88.2 million in
the current liabilities and the recognition of such amount as other reserves in equity in 2020.
Net current assets further increased to US$218.9 million as of December 31, 2021, which was
primarily attributable to the receipt of US$202.5 million from our Series A and Series A-2
financing in 2021. Net current assets decreased by US$11.7 million from US$218.9 million as
of December 31, 2021 to US$207.2 million as of June 30, 2022, primarily attributable to the
purchase of the Commodity Linked Fixed Rate Note of US$20.0 million for the purpose of
generating interest income with minimal credit and liquidity risk, which was classified as
non-current asset, and resulted in a significant increase of our financial assets at fair value
through profit or loss from December 31, 2021 to June 30, 2022, partially offset by the net cash
generated from operations.

We turned around net liabilities of US$152.3 million as of December 31, 2019 to net
assets of US$34.9 million as of December 31, 2020, primarily due to: (i) the waiver of an
amount due to a related company as deemed contribution of US$187.8 million and the
recognition of such amount as other reserves in the equity in 2020; and (ii) total comprehensive
income of US$8.2 million in 2020, which were partly offset by the deemed distribution to
shareholders of US$8.8 million. Net assets further increased to US$183.1 million as of
December 31, 2021, which was primarily attributable to: (i) the reclassification of Series A-2
Preferred Shares of US$167.2 million to other reserves in the equity upon completion of the
Reorganization; and (ii) the increase in other reserves of US$1.3 million in relation to
employee share option scheme, which were partly offset by (1) changes in value of Series A
Preferred Shares upon completion of the Reorganization of US$12.1 million and (2) total
comprehensive loss of US$8.2 million in 2021. Net assets increased by US$69.6 million from
US$183.1 million as of December 31, 2021 to US$252.7 million as of June 30, 2022, which
was primarily attributable to the reclassification of Series A Preferred Shares of US$65.0
million to other reserves in the equity upon fulfillment of conditions attached in the relevant
agreement in April 2022.
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Summary of Consolidated Statements of Cash Flows
The following table sets forth a summary of our net cash flow for the periods indicated:

For the six months

For the year ended December 31, ended June 30,
2019 2020 2021 2021 2022
US$°000 US$’000 US$’000 US$°000 US$’000
(Unaudited)
Net cash generated from
operating activities 1,590 12,666 20,498 14,287 13,924
Net cash used in investing
activities (3,053) (11,245) (5,219) (1,516) (56,177)
Net cash generated from/(used
in) financing activities 1,205 473) 146,308 24,650 (852)
Net (decrease)/increase in
cash and cash equivalents (258) 048 161,587 37,421 (43,105)

Cash and cash equivalents at

beginning of year 13,812 13,631 15,112 15,112 175,886
Effects of exchange rate

changes on cash and cash

equivalents 77 533 (813) (873) (1,162)

Cash and cash equivalents at
end of year/period 13,631 15,112 175,886 51,660 131,619

OUR STRENGTHS

We believe the following strengths have contributed to our success and differentiate us

from our competitors:

. A major player in the fast-growing global PCI/PTA balloons markets, with

well-established reputation and brand awareness;

. Diversified product portfolio indicating different endovascular interventional

procedures;

. Robust and novel pipeline products backed by world leading technologies and strong
R&D capabilities;

. Established global sales network and distinctive commercial competency;
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. Advanced production facilities and strict quality control system which ensure stable
supply for global markets; and

. Experienced management team supported by energetic and cohesive talent pool.

OUR STRATEGIES

We plan to execute the following key strategies:

. Leverage on our well-established brand recognition to further enhance our market
penetration;
. Further enrich product offerings both vertically and horizontally;

. Work closely with physicians and KOLs in different therapeutic areas to further
enhance our brand recognition and R&D capabilities;

. Pursue strategic acquisitions, partnerships and/or collaborations; and

. Expand production capacity and continuously improve operational efficiencies.

OUR DISTRIBUTION AND DIRECT SALES NETWORK

Our sales transactions are conducted through two main channels: direct sales and through

distributors.

We had established an extensive and growing distribution network. As at June 30, 2022,
we had a total of approximately 207 distributors among which one, 59, 13 and 134 were located
in the U.S., EMEA, APAC and the PRC, respectively. Except for Customer A, one of our
customers which is 50% owned by a cousin of Mr. David CHIEN, our chairman, executive
Director, chief executive officer and controlling shareholder, all our distributors who purchase
our products are Independent Third Parties, and our relationship with distributors is not that of
a principal and an agent. We believe that our sales to distributors during the Track Record
Period reflected genuine market demand. We generally grant our distributors credit terms
within 30 to 180 days. We recognize revenue from distributor sales at a point in time when
control has been transferred to the customer. Majority of such revenue are recognised when the
products are dispatched from our warehouse.

In addition to our distribution network, we also maintain an experienced, dedicated global
sales team and conduct direct sales to hospitals in the Mainland China, Hong Kong, Macau,
Japan, Malaysia, Singapore, Germany, France, Switzerland and Spain. Our highly trained sales
team collaborates with our global marketing team to proactively identify market opportunities.
By working closely with the physicians, we in turn gain valuable insights into the operations
of each local market and the physicians’ needs. In certain countries, such as Japan and
Malaysia, local regulations and/or market practices require medical device products to be sold
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to the hospitals via local procurement agents with proper licenses or qualifications designated
by hospitals. As a result, while we adopt a direct sales model in such countries, some of our
products are sold to hospitals through designated procurement agents.

Leveraging on our well-established global sales network, we were able to attract and
cooperate with various medical device manufacturers to distribute their products indicating
CAD, PAD and structural heart diseases, such as the TricValve Bicaval System and a sirolimus
eluting coronary balloon catheter, in multiple countries/regions and create additional revenue
stream.

OUR FACILITIES

Our Company is headquartered in the Hong Kong Science Park, and our production
facilities are located in Shenzhen, the PRC, and in Hoevelaken, the Netherlands. As our largest
production facility, the Shenzhen production facility is dedicated to the design and
manufacturing of the PRC branded and finished products, in addition to manufacturing of
sub-assemblies for further processing in our Netherlands facility. Our Netherlands production
facility specializes in in-house stent crimping, final packaging and manages the outsourced
antibody coating and sterilization processes of the Netherlands branded and finished products.
The PRC and Netherlands originated products allow us to fulfil the needs of different countries
in the global market. We believe that having production facilities both in the PRC and the
Netherlands also gives us a competitive advantage over our international competitors in terms
of labor cost management and operational flexibility.

For the six months ended June 30, 2022, our production facilities in the PRC and the
Netherlands had an aggregate annualized production capacity of approximately 1,352,000 units
of balloon products and approximately 56,400 units of stent products per year. The overall
utilization rate of our production facilities in the PRC and the Netherlands in 2021 and for the
six months ended June 30, 2022 was approximately 87.6% and 81.5% for balloon products and
approximately 46.4% and 46.4% for stent products, respectively. We are constantly seeking to
expand our production capacity, and expect it to increase in the future.

Leveraging our strict and well-established Quality Management System (QMS), our
production facilities have passed the audits and inspections by regulatory bodies like the
NMPA, FDA, PMDA and NB to certify our QMS. OrbusNeich maintains certification to QMS
standards such as ISO 13485 certifications. In particular, our production facilities in the PRC
have passed onsite inspections the FDA with Zero Observations in 2020. In addition, our
production facilities in the PRC have passed audits from NB in 2020 and 2021 and audits from
NMPA in 2021. Our production facilities in the Netherlands are subject to annual audits from
NB and have passed such audits in 2020, 2021 and 2022, and have passed inspection from
PMDA in 2019.
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OUR CUSTOMERS

Our customers are mainly (i) hospitals (including sales to hospitals and through local
procurement agents designated by hospitals), which are our direct customers, and (ii)

distributors who further sell our products to hospitals.

In 2019, 2020, 2021 and for the six months ended June 30, 2022, sales to our largest
customer in each year/period of the Track Record Period amounted to US$8.3 million, US$6.2
million, US$7.2 million and US$7.0 million, respectively, representing 8.6%, 7.0%, 6.2% and
10.2% of our total revenue for the same periods, respectively. In 2019, 2020, 2021 and for the
six months ended June 30, 2022, sales to our five largest customers in each year/period of the
Track Record Period amounted to US$20.7 million, US$18.4 million, US$18.2 million and
US$13.6 million, respectively, representing 21.5%, 20.8%, 15.5% and 19.8% of our total
revenue for the same periods, respectively.

In 2019, 2020, 2021 and for the six months ended June 30, 2022, sales to Customer A,
one of our top five customers in 2019 and 2020, amounted to US$8.3 million, US$5.0 million,
US$0.9 million and nil, respectively, representing 8.6%, 5.7%, 0.8% and nil of our total
revenue for the same periods, respectively. We ceased the exclusive distributorship with
Customer A in the PRC since January 2021.

To the best knowledge of our Directors, each of our five largest customers in each
year/period of the Track Record Period (other than Customer A) was an Independent Third
Party. Except for Customer A, one of our customers which is 50% owned by a cousin of Mr.
David CHIEN, our chairman, executive Director, chief executive officer and one of our
controlling shareholders, none of our Directors or any of their respective close associates and,
to the best knowledge of our Directors, none of our Shareholders who owns more than 5.0%
of the Shares in issue, had any interest in any of our five largest customers in each year/period
of the Track Record Period.

During the Track Record Period, our Group has sold balloon catheters and stent products
to distributors located in the Relevant Regions, including Iran, the Syria Arab Republic,
Russian Federation, Belarus and Ukraine. In 2019, 2020, 2021 and for the six months ended
June 30, 2022, our revenue generated from such transactions related to the Relevant Regions
was US$6.5 million, US$5.5 million, US$6.3 million and US$1.5 million respectively,
representing 6.9%, 6.2%, 5.4% and 2.2% of our total revenue for the same periods,
respectively. In 2019, 2020, 2021 and for the six months ended June 30, 2022, our revenue
generated from sales to distributors in Iran and Syria was US$1.1 million, US$1.4 million,
US$2.9 million and US$0.6 million, respectively, representing 1.1%, 1.6%, 2.5% and 0.9% of
our Group’s total revenue for the same periods, respectively; our aggregated sales to Russian
Federation, Belarus and Ukraine in 2019, 2020, 2021 and for the six months ended June 30,
2022 was US$3.1 million, US$2.7 million, US$1.9 million and US$0.3 million, respectively,
representing 3.2%, 3.1%, 1.6% and 0.4% of our Group’s total revenue for the same periods,
respectively. For more details, please refer to the paragraphs headed “Business — Business
Activities with Customers in Relation to Countries/Regions Subject to International Sanctions”
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and “Risk Factors — We could be adversely affected as a result of any sales we make to certain
countries that are, or become subject to, sanctions administered by the United States, the
European Union, the United Nations, Australia and other relevant sanctions authorities” in this
prospectus.

As advised by our International Sanctions Legal Advisors, our Group’s transactions
related to the Relevant Regions did not violate U.S. sanctions or sanctions laws imposed by
other Relevant Jurisdictions. Nor did our Group engage in any Primary Sanctioned Activity
during the Track Record Period and up to the Latest Practicable Date that violate applicable
sanctions law or regulation. We have no intention to undertake, and will not conduct, any future
business with persons on the SDN Lists, although we may continue to have the dealings with
existing distributors that present low sanctions risks as mentioned above. In addition, we have
implemented, and will continue to enhance, internal control and risk management measures
which we believe enable us to better monitor and evaluate our business and to address
economic sanctions risks. For more details, please refer to the paragraph headed “Business —
Internal Control over Business Operations — Internal Control” in this prospectus.

OUR RAW MATERIALS AND SUPPLIERS

Our cost of sales consists of raw material, manufacturing and direct labor costs, among
which raw material costs constituted the largest component of our cost of sales during the Track
Record Period. For our balloon and stent products, we primarily use raw materials including
medical grade stainless steel stent frame, polyester and nylon in our manufacturing process. In
2019, 2020, 2021 and for the six months ended June 30, 2022, our expenses of raw materials
and consumables used under research and development expenses and cost of sales amounted
to US$16.0 million, US$16.2 million, US$16.6 million and US$10.0 million, respectively. We
select our raw material suppliers based on a number of factors, including the quality of raw
materials, after-sales service and price. For our principal raw materials, we primarily use
suppliers from Ireland, the Netherlands, Germany, Japan, the PRC and the United States, as
well as suppliers from certain other countries, and we have maintained stable relationships with
many of our key suppliers.

In 2019, 2020, 2021 and for the six months ended June 30, 2022, purchases from our five
largest suppliers in each year/period of the Track Record Period amounted to US$12.9 million,
US$13.3 million, US$11.7 million and US$7.5 million, respectively, representing 58.2%,
59.8%, 51.1% and 51.6% of our total purchases for the same periods, respectively. In 2019,
2020, 2021 and for the six months ended June 30, 2022, purchases from our largest supplier
in each year/period of the Track Record Period amounted to US$5.2 million, US$5.8 million,
US$4.5 million and US$2.8 million, respectively, representing 23.3%, 26.0%, 19.5% and
19.4% of our total purchases for the same periods, respectively. During the Track Record
Period and up to the Latest Practicable Date, we did not encounter any material dispute with
our suppliers or any material breach of our supply contracts or agreements. To the best of our
knowledge, as of the Latest Practicable Date, we were not aware of any information or
arrangement that would lead to termination of our relationships with any of our major
suppliers. During the Track Record Period, none of our Directors, their respective close
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associates or shareholders who own 5% or more of our issued share capital had any interest in
any of our five largest suppliers in each year/period of the Track Record Period. During the
Track Record Period, we had two suppliers who were also our customers (collectively referred
to as “Overlapping Customers-Suppliers”). Our purchase and/or distribution of the
Overlapping Customers-Suppliers’ products and the Overlapping Customers-Suppliers’
purchase and/or distribution of our products were conducted in the ordinary course of business
under normal commercial terms. For more details, please refer to the section headed “Business
— Our Suppliers — Overlapping Customers and Suppliers”.

OUR INDUSTRY

According to the CIC Report, the market size of PCI procedural instruments is showing
continuous growth globally. In the PRC, the market size by sales value was US$765.5 million
in 2015 and US$1,270.4 million in 2021, and is expected to reach US$3,751.2 million in 2030.
In APAC region, the market size by sales value was US$733.4 million in 2015 and US$1,266.1
million in 2021, and is expected to reach US$2,985.3 million in 2030. In Europe, the market
size by sales value was US$582.7 million in 2015 and US$892.6 million in 2021, and is
expected to reach US$2,010.9 million in 2030. In the U.S., the market size by sales value was
US$400.4 million in 2015 and US$672.9 million in 2021, and is expected to reach US$1,907.4
million in 2030. In Japan, the market size by sales value was US$394.5 million in 2015 and
US$484.6 million in 2021, and is expected to reach US$824.1 million in 2030.

According to the CIC Report, the market size of PTA procedural instruments is also
showing continuous growth globally. In the PRC, the market size by sales value was US$166.0
million in 2015 and US$280.9 million in 2021, and is expected to reach US$976.6 million in
2030. In Japan, the market size by sales value was US$89.7 million in 2015 and US$161.1
million in 2021, and is expected to reach US$320.4 million in 2030. In the U.S., the market size
by sales value was US$21.7 million in 2015 and US$36.3 million in 2021, and is expected to
reach US$91.3 million in 2030. In Europe, the market size by sales value was US$61.0 million
in 2015 and US$94.8 million in 2021, and is expected to reach US$194.7 million in 2030. In
the APAC region, the market size by sales value was US$50.0 million in 2015 and US$93.2
million in 2021, and is expected to reach US$205.3 million in 2030.

For details of the prevalence of CAD/PAD and overview of the PCI/PTA instrument
markets, please refer to the section headed “Industry Overview” in this prospectus.

COMPETITION

The competitive landscapes of global PCI/PTA balloon markets are relatively stable and
are dominated by several key manufacturers. Aside from such key players in the market, the
rest of the PCI/PTA balloon manufacturers mostly focus on and specialize in specific
type/category of products, such as PTA balloons or neuro-interventional devices, while we
cover a broader scope of product offering when compared to our peers.
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According to the CIC Report, the following table sets forth the number of key market
players and their aggregate market shares in terms of sales volume in 2021, respectively, in
each of the following geographical markets:

PCI Balloon Market PTA Balloon Market
Aggregate Aggregate
Number of Market Shares Number of Market Shares
Key Market of Key Market Key Market of Key Market
Players* Players Players Players
Japan 4 88% 7 83%
Europe 6 97% 5 97%
PRC 9 80% 5 94 %
The U.S. 5 95% 7 80%
* “Key Market Players” refer to those market players whose market share accounted for more than 5% in

relevant geographical market in terms of sales volume in 2021

We believe our commitment and long-term investment in developing high quality medical
products will continue to build our brand recognition and enable us to effectively compete with
the top players in each of our key geographical markets. In particular, we plan to leverage our
strong research and development capabilities and proprietary know-how accumulated
throughout the years to constantly develop novel new products and address different market
demands. We also collaborate and maintain good relationship with physicians and key opinion
leaders who can help us better identify and understand the unmet clinical needs and provide us
constructive feedbacks on prototypes of our pipeline products, thereby enabling us to
effectively develop and upgrade our products.

KEY FINANCIAL RATIOS

The following table sets forth our key financial ratios for the periods and as of the dates

indicated.

For the year ended/as of For the six months

December 31, ended/as of June 30
2019 2020 2021 2021 2022

(Unaudited)
Gross profit margin‘" 67.9% 65.6% 69.7% 70.7% 69.3%
Net profit margin‘® 7.2% 8.0% N/A 5.8% 11.7%
Adjusted net profit margin

(non-HKFRS measure) 7.2% 8.0% 18.3% 19.2% 17.9%
Return on total assets'” 7.3% 7.1% N/A 5.4% 5.9%

(€))

Current ratio 0.5 times 1.3 times  14.3 times 2.1 times  10.8 times

Interest coverage ratio® 15.9 times 6.2 times 0.8 times 5.8 times 7.9 times
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(1)  Calculated by dividing gross profit for the year/period by total revenue.
(2)  Calculated by dividing profit for the year/period by total revenue.
(3)  Calculated by dividing the adjusted profit for the year/period (non-HKFRS measure) by total revenue.

(4)  Calculated by dividing profit for the year by the average of total assets at the beginning and the end of
each year/period. For return on total assets for the six months ended June 30, 2021 and 2022, the
numbers are annualized by dividing the profit for these periods by 180 and multiplying it by 360, and
then dividing it by the average of total assets at the beginning and end of the period.

(5)  Calculated by dividing total current assets by total current liabilities.
(6)  Calculated by dividing profit before income tax and interest expenses by interest expense.

(7)  We recorded net loss during the year.

For the fluctuations of our gross profit margin and net profit margin, please refer to the
sections headed “Financial Information — Description of Consolidated Statements of Profit or
Loss” and “Financial Information — Results of Operations” in this prospectus.

Our return on total assets in 2021 was nil, primarily attributable to the impact of fair value
losses in connection with our convertible redeemable preferred shares. Our return on total
assets was 7.3% in 2019, 7.1% in 2020, primarily reflecting the increases in our net profit in

relevant periods.

Our return on total assets increased from nil in 2021 to 5.9% in the first six months of
2022, primarily reflecting the increases in our net profit in such period.

Our current ratio increased significantly from 1.3 times as of December 31, 2020 to 14.3
times as of December 31, 2021, primarily attributable to increased cash and cash equivalents
in connection with our Series A and Series A-2 financing. Our current ratio increased from 0.5
times as of December 31, 2019 to 1.3 times as of December 31, 2020, primarily attributable
to the capitalization of an amount due to a related company.

Our current ratio decreased from 14.3 times as of December 31, 2021 to 10.8 times as of
June 30, 2022, primarily attributable to the purchase of the Commodity Linked Fixed Rate Note

of US$20.0 million, which was classified as a non-current asset.

Our interest coverage ratio decreased from 6.2 times as of December 31, 2020 to 0.8 times
as of December 31, 2021, primarily attributable to our decreased profit before income tax due
to fair value loss of convertible redeemable preferred shares, as well as the higher interest
expenses due to unwinding of interests on convertible redeemable preferred shares. Our
interest coverage ratio decreased from 15.9 times as of December 31, 2019 to 6.2 times as of
December 31, 2020, primarily attributable to the increased interest expenses due to an increase

in the average bank loan balances.
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Our interest coverage ratio increased from 0.8 times as of December 31, 2021 to 7.9 times
as of June 30, 2022, primarily attributable to our increased profit before income tax, as well
as the decreased interest expenses arising from the unwinding of interests on convertible
redeemable preferred shares.

CONTROLLING SHAREHOLDERS

Immediately following the completion of the Global Offering, HART will be interested in
approximately 63.00% of our issued share capital, without taking into account any Shares
which may be allotted and issued under the Share Incentive Schemes. HART is owned as to
55% and 45% by Mr. David CHIEN and Ms. Kwai Ching Denise LAU, respectively.
Accordingly, HART, Mr. David CHIEN and Ms. Kwai Ching Denise LAU are a group of

Controlling Shareholders of our Company upon Listing.

Please refer to the section headed “Relationship with Our Controlling Shareholders” for
further details.

OUR PRE-IPO INVESTORS

In 2021, our Group opened to third party investments and completed two rounds of Pre-
IPO Investments, raising US$202.5 million in aggregate from well-known institutional
investors and family offices including entities controlled or owned by Shenzhen Capital Group
Co., Ltd., China Construction Bank Corporation, CICC Capital Management Co., Ltd. and
China Merchants Securities Investment Management (HK) Co., Ltd. For further details of the
identity and background of the Pre-IPO Investors, and the principal terms of the Pre-IPO
Investments, please refer to the paragraph headed “History, Development and Corporate
Structure — Pre-IPO Investments.”

IMPACT OF THE COVID-19 OUTBREAK

In order to prevent and control the outbreak of COVID-19, many countries and regions,
including the PRC, Japan, Europe and the U.S. where we have operations, introduced various
control measures such as restrictions on hospitals from conducting surgeries without immediate
needs, traffic control, travel bans, thereby leading to a lower number of PCI/PTA procedures
performed. The outbreak of COVID-19 has caused (i) temporary reduction of our sales for our
PCI balloon products of approximately 66,000 units in 2020 as compared to the number of
units sold in 2019, (ii) temporary suspension of our operations, and shortage of labor and raw
materials leading to salary expenses of our production staff of US$1.4 million in connection
with the temporary suspension of our production facilities in Shenzhen, the PRC in 2020; and
(ii1) increasing pressure on operational costs and expenses such as depreciation and utility
expenses of US$0.2 million in 2020 due to idled facilities and equipment; (iv) delays in our
shipment generally ranging from one to two weeks in 2020 to 2022; and (v) temporary
suspension of production in our Shenzhen production facilities for about two weeks in March
2022. In the first half of 2022, the PRC government implemented pandemic control and
management measures in certain cities or regions, including Shanghai, in response to the
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recurrences of COVID-19 during the period, including travel restrictions, mandatory cessations
of business operations, etc. Subsequent to the Track Record Period and up to the Latest
Practicable Date, there have been sporadic regional outbreaks, mainly in relation to the highly
transmissible Omicron variant in various provinces across the PRC, with a surge in the number
of cases in November 2022, while there has not been any further suspension of production in
our Shenzhen production facilities as a result of the recurrences of COVID-19. The recurrences
of COVID-19 in the PRC and other countries and regions did not result in any material adverse
impact on the Group’s financial performance during the Track Record Period and up to the
Latest Practicable Date. Our revenue increased by US$11.6 million from US$57.3 million in
the first six months of 2021 to US$68.9 million in the first six months of 2022. Sales volume
increased by 21.5% from approximately 335,000 units during the period from July to October
in 2021 to approximately 407,000 units during the period from July to October in 2022. In
particular, the sales volume in the PRC market increased by 11.3% from approximately 53,000
units during the period from July to October in 2021 to approximately 59,000 units during the
period from July to October in 2022.

COVID-19 has caused disruption and volatility in the global capital markets, and has led
to an economic slowdown. Nonetheless, the pandemic has not materially affected our liquidity
as we maintain sufficient cash reserves. We are constantly monitoring the situations of the
COVID-19 outbreak as well as various regulatory and administrative measures adopted by the
local governments to prevent and control the epidemics. If the situations deteriorate, we will
continue to evaluate the impact from this outbreak on us and may enhance our measures such
as to strategically stock up raw materials that are crucial to our production, adjust buffer stock
level to manage any potential increase in lead time and dedicate resources to take actions to
mitigate any adverse effect on our business operations, results of operations, financial positions
and prospects.

USE OF PROCEEDS

The net proceeds from the Global Offering which our Company will receive, after
deducting the underwriting commissions, the discretionary incentive fee (assuming the full
payment of the discretionary incentive fee of 2% of the aggregate Offer Price of all the Offer
Shares under the Global Offering) and the estimated expenses in relation to the Global Offering
payable by us, will be approximately HK$366.8 million, at an Offer Price of HK$8.80.
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Our Company intends to use the net proceeds, from the Global Offering for the following

purposes:

Percentage and Amount of Net

Proceeds Intended Application
30.0%, or approximately HK$110.0 For the development and
million commercialization of our pipeline
products
54.2%, or approximately HK$198.8 For expansion of our production
million capacities

10.8%, or approximately HK$39.7 million For potential strategic acquisitions with
an aim to expand our product portfolio
and strengthen our R&D capabilities

5.0%, or approximately HK$18.3 million = For working capital and other general
corporate purposes

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

prospectus.

DIVIDENDS

We retain distributable profits not distributed in a given year and make them available for
distribution in subsequent years. We generally do not distribute dividends in a year in which
we do not have any distributable profits. Shareholders must also approve the payment of any
dividends at a shareholders’ general meeting.

Our Board of Directors is responsible for submitting proposals for dividend payments to
the shareholders’ general meeting for approval. The determination of whether to pay a dividend
and in which amount is based on our results of operations, cash flow, financial condition, future
business prospects, statutory and regulatory restrictions and other factors that the Board of
Directors deems relevant. We have not declared or paid any dividend during the Track Record
Period. Any future declarations and payments of dividends will be at the absolute discretion of
our Directors. There can be no assurance that we will be able to declare or distribute any
dividend in the amount set out in any plan of the Board or at all. Currently, we do not have any
dividend policy or intention to declare or pay any dividends in the near future.
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LISTING EXPENSES

We are applying for listing pursuant to Rule 8.05(3) of the Listing Rules. Our listing
expenses mainly include underwriting fees and commissions and professional fees paid to legal
advisers and the reporting accountant for their services rendered in relation to the Listing and
the Global Offering. Listing expenses to be borne by us are estimated to be approximately
US$14.6 million (HK$114.0 million), at an Offer Price of HK$8.80 per Share. The estimated
listing expenses amounted to approximately 23.7% of the gross proceeds from the Global
Offering. Among such listing expenses, approximately 21.1% and 78.9% are estimated to be
underwriting fees and non-underwriting fees, respectively, and approximately 83.3% and
16.7% are estimated to be professional fees and other expenses, respectively. For 2021 and the
six months ended June 30, 2022, we incurred a total of US$8.2 million in listing expenses, of
which US$7.2 million were recognized in our consolidated statement of profit or loss and
US$1.0 million were recognized as prepaid listing expenses and deferred listing expenses,
which is expected to be accounted for as a deduction from equity upon the Listing. For the
second half of 2022, approximately US$3.6 million (including the amortization of prepaid
listing expenses recognized as of June 30, 2022 of US$0.4 million) is expected to be charged
to our consolidated statement of profit or loss and approximately US$3.8 million (including the
reclassification of deferred listing expenses recognized as of June 30, 2022 of US$0.6 million)
is expected to be accounted for as a deduction from equity upon the Listing. The listing
expenses above are the latest practicable estimate for reference only, and the actual amount
may differ from this estimate.

SUMMARY OF MATERIAL RISK FACTORS

Our business faces risks including those set out in the section headed “Risk Factors” in
this prospectus. As different investors may have different interpretations and criteria when
determining the significance of a risk, you should read the “Risk Factors” section in its entirety
before you decide to invest in the Offer Shares. Some of the major risks that we face include:

. We are dependent on the sales of our endovascular interventional medical devices.
Our business prospects, financial condition and results of operations would be
materially and adversely affected if sales of these products were to decline.

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

. If we do not successfully introduce new, innovative or competitive products and
develop, enhance or adapt to new technologies and methodologies in a timely
manner or at all, our products may become obsolete and our business prospects,
financial condition and results of operations may suffer.
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. If we are unable to successfully complete clinical development, obtain regulatory
approval and filing and commercialize our pipeline products successfully, or if we
experience significant delays in doing so, our business prospects will be materially
and adversely affected.

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

. The regulatory approval processes are lengthy, time-consuming and inherently

unpredictable.

. We may fail to maintain and predict inventory levels in line with demand for our
products, which could cause us to lose sales or face the risk of obsolescence for our
inventories.

. If we become subject to litigations, legal or contract disputes, government
investigations, administrative proceedings or international economic sanctions, it
may divert the attention of the management, and incur substantial costs and
liabilities.

. If our existing and pipeline 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.

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

OFFERING STATISTICS
Based on the Offer
Price of HK$8.80

per Offer Share

Market capitalization of our Shares upon completion of the Global

Offering‘"® HK$7,284 million
Unaudited pro forma adjusted consolidated net tangible assets per

Share® HK$2.84 per Share
Notes:

(1)  All statistics in this table are presented after taking into account the Share Consolidation but without taking
into account any Shares which may be issued or allotted under the Share Incentive Schemes.
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2) The calculation of market capitalization is based on 827,769,937 Shares expected to be in issue and
outstanding following the completion of the Global Offering and the market value of each Share being the
Offer Price.

(3)  The unaudited pro forma adjusted consolidated net tangible asset per Share is arrived at after making the
adjustments, including but not limited to Share Consolidation, referred to in “Appendix II — Unaudited Pro
Forma Financial Information” in this prospectus. For details of the adjustments, please refer to Appendix II.

IMPACT OF RECENT RUSSO-UKRAINIAN CONFLICT ON OUR BUSINESS
ACTIVITIES

As a result of the recent Russo-Ukrainian conflict, certain international sanctions have
been imposed by several countries, including the U.S., the U.K. and Australia, and the
European Union, in relation to Russia, certain regions of Ukraine and Belarus since February
24,2022 (“Newly Imposed Sanctions”). Based on the analysis conducted by our International
Sanctions Legal Advisors, we are of the view that the Newly Imposed Sanctions do not result
in a material increase of our Group’s sanctions risk. Please refer to the section headed
“Business — Our Customers” for further details. Our aggregated sales to Russian Federation,
Belarus and Ukraine in 2019, 2020, 2021 and for the six months ended June 30, 2022 was
US$3.1 million, US$2.7 million, US$1.9 million and US$0.3 million, respectively,
representing 3.2%, 3.1%, 1.6% and 0.4% of our Group’s total revenue for the same periods,
respectively.

Subsequent to the Track Record Period and up to October 31, 2022, our aggregated sales
to Russian Federation was approximately US$32,000, and we did not make any sales to
Ukraine and Belarus. During the same period, we did not have any supplier in Russia, Ukraine
or Belarus. As of October 31, 2022, we did not have any accounts receivable from the
distributors in Russia Federation, Ukraine and Belarus and we believe that the recent
Russo-Ukrainian conflict would not have a material adverse impact on the Group’s financial
performance in 2022.

RECENT DEVELOPMENT AND NO MATERIAL ADVERSE CHANGE

Our business continued to expand subsequent to the Track Record Period. Our revenue
increased in the first ten months of 2022 as compared to the same period of 2021, primarily
due to the increase of sales volume in the U.S., Japan and the PRC markets as a result of the
introduction of our scoring balloons such as Scoreflex NC series, Scoreflex Trio series and
Scoreflex series in these markets. Sales volume increased by 18.5% from approximately
850,000 units in the first ten months of 2021 to approximately 1,007,000 units in the first ten
months of 2022. In particular, the sales volume of our coronary balloons increased by 19.6%
from approximately 716,000 units in the first ten months of 2021 to approximately 856,000
units in the first ten months of 2022. The sales volume of our dual therapy stents remained
relatively stable at approximately 19,000 units for each of the first ten months of 2021 and first
ten months of 2022. The sales volume of our peripheral balloons increased by 8.4% from
approximately 95,000 units in the first ten months of 2021 to approximately 103,000 units in
the first ten months of 2022. In terms of geographical area, the sales volume in the U.S. market
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increased by 49.2% from approximately 120,000 units in the first ten months of 2021 to
approximately 179,000 units in the first ten months of 2022. The sales volume in the PRC
market increased by 28.0% from approximately 125,000 units in the first ten months of 2021
to approximately 160,000 units in the first ten months of 2022.

Our Directors have confirmed that, up to the date of this prospectus, there has been no
material adverse change in our financial or trading position or prospects since June 30, 2022,
the date of our latest audited consolidated financial statements, and there has been no event
since June 30, 2022 which materially affects the information in the Accountant’s Report in
Appendix I to this prospectus.

LEGAL COMPLIANCE AND PROCEEDINGS

During the Track Record Period and up to the Latest Practicable Date, none of the legal,
arbitral or administrative proceedings to which we were a party, individually or in aggregate,
would have a material adverse effect on our business, financial condition or results of
operations, and we are not aware of any potential or threatened legal, arbitral or administrative
proceedings to which we will be named as a party that would have a material adverse impact
on our business. Our Directors further confirm that none of our Directors or senior management
personnel was personally involved in any of these legal, arbitral or administrative proceedings.

During the Track Record Period and up to the Latest Practicable Date, we did not have
any non-compliance incidents which our Directors believe would, individually or in aggregate,
have a material legal, operational or financial impact on our Group as a whole.

We consider the following incident immaterial or does not constitute a material or
systemic non-compliance. On June 3, 2021, OIBV, one of our Material Subsidiaries
incorporated in the Netherlands, accepted an out-of-court settlement agreement offered by the
Dutch Public Prosecution Service in relation to a criminal investigation conducted by the Fiscal
Intelligence and Investigation Service of the Netherlands and the Dutch Public Prosecution
Service, which relates to certain unusual transactions regarding a suspicion of OIBV having
given gifts to certain Belgian cardiologists between 2011 and 2015, by which OIBV allegedly
gained a more favorable position concerning the supply of medical products to six hospitals in
Belgium where those cardiologists worked. Please refer to the section headed “Business —
Legal Compliance and Proceedings” in the prospectus for further details.
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In this prospectus, the following expressions shall have the meanings set out below
unless the context otherwise requires.

“affiliate(s)”

“AFRC”

“APAC”

“Articles” or “Articles of
Association”

“associate(s)”

“Board” or “Board of Directors”

“Business Day”

“BVIH

“CAGR”

“Capital Market Intermediaries”

“Cayman Companies Act”

“CCASS”

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

Accounting and Financial Reporting Council
means the 17 countries/regions out of the 21 members of

the Asia-Pacific Cooperation (APEC)
excluding the PRC, Japan, Russia and the United States

Economic

our amended and restated articles of association, as
conditionally adopted on December 5, 2022 and with
effect from the Listing Date (as amended, supplemented
or otherwise modified from time to time), a summary of
which is set out in Appendix III to this prospectus

has the meaning ascribed thereto under the Listing Rules
our board of Directors

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

compound annual growth rate

the capital market intermediaries as named in the section
headed “Directors and Parties Involved in the Global
Offering” of this prospectus

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

time to time

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

“CCASS Custodian Participant”

“CCASS EIPO”

“CCASS Investor Participant”

“CCASS Operational Procedures”

“CCASS Participant”

“CE Mark”

“CIC* or “Industry Consultant”

“CIC Report”

a person admitted to participate in CCASS as a direct

clearing participant or general clearing participant

a person admitted to participate in CCASS as a custodian
participant

the application for the Hong Kong Offer Shares to be
issued in the name of HKSCC Nominees and deposited
directly into CCASS to be credited to your or a
designated CCASS Participant’s stock account through
causing HKSCC Nominees to apply on your behalf,
including by (i) instructing your broker or custodian who
is a CCASS Clearing Participant or a CCASS Custodian
Participant to give electronic application instructions
via CCASS terminals to apply for the Hong Kong Offer
Shares on your behalf, or (ii) if you are an existing
CCASS Investor Participant, giving electronic
application instructions through the CCASS Internet
System (https://ip.ccass.com) or through the CCASS
Phone System (using the procedures in HKSCC’s “An

Operating Guide for Investor Participants” in effect from
time to time). HKSCC can also input electronic
application instructions for CCASS Investor
Participants through HKSCC’s Customer Service Centre
by completing an input request

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

the Operational Procedures of HKSCC in relation to
CCASS, containing the practices, procedures and
administrative requirements relating to operations and
functions of CCASS, as from time to time in force

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

China Insights Industry Consultancy Limited

an independent report prepared and issued by CIC with
respect to this Global Offering
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“close associate(s)”

“Companies Ordinance”

“Companies (Winding Up and
Miscellaneous Provisions)
Ordinance” or “Companies
(WUMP) Ordinance”

“Company” or “our Company”

“connected person(s)”

“Controlling Shareholders”

“core connected person(s)”

“COSMIC”

“Director(s)”

“EAR”

“EMEA”

“EUR”

“Extreme Conditions”

“FDAN

has the meaning ascribed thereto under the Listing Rules

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

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

OrbusNeich Medical Group Holdings Limited (3£ %%
LB A RN A, an exempted company incorporated
in the Cayman Islands on July 22, 2021

has the meaning ascribed thereto under the Listing Rules
has the meaning ascribed thereto under the Listing Rules
and in this context, refers to a group consisting of HART,
Mr. David CHIEN and Ms. Kwai Ching Denise LAU
has the meaning ascribed thereto under the Listing Rules
Cosmic Ascent Limited, a company incorporated in the
BVI on July 7, 2020, a directly wholly-owned subsidiary
of our Company as of the date of this prospectus

the director(s) of our Company or any one of them
Export Administration Regulations of the United States

Europe, Middle East and Africa

Euros, the lawful currency of the member states of the
Eurozone

any extreme conditions or events, the occurrence of
which will cause interruption to the ordinary course of
business operations in Hong Kong and/or that may affect

the Listing Date

the Food and Drug Administration of the United States

— 36 —



DEFINITIONS

“First Share Swap”

“General Rules of CCASS”

“Global Offering”

“GREEN application form(s)” or
“Application Form(s)”

9

“Group”,

9 59

our Group”, “our”,
“we”’ OI‘ 6‘us’3

“HART”

“HKFRS”

“HKSCC”

“HKSCC Nominees”

“Hong Kong”

“Hong Kong dollars” or
“HK dollars” or “HK$”

the share swap between the Company and COSMIC, the
details of which are set out in the paragraph headed
“History, Development and Corporate Structure -—
Reorganization — Step 1: Share Swap between our

Company and COSMIC” in this prospectus

General Rules of CCASS published by the Stock
Exchange and as amended from time to time

the Hong Kong Public Offering and the International
Offering

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

the Company and all of its subsidiaries, or any one of
them as the context may require or, where the context
refers to any time prior to its incorporation, the business
which its predecessors or the predecessors of its present
subsidiaries, or any one of them as the context may
require, were or was engaged in and which were
subsequently assumed by it

Harmony Tree Limited, a company incorporated in the
BVI on September 11, 2020 and one of our Controlling
Shareholders

Hong Kong Financial Reporting Standards

the 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 the HKSCC

the Hong Kong Special Administrative Region of the
People’s Republic of China

Hong Kong dollars, the lawful currency of Hong Kong
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“Hong Kong Offer Shares”

“Hong Kong Public Offering”

“Hong Kong Share Registrar”

“Hong Kong Stock Exchange” or
“Stock Exchange”

“Hong Kong Underwriters”

“Hong Kong Underwriting

Agreement”

“Independent Third Party” or
“Independent Third Parties”

“Initial COSMIC Shareholders”

“International Offer Shares”

the 5,464,000 new Shares being initially offered by our
Company for subscription at the Offer Price pursuant to
the Hong Kong Public Offering (subject to reallocation)

the offer by our Company of the Hong Kong Offer Shares
for subscription by the public in Hong Kong (subject to
reallocation) for cash at the Offer Price (plus brokerage
of 1%, SFC transaction levy of 0.0027%, AFRC
transaction levy of 0.00015% and Hong Kong Stock
Exchange trading fee of 0.005%), on the terms and
subject to conditions set out in this prospectus

Computershare Hong Kong Investor Services Limited

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

the underwriters of the Hong Kong Public Offering
whose names are set out in “Underwriting — Hong Kong
Underwriters”

the underwriting agreement dated December 11, 2022
relating to the Hong Kong Public Offering and entered
into among, inter alia, the Overall Coordinators, the Joint
Sponsors, the Hong Kong Underwriters and our
Company, as further described in “Underwriting”

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

a group of eight individuals (including Ching Chung John
CHOW, our executive Director, Robert John COTTONE
JR, our chief technical officer and Ms. Pik Lin Barbara
WONG, a former employee of our Group) and their
holding entity

the 49,169,000 new Shares (subject to reallocation)

initially being offered by our Company for subscription
pursuant to the International Offering

— 38 —



DEFINITIONS

“International Offering”

“International Sanctions”

“International Sanctions Legal
Advisors”

“International Underwriters”

“International Underwriting
Agreement”

“Joint Bookrunners”

s

“Joint Global Coordinators’

“Joint Lead Managers”

“Joint Sponsors”

“JPY”

the offering of the International Offer Shares at the Offer
Price outside the United States in accordance with
Regulation S, as further described in “Structure of the
Global Offering”

all applicable laws and regulations relating to economic
sanctions, export controls, trade embargoes and wider
prohibitions and restrictions on international trade and
investment related activities, including those adopted,
administered and enforced by the U.S. government, the
European Union and its member states, the United
Kingdom, the United Nations or the government of
Australia

Herbert Smith Freehills, our legal advisors as to
International Sanctions laws in connection with the
Listing

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

the underwriting agreement expected to be entered into
on or around December 16, 2022 among our Company,
the Controlling Shareholders, and the International
Underwriters in respect of the International Offering, as
further described in “Underwriting”

the joint bookrunners as named in the section headed
“Directors and Parties Involved in the Global Offering”
of this prospectus

the joint global coordinators as named in the section
headed “Directors and Parties Involved in the Global
Offering” of this prospectus

the joint lead manager as named in the section headed
“Directors and Parties Involved in the Global Offering”
of this prospectus

the joint sponsors of the Listing, being China
International Capital Corporation Hong Kong Securities

Limited and CCB International Capital Limited

Japanese Yen, the lawful currency of Japan
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“Latest Practicable Date”

“Listing”

“Listing Date”

“Listing Rules”

“Macau”

“Main Board”

“Mainland China” or “PRC”

“Memorandum” or

’

“Memorandum of Association’

“NB ’

“NLG”

December 5, 2022, being the latest practicable date for
the purpose of ascertaining certain information contained
in this prospectus prior to its publication

listing of the Shares on the Main Board of the Stock
Exchange

the date, expected to be on or around December 23, 2022
from which the Shares are listed and dealings in the
Shares are first permitted to take place on the Hong Kong
Stock Exchange

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

the Macau Special Administrative Region of the People’s
Republic of China

the stock market (excluding the option market) operated
by the Hong Kong Stock Exchange which is independent
from and operated in parallel with the GEM of the Stock
Exchange

the People’s Republic of China excluding, for the
purposes of this prospectus and geographical reference
only and except where the context requires otherwise,
Hong Kong, Macau and Taiwan

the amended and restated memorandum of association of
our Company as conditionally adopted on December 5,
2022 with effect from the Listing Date (as amended,
supplemented or otherwise modified from time to time),
a summary of which is set out in Appendix III to this

prospectus

a third-party auditing organization recognized in the EU

that assesses quality and conformity of medical devices

Dutch Guilder
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“NMPA”

“OFAC”

“Offer Price”

“Offer Shares”

“OIBV”

“ON GmBH”

“ON P&F”

“ON P&F (HK)”

“ONM BV”

the National Medical Products Administration of the PRC
(BI85 5 B: 853 %)  (formerly known as the China
National Drug Administration and the China Food and
Drug Administration)

The U.S. Department of Treasury’s Office of Foreign
Assets Control

the final Hong Kong dollar price per Offer Share
(exclusive of brokerage of 1%, the SFC transaction levy
of 0.0027%, AFRC transaction levy of 0.00015% and the
Hong Kong Stock Exchange trading fee of 0.005%) at
which the Hong Kong Offer Shares are to be subscribed
under the Hong Kong Public Offering and the
International Offer Shares are to be offered under the
International Offering, to be determined in the manner
further described in “Structure of the Global Offering —
Pricing and Allocation”

the Hong Kong Offer Shares and the International Offer
Shares

Orbus International B.V., a company incorporated with
limited liability in the Netherlands on March 10, 1999, an
indirect wholly-owned subsidiary of our Company

OrbusNeich Medical GmbH, a company incorporated
with limited liability in Germany on December 7, 2007,
an indirect wholly-owned subsidiary of our Company

OrbusNeich P+F Company Limited, a company
incorporated in the BVI on May 15, 2017, a subsidiary
indirectly owned as to 50% by the Company

OrbusNeich P&F (Hong Kong) Company Limited (3£
LA W) A FR/AF]), a company incorporated in Hong
Kong on June 9, 2017, a subsidiary indirectly owned as to
50% by the Company

OrbusNeich Medical B.V., a company incorporated with
limited liability in the Netherlands on July 13, 2006, an
indirect wholly-owned subsidiary of our Company
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“ONM BVI”

“ONM Group Ltd.”

“ONM HK”

“ONM Investment Holdings”

“ONM Japan”

“ONM Manu Hold’s (APAC)”

“ONM Shenzhen”

“ONM Singapore”

“Ordinary Shares”

OrbusNeich Medical Company Limited, a company
incorporated in the BVI on January 5, 2000, formerly
known as Multi-Well Development Limited and Neich
Medical Company Limited

OrbusNeich Medical Group Limited (353 B4 H AR
/3 F]), an exempted company incorporated in the Cayman
Islands on June 8, 2017, formerly known as Top Charter
Investments Limited and OrbusNeich Medical Group
Limited (FEEBPEBMAFR/AF]), an indirect wholly-
owned subsidiary of our Company

OrbusNeich Medical Company Limited (35 BH#A FRA
Al), a limited liability company incorporated in Hong
Kong on February 23, 1998, an indirect wholly-owned
subsidiary of our Company

OrbusNeich Medical Investment Holdings Limited, a
company incorporated in BVI on May 15, 2017, an
indirect wholly-owned subsidiary of our Company

OrbusNeich Medical K.K., a limited liability company
incorporated in Japan on September 13, 2001, an indirect
wholly-owned subsidiary of our Company

OrbusNeich Medical Manufacturing Holdings (APAC)
Company Limited, a company incorporated in the BVI on
May 15, 2017, an indirect wholly-owned subsidiary of
our Company

OrbusNeich Medical (Shenzhen) Company Limited* (3£
PEEIRMGEIN AR F]), a limited liability company
incorporated in the PRC on May 29, 2000, an indirect
wholly-owned subsidiary of our Company

OrbusNeich Medical Pte. Ltd., a company incorporated in
Singapore on August 15, 1995 under its former name
Neich Medical (Singapore) Pte Ltd., an indirect wholly-
owned subsidiary of our Company

the ordinary shares of our Company, with par value of
US$0.0001 each prior to the Share Consolidation and par
value of US$0.0005 subsequent to the Share

Consolidation

_42 —



DEFINITIONS

“Overall Coordinators”

“PMDA”

“Post-IPO Share Option Scheme”

“Pre-1PO Investment(s)”

“Pre-IPO Investor(s)”

“Pre-IPO Share Option Scheme”

“Preferred Share(s)”

“Primary Sanctioned Activity”

China International Capital Corporation Hong Kong
Securities Limited, CCB International Capital Limited,
and BNP Paribas Securities (Asia) Limited

the Pharmaceuticals and Medical Devices Agency under
Japan Ministry of Health, Labor and Welfare

the share option scheme conditionally adopted by our
Company on December 5, 2022 for the benefit of any
director, employee, advisor and consultant, of our
Company or any of our subsidiaries, a summary of the
principal terms is set forth in the paragraph headed
“Statutory and General Information — D. Share Incentive
Schemes — 2. Post-IPO Share Option Scheme” in
Appendix IV to this prospectus

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

the investor(s) of Pre-IPO Investments

the share option scheme approved and adopted by ONM
Group Ltd. on December 18, 2020 and assigned to our
Company on September 21, 2021 for the benefit of any
director, employee, advisor and consultant, of our
Company or any of our subsidiaries, a summary of the
principal terms is set forth in the paragraph headed
“Statutory and General Information — D. Share Incentive
Schemes — 1. Pre-IPO Share Option Scheme” in
Appendix IV to this prospectus

the Series A Preferred Shares and Series A-2 Preferred
Shares

any activities in a Sanctioned Country or (1) with; or (2)
directly or indirectly benefiting or involving the property
or interests in property of, a Sanctioned Party by the
Company incorporated or located in a Relevant
Jurisdiction or which otherwise has a nexus with such
jurisdiction with respect to the relevant activity, such that

it is subject to the relevant sanctions law and regulation
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“Regulation S”

“Relevant Jurisdiction”

“Relevant Regions”

“Reorganization”

“RMB” or “Renminbi”

“Sanctioned Country”

Regulation S under the U.S. Securities Act

any jurisdiction that is relevant to the Company and has
sanctions related law or regulation restricting, among
other things, its nationals and/or entities which are
incorporated or located in that jurisdiction from directly
or indirectly making assets or services available to or
otherwise dealing in assets of certain countries,
governments, persons or entities targeted by such law or
regulation

Iran, Syria, Russian Federation, Ukraine, Egypt,
Lebanon, Myanmar, Belarus, Serbia and Tunisia

the reorganization of corporate structure of our Group in
preparation for the Global Offering, details of which are
set out in the paragraph headed “History, Development
and Corporate Structure — Reorganization” in this
prospectus

Renminbi, the lawful currency of the PRC

the following countries subject to a general and
comprehensive export, import, financial or investment
embargo under sanctions related law and regulation of the
U.S., EU, UK or Australia: Cuba, Iran, North Korea,
Sudan, and Syria. In addition, the non-Ukrainian
government controlled areas of Crimea, Donetsk,
Luhansk, Kherson and Zaporizhzhia regions of Ukraine
are treated as Sanctioned Countries, albeit the U.S., EU,
UK and Australian sanctions vary as to whether all these
territories or only some of them are subject to
comprehensive sanctions, and the nature of those
sanctions
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DEFINITIONS

“Sanctioned Party”

“Second Share Swap”

“Secondary Sanctionable
Activity”

“Sectoral Sanctions
Identifications List” or
“SSI List”

“Series A Preferred Shares”

“Series A-2 Preferred Shares”

(1) any individual or entity domiciled in, organized under
the laws of or which has its headquarters or principal
place of business in a Sanctioned Country, (ii) any
official or entity of the government of a Sanctioned
Country, or otherwise owned or controlled by the
government of a Sanctioned Country, (iii) any individual
or entity designated on the OFAC SDN List or SSI List,
(iv) any individual or entity designated or targeted under
any economic or financial sanctions administered by
Australia, the European Union, the United Kingdom, or
the United Nations, and (v) any entity that is, directly or
indirectly, owned 50% or more or is otherwise controlled
by one or more persons or entities described in (iii) or

(iv) above

the share swap between the Company and ONM Group
Ltd., the details of which are set out in the paragraph
headed “History, Development and Corporate Structure —
Reorganization — Step 2: Share Swap between our
Company and ONM Group Ltd.” in this prospectus

activity by the Company that may result in the imposition
of sanctions against the Relevant Person(s) by a Relevant
Jurisdiction (including designation as a Sanctioned Party
or the imposition of penalties), even though the Company
is not incorporated or located in that Relevant
Jurisdiction and does not otherwise have any nexus with
that Relevant Jurisdiction

the list of Sectoral Sanctions Identifications maintained
by OFAC, which sets forth entities designated by OFAC
in Russia’s energy, financial and/or defence sectors that
are subject to more limited, sectoral, sanctions imposed
under one or more OFAC Directives that prohibit certain
(but not all) dealing with U.S. persons or within the
United States

the series A preferred shares of our Company, with par
value of US$0.0005 each subsequent to the Share
Consolidation

the series A-2 preferred shares of our Company, with par

value of US$0.0005 each subsequent to the Share
Consolidation
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DEFINITIONS

“SFC”

“SFO”

“Share(s)”

“Share Consolidation”

“Share Incentive Schemes”

“Shareholder(s)”

“Specially Designated Nationals

and Blocked Persons List” or
“SDN List”

“subsidiary” or “subsidiaries”

“substantial shareholder(s)”

“Takeovers Code”

“Track Record Period”

“Underwriters”

“Underwriting Agreements”

the Securities and Futures Commission of Hong Kong

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

ordinary share(s) in the capital of our Company with a
nominal value of US$0.0001 each

the consolidation of every five shares with par value of
US$0.0001 each in the Company’s issued and unissued
share capital into one share of the corresponding class
with par value of US$0.0005 each, the details of which
are set out in the paragraph headed “Statutory and
General Information — A. Further Information about Our
Group — 4. Resolutions of the Shareholders of the
Company Passed on December 5, 2022”

the Pre-IPO Share Option Scheme and the Post-IPO
Share Option Scheme

holder(s) of the Share(s)

the list of Specially Designated Nationals, and Blocked
Persons maintained by OFAC, which sets forth
individuals and entities that are subject to its sanctions
and restricted from dealings with U.S. persons

has the meaning ascribed thereto under the Listing Rules
has the meaning ascribed thereto under the Listing Rules
the Code on Takeovers and Mergers and Share Buy-
backs, as published by the SFC (as amended,

supplemented or otherwise modified from time to time)

the three years ended December 31, 2019, 2020, 2021 and
the six months ended June 30, 2022

the Hong Kong Underwriters and the International

Underwriters

the Hong Kong Underwriting Agreement and the
International Underwriting Agreement
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DEFINITIONS

“United States” or “U.S.” the United States of America, its territories, its

possessions and all areas subject to its jurisdiction

“U.S. dollars”, “USS$” or United States dollars, the lawful currency of the United
“USD” States
“U.S. Persons” any of the following individual, group or entity

(company, partnership, limited liability company or any
other organisation): (a) a U.S. citizen or a permanent
resident alien (so called “Green Card” holder) wherever
located or employed in the world, (b) an entity
established under U.S. law, including its foreign
branches, and (c) any person physically in the United
States

“U.S. Securities Act” the United States Securities Act of 1933, as amended, and
the rules and regulations promulgated thereunder

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

“White Form eIPO Service Computershare Hong Kong Investor Services Limited
Provider”
“%” percent

In this prospectus, the terms “associate”, “close associate”, “connected person”, “core
connected person”, “connected transaction”, “subsidiaries” and “substantial shareholder” shall
have the meanings given to such terms in the Listing Rules, unless the context otherwise

requires.

Certain amounts and percentage figures included in this prospectus have been subject to
rounding. Accordingly, figures shown as totals in certain tables may not be an arithmetic
aggregation of the figures preceding them. Any discrepancies in any table or chart between the
total shown and the sum of the amounts listed are due to rounding.

For ease of reference, the names of the PRC established companies or entities, laws or
regulations have been included in this prospectus in both the Chinese and English languages;
in the event of any inconsistency, the Chinese versions shall prevail.

* For identification purpose only
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GLOSSARY

“active pharmaceutical
ingredient” or “API”

“aneurysm embolization”

“anti-restenotic”

“anti-thrombotic”

“anticoagulants”

“aortic regurgitation”

“aortic stenosis”

“aorto-(bi)femoral bypass’

“arteriovenous fistula”

“aspiration thrombectomy’

“atherosclerosis”

“ATM”

“balloon angioplasty/stent

“balloon rewrap”

’

)

£3]

active pharmaceutical ingredient, the substance in a
pharmaceutical drug that is biologically active

aneurysm is the enlargement of an artery caused by
weakness in the arterial wall, and at risk of rupture. In
aneurysm embolization procedure, physicians use image
guidance to place small, soft metal coils within the
aneurysm, where it helps block the flow of blood and
prevent rupture of the aneurysm

prevention of the re-narrowing (restenotic) of blood
vessels

prevention of blood clot formation (thrombus)

a medicine that helps prevent blood clots and to reduce
risk of strokes and heart attacks due to formation of clots

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

the narrowing of aortic valve opening, restricting blood
flow from left ventricle to the aorta

a surgery to redirect blood around narrowed or blocked
vessels in the belly or groin, to increase blood flow to the
legs

an irregular connection between an artery and a vein

a catheter that is used for removal of thrombus/blood
clots from blood vessel via suction

the buildup of fatty material/plaque inside the blood
vessel, causing it to be narrowed and hence limiting the
blood flow

the standard atmosphere, a unit of pressure

a catheter procedure to restore blood flow of a blocked
arteries by using a balloon or a stent

to wrap again the balloon that has been inflated so that
profile of the balloon is good for re-crossing
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GLOSSARY

“bare metal stent”

“beta-blocker”

“carotid artery stents”

“chronic total occlusion” or
“CTO’?

“compliant balloon”

“coronary artery atherosclerosis”

“coronary artery bypass

grafting”, or “CABG”

“coronary artery dissection”

“coronary artery patency”

“coronary artery spasm’”

“critical limb ischaemia” or
‘LCLI”

“crossability”

a stent with delivery system but without any drug,

polymer, or antibody coating on it

a class of medications that are predominantly used to
manage abnormal heart rhythms, treat chest pain and
reduce high blood pressure

a procedure to implant a stent in the narrowed carotid
artery to open it up to improve blood flow and prevent
risk of stroke

100% occlusion of a coronary artery for a duration of at

least three months based on angiographic evidence

balloon of which diameter increases as the inflation
pressure increases, which usually have lower nominal
and rated burst pressure compared to non-compliant
balloon

a disease in which the plaque/fatty material builds up

inside the coronary arteries

a surgical procedure that diverts/bypass blood around the
narrowed/blockage of blood vessels to improve blood
flow and oxygen supply to the heart by grafting a blood
vessel between the aorta and a point along the coronary
artery, past the narrowed area

a tear in the blood vessel of the heart

heart vessel being open or unobstructed

a temporary tightening (constriction) of the muscles in
the wall of one of the arteries that send blood to the heart.
A spasm can decrease or completely block blood flow to
part of the heart

severe blockage in the arteries of the lower extremities,
which markedly reduces blood flow. It is a serious form

of peripheral arterial disease

the ability of a catheter to cross a lesion in a vessel that
has been narrowed or occluded
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GLOSSARY

“CTO balloon”

“DAPT”

“diuretics”

“drug-coated balloon”

“drug eluting balloon”

“drug-eluting stents”

“ECMO”

“endothelial progenitor cells” or
“EPCs”

“EU Emissions Allowances”

“extra-anatomical bypass”

“general anesthetic (GA)”

balloon catheter specifically designed for crossing a
totally blocked vessel (CTO-chronic total occlusion)

dual antiplatelet therapy, usually combination of aspirin
with one of the following ADP/PZY inhibitors,
clopidogrel or prasugrel or ticagrelor, which is typically
prescribed after percutaneous coronary intervention

also known as water pills, which help rid the body of salt
and water

balloon catheter coated with anti-proliferative medicine
to reduce re-narrowing of the blood vessel and hence
reduce repeat procedure for the patient

conventional semi-compliant angioplasty balloons
covered with drug which is released into the vessel wall
during inflation of the balloon, usually at nominal
pressures with a specific minimal inflation time

a stent with delivery system and usually with polymer or
well to hold anti proliferative drug

extracorporeal membrane oxygenation, is a machine to
provide prolonged cardiac and respiratory support to a
person whose heart and lungs are unable to provide an
adequate amount of gas exchange or perfusion to sustain
life

EPCs are thought to originate from bone marrow,
mobilize in response to ischemia, and home to sites of
vascular injury. EPCs are believed to promote vascular
regeneration

allowances or credits in the EU Emissions Trading
System which allow the holders of such allowances or
credits to emit greenhouse gas emissions

an arterial bypass that does not follow the normal
anatomic pathway

a state of controlled unconsciousness. During GA,

medicine is used to put patient to sleep, so, patient do not
move or feel pain during the procedure
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GLOSSARY

“hydrophilic coating”

“hypotube shaft”

“intracranial stenosis”

“intravenous thrombolysis”, or
‘6IVT?7

“ischemia”

“ischemic heart diseases”, or

“IHDS”

“ischemic stroke”

“ISO 13485:2016”

“LDL cholesterol”

“lesion”

“lumen”

“mitral regurgitation”

a coating that is being used to reduce surface friction and
enhance lubricity. Hydrophilic means that it has an
affinity for water (water loving)

a long metal tube with micro-engineered features along
its length

a narrowing of an artery in the brain

an injection of clot-busting drugs through an intravenous
line to dissolve blood clots that have blocked blood
vessels and pose serious life or life threatening

implications

an inadequate supply of blood to an organ or part of the
body that is due to narrowing of a blood vessel

a condition of recurring chest pain or discomfort that
occurs due to narrowed heart arteries

a condition occurs when a blood clot blocks or narrows

an artery leading to the brain

a quality standard established by the International
Organization for Standardization which specifies
requirements for a quality management system where an
organization needs to demonstrate its ability to provide
medical devices and related services that consistently
meet customer and applicable regulatory requirements

low density lipoprotein cholesterol. When LDL is high, it
caused deposition in the walls of blood vessels caused it
to be narrowed and reducing blood flow

a term used for plaque buildup in the wall of the arteries

an opening -can refer to the central space in an artery,
vein or capillary. It can also refer to the channel within a
catheter or tubing

a condition where the heart mitral valve is leaky. The
mitral valve does not close completely, causing a
backflow of blood from the left ventricle into the left
atrium
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GLOSSARY

“mitral stenosis”

“myocardial infarction”

“NAI”

“non-compliant balloon”

“over-the-wire”

“paclitaxel particle abscission”

“paclitaxel-carrying balloons”

“Paris Course for
Revascularization” or “PCR”

“percutaneous coronary
intervention” or “PCI”

“percutaneous pulmonary valve
implantation” or “PPVI”

“percutaneous transluminal
angioplasty” or “PTA”

“peripheral vascular intervention”

“PMA”

“post stent dilatation”

the narrowing of the heart’s mitral valve. The valve
doesn’t open properly, obstructing the blood flow into the
left ventricle

MI or heart attack. MI happens when one or more areas
of the heart muscle don’t get enough oxygen due to
narrowed coronary arteries

no action indicator, which means no observations are
found during the onsite inspection of factories by the
FDA

balloon with very little growth in diameter versus the
pressure increase, and a higher nominal and rated burst
pressure as compared to a compliant balloon

a type of catheter design where the entire length of the
catheter traverses over a guidewire to access the desired
anatomy

a process of removal/separation of paclitaxel particle

a balloon that is coated with paclitaxel drug

a renowned medical device conference with the
objectives of sharing knowledge, experience and practice
in cardiovascular interventional medicine

a minimally invasive procedure to open narrowed
coronary arteries to restore blood to the heart

a minimally invasive procedure to replace a pulmonary
valve via catheterization through a vein

a minimally invasive procedure to open a blocked blood
vessel using a balloon catheter to restore the blood flow

a minimally invasive procedure used to treat peripheral
(outside of heart) artery disease

premarket approval, issued to Class III medical devices
which have a large impact on human health and as such,
their evaluation undergo more thorough scientific and
regulatory processes to determine their safety and
effectiveness

a balloon is dilated inside the stent to further open the
stent area post stent deployment
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GLOSSARY

“pre-dilatation balloon catheter”

“pro-healing”

“rated burst pressure”

“resistant lesion”

“restenosis”

“sirolimus”
“smooth muscle cells (SMC)
proliferation”

“scoring balloon”

“standard balloon”

“stenosis”

“thrombectomy”

“thrombus”

“trackability”

“transcatheter aortic valve
replacement”, or “TAVR”

“transcatheter cardiovascular
therapeutics”, or “TCT”

balloons that are used to open the narrowed blood vessel
to allow stent to cross and be deployed

the promotion of the restoration of a complete and
functional endothelial cellular layer which lines inside
the heart and blood vessels

the operating pressure where a balloon catheter has been
shown to operate repeatably and reliably

a lesion that requires high pressure balloon dilatation and
sometimes cannot be opened up using a normal balloon
catheter but require other device like scoring balloon or
atherectomy

a renarrowing of the blood vessel

a macrolide compound used to coat coronary stents to
prevent renarrowing of the stented vessel

rapid increase of SMC

a balloon catheter with scoring wire to help to crack the
plaque via controlled manner

a balloon catheter that is used for dilating a narrowed
blood vessel

a term used when the plaque buildup caused narrowing or
blockage of the arteries

a procedure of removing a blood clot from arteries or
veins. It can be surgical or minimally invasive procedure

a blood clot

the ability of a catheter to track along the vessel that not
always straight but has some tortuosity

a minimally invasive procedure using a catheter-based
technique to replace the diseased aortic valve with a new
aortic valve

TCT is organized by Cardiovascular Research
Foundation (CRF) and one of the world Ilargest
cardiovascular educational conference for physicians and
industry held in USA
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GLOSSARY

“transcatheter edge-to-edge mitral
valve repair”, or “TEER”

“transcatheter intervention”
“transcatheter mitral valve

implantation”, or “TMVI”

“tricuspid regurgitation”

“tricuspid stenosis”

“TricValve” or “TricValve
Bicaval System”

“valvular heart disease”

“vasodilators”

“ventricular abnormalities”

“Zero Observation” or
“No Action Indicated”

TEER is a minimally invasive procedure that treats
severe leakage of the mitral valve in patients deemed to
be at prohibitive risk by a heart team

a minimally invasive procedure that is catheter-based

a minimally invasive procedure using a catheter-based
technique to replace the diseased mitral valve with a new
mitral valve

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

a narrowing of the tricuspid valve opening that slows
blood flow from the right atrium to the right ventricle

TricValve is a bicaval transcatheter tricuspid valve
implantation system, which includes the transcatheter
bicaval valve for superior vena cava and the transcatheter
bicaval valve for inferior vena cava. The TricValve
transcatheter bicaval valves are already pre-mounted into
the delivery system

a category of diseases where any valve in the heart is

narrowed or does not close properly

medications that promotes the dilatation of blood vessels,

so blood flows easily through the blood vessels

ventricular abnormalities or ventricular arrhythmias are
abnormal heartbeats that originates in the lower heart
chambers (the ventricles), cause the heart to beat too fast,
which prevent oxygen rich blood from circulating to the
brain and body and may result in cardiac arrest

meaning no objectionable conditions or practices were
found during an inspection by the U.S. FDA (or the
significance of the documented objectionable conditions

found does not justify further action)
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FORWARD-LOOKING STATEMENTS

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

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

following:

. our operations and business prospects;

. our ability to maintain relationship with, and the actions and developments
affecting, our major customers and suppliers;

. future developments, trends and conditions in the industries and markets in which

we operate;

. general economic, political and business conditions in the markets in which we

operate;

. changes to the regulatory environment in the industries and markets in which we

operate;

. our ability to maintain the market positions;

. our pipeline products under development or planning;

. the actions and developments of our competitors;

. our ability to effectively contain costs and offer competitive prices;

. the ability of third parties to perform in accordance with contractual terms and

specifications;

. our ability to retain senior management and key personnel, and recruit qualified
staff;

. our business strategies and plans to achieve these strategies, including our expansion

plans;
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FORWARD-LOOKING STATEMENTS

. our ability to defend our intellectual rights and protect confidentiality;

. change or volatility in interest rates, foreign exchange rates, equity prices, trading
volumes, commodity prices and overall market trends;

. capital market developments; and

. our dividend.

¢ < M

In some cases, we use the words “aim,” “anticipate,” ‘“believe,” “can,” “continue,”

99 ¢ ER T3 EEINT3 ELINT3

going forward,” “intend,” “ought to,” “may,” “might,

EEINT3

“could,” “estimate,” “expect, plan,”

EEINT3

“potential,” “predict,” “project,” “seek,” “should,” “will,” “would” and similar expressions to
identify forward-looking statements. In particular, we use these forward-looking statements in
the “Business” and “Financial Information” sections of this prospectus in relation to future
events, our future financial, business or other performance and development, the future
development of our industry and the future development of the general economy of our key

markets.

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

forward-looking statements.

Our Directors confirm that the forward-looking statements are made after reasonable care
and due consideration. Nonetheless, due to the risks, uncertainties and assumptions, the
forward-looking events and circumstances discussed in this prospectus might not occur in the

way we expect, or at all.
Accordingly, you should not place undue reliance on any forward-looking information.

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

cautionary statement.
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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 EXISTING AND PIPELINE PRODUCTS

We are dependent on the sales of our endovascular interventional medical devices. Our
business prospects, financial condition and results of operations would be materially and
adversely affected if sales of these products were to decline.

We are dependent on the sales of our endovascular interventional medical devices,
including balloons and stents used in PCI (coronary)/PTA (peripheral) procedures. During the
Track Record Period, substantially all of our revenue was generated from sales of our
endovascular interventional medical device products. We expect to continue to derive a
substantial majority of our revenue from endovascular interventional medical devices in the
foreseeable future.

Continued market acceptance and demand for our endovascular interventional medical
device products will be critical to our success. If we are unable to manufacture or sell these
products due to commercial, regulatory, intellectual property or any other reasons, or if demand
for these products is reduced, our revenue would significantly decline, and our business,
financial condition and results of operations would 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.

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 policies and 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.
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RISK FACTORS

In addition, our products may be perceived to cause severe adverse events if one or more
regulators, such as the NMPA, FDA, PMDA or NB, 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:
. injury or death of patients;
. a severe decrease in the demand for, and sales of, the relevant products;

. the recall or withdrawal of the relevant products;

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

. damage to the brand name of our products and the reputation of our Company;
. failure to include our products into 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 aresult of these consequences, our sales, profitability and business prospects could be
materially and adversely affected.

If we do not successfully introduce new, innovative or competitive products and develop,
enhance or adapt to new technologies and methodologies in a timely manner or at all, our
products may become obsolete and our business prospects, financial condition and results
of operations may suffer.

The global endovascular interventional instrument market 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 results of
operations may 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
usage, entrenched patterns of clinical practice, uncertainty over third-party reimbursement, or
other factors.

We devote significant financial and other resources to our research and development
activities. We incurred research and development costs of US$9.6 million, US$12.6 million,
US$12.1 million and US$6.7 million for the years ended December 31, 2019, 2020, 2021 and
for the six months ended June 30, 2022, respectively, representing 10.0%, 14.2%, 10.4% and
9.8% of our total revenue for the same periods, respectively.
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The research and development process can be lengthy and entails considerable
uncertainty. Products which 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. Our competitors may apply for marketing approvals for medical device with
the same intended use as our existing and pipeline products in countries where we have
operations. When our products and its competing products are subject to the regulatory
authorities’ concurrent review, the estimated schedule may be affected, and the registration
process of our products may be prolonged. Moreover, our competitors may obtain approval
from the NMPA, FDA, PMDA, NB or other comparable regulatory authorities for their
products faster than us, which could result in our competitors establishing a strong market
position or gaining acceptance in the same markets that we are targeting before us. As a result,
we may be unable to maintain or enhance our market share or achieve our targeted market share
in this industry. Even if successfully developed and subsequently approved by regulatory
authorities, our existing and pipeline products may face competition based on their safety and
efficacy, the timing and scope of the regulatory approvals, the availability and cost of supply,
marketing and sales capabilities, reimbursement coverage, price, patent position and other
factors.

If products developed by our competitors continue to dominate certain major sub-
segments of endovascular interventional instrument markets in which we operate, or our
competitors consolidate the market faster than we do by introducing more advanced products
to the end-customers, our business may not continue to grow as we expected. This could
dampen the demand for our products or cause our products to become obsolete, and we may
not be able to respond and adapt to the introduction of new products or technologies or develop
products that will to be in demand, in which case our business prospects and results of
operations will be materially and adversely affected.

We intend to spend approximately HK$110.0 million of the proceeds from this Global
Offering to continue to enhance our technical capabilities in research, development and
manufacturing of our pipeline products, which require substantial technical, financial and
human resources. We may not have the financial resources necessary to fund all of these
projects. In addition, we cannot assure you that we will be able to develop, enhance or adapt
to new technologies and methodologies, successfully identify new technological opportunities,
develop and bring new or enhanced products to market, obtain sufficient or any patent or other
intellectual property protection for such new or enhanced products, or obtain the necessary
regulatory approvals in a timely and cost-effective manner, or, if such products are introduced,
that those products will achieve market acceptance. Any failure to do so could harm our
business prospects.
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If we are unable to successfully complete clinical trials, obtain regulatory approval and
filing and commercialize our pipeline products successfully, or if we experience significant
delays in doing so, our business prospects will be materially and adversely affected.

Medical devices are classified according to a catalogue into different categories by
NMPA, FDA, PMDA and NB, depending on the degree of risk associated with each medical
device and the extent of control needed to ensure safety and effectiveness. As of the June 30,
2022, we had a robust product pipeline consisting around 40 products in various development
stages, some of which are Class III medical devices. To obtain product registrations for medical
devices of Class III, we may need to conduct, at our own expense, adequate and well-controlled
clinical trials to demonstrate the safety and efficacy of our products.

Clinical trials may involve lengthy and expensive process with uncertain outcomes. A
failure of one or more of our clinical trials can occur at any stage of testing and clinical trials
or procedures may experience significant setbacks even after earlier trials have shown
promising results. In addition, there can be significant variability in safety and/or efficacy
results between different trials of the same pipeline products due to numerous factors,
including changes in trial procedures set forth in protocols, differences in the size and type of
the patient populations and the rate of dropout among clinical trial participants.

There can be no assurance that these clinical trials or procedures will be completed in a
timely or cost-effective manner or result in a commercially viable product or expanded usage.
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 successfully commercialize
our pipeline products, including but not limited to:

. regulators, institutional review boards, 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;

. clinical trials of our pipeline products may have undesirable side effects, produce
negative or inconclusive results, or other unexpected characteristics, and we may
decide, or regulators may require us, to conduct additional clinical trials, suspend or
terminate the product development programs;

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

. the number of patients required for clinical trials of our pipeline products may be
larger than anticipated;

. our inability to reach agreements on acceptable terms with prospective hospitals as

trial centers, the terms of which can be subject to extensive negotiation and may
vary significantly among different hospitals as trial centers;
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. third-party contractors who collaborated with us on our clinical trials 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, delay or terminate clinical trials of our pipeline products
for various reasons, including a finding of lack of clinical response or other
unexpected characteristics, a finding that participants are being exposed to
unacceptable health risks or reasons outside of our control, such as occurrences of
epidemics like the outbreak of COVID-19;

. regulators or ethics committees may require that we or our investigators suspend or
terminate clinical research or not rely on the results of clinical research for various

reasons, including non-compliance with regulatory requirements;

. the cost of clinical trials of our pipeline products may be greater than anticipated;
and

. the supply or quality of our pipeline products for use in a clinical trial or other
materials necessary to conduct clinical trials of our pipeline products may be

insufficient or inadequate.

If we encounter difficulties in enrolling patients in our clinical trials, our clinical trials
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 relation to patient enrollment in our
clinical trials for a variety of reasons, including:

. the size and nature of the patient population;

. the patient eligibility criteria defined in the protocol;

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

. the proximity of patients to trial sites;

. the design of the trial;

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

. the patients’ perceptions as to the potential advantages and side effects of the
pipeline products being studied in relation to other available product, pipeline
products or therapies; and
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. the risk that patients enrolled in clinical trials may drop out or fail to return for

post-treatment follow-up at a higher rate than anticipated.

Our clinical trials will likely compete with other clinical trials for pipeline products that
are in the same therapeutic areas as our pipeline products. This competition will reduce the
number and types of patients available to us as some patients who might have opted to enroll
in a trial being conducted by one of our competitors instead of ours. 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 and timely commercialization of our pipeline products.

We rely on relationships with key opinion leaders, physicians and hospitals in the
development and marketing of our products. Any negative publicity on us or other harm
to our reputation, which may affect the recognition and perception of these industry
participants of us, may materially adversely affect our business prospects, financial
condition and results of operations.

Our relationships with key opinion leaders, physicians and hospitals play an important
role in our research and development and sales and marketing activities. We have cultivated
long-term relationships and frequently interacted with key opinion leaders, physicians and
hospitals to gain first-hand knowledge of unmet clinical needs, surgeons’ preferences and
clinical practice trends, which is critical to our ability to develop new market-responsive
products and improve our existing products. In addition, we participate in major international
conferences to interact with leading cardiologists, key opinion leaders and physicians to
discuss new product development concepts and challenges faced in laboratories. Please refer
to the paragraphs headed “Business — Our Competitive Strengths” and “Business — Sales,
Marketing and Distribution — Our Marketing Model” in this prospectus.

We cannot assure you that we will be able to maintain or strengthen our relationships with
these industry participants, or that our efforts to maintain or strengthen such relationships will
yield the successful development of new products or increased sales. These industry
participants may leave their roles, change their business or practice focus, choose to no longer
cooperate with us or cooperate with our competitors instead. Even if they continue to cooperate
with us, their market insights and perceptions, which we take into account in our research and
development process, may be inaccurate and lead us to develop products that do not have
significant market potential. Even if their insights and perceptions are correct, we may fail to
develop commercially viable products. Moreover, we cannot assure you that our marketing
strategies will continue to be effective. Industry participants, particularly in the specialties of
endovascular intervention area, may no longer want to collaborate with us, and our marketing
strategy may no longer be able to yield larger hospital coverage or increased sales
commensurate to our efforts spent. In addition, the key opinion leaders, physicians and
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hospitals that we focus on may not continue to have a significant demand for our products. If
we are unable to develop new products or generate returns from our relationships with industry
participants as anticipated, or at all, our business prospects, financial condition and results of
operations may be materially and adversely affected.

Our reputation and the perception of these industry participants of our brand are critical
to our business. If we are unable to maintain and further enhance our reputation and
recognition, our relationship with industry participants may be impeded, and our business
prospects may be materially adversely affected. In addition, any negative incident or negative
publicity concerning us, our products, our management, our Shareholders, our employees, our
affiliates or any entity that shares the name of our Company and our business partners,
regardless of its veracity, could harm our image and diminish the trust from industry
participants, which could in turn result in decreased sales of our products and materially and
adversely affect our business prospects.

We are exposed to potential product liability claims and product recalls which would
damage our reputation and have a material adverse effect on our reputation, business
prospects, financial condition and results of operations.

Some of our existing and pipeline products are classified as Class III medical devices.
Such classifications represent a high risk to the human body and requires a high level of
supervision to ensure safety and effectiveness. We may be subject to product liability claims
if our products have quality issues, including latent defects that can only be identified at a later
stage. Complex medical devices may sometimes experience problems resulting from the use of
the products, including the way physicians use such products, which could require review and
corrective action. Component failures, manufacturing errors or design defects could result in
danger or injuries to patients. Any serious failures or defects could cause us to withdraw or
recall products, and subject us to product liability litigation. The occurrence of any market
withdrawals or product recalls of our products may damage our brand name and may have a
material adverse effect on our business prospects, financial condition and results of operations.
During the Track Record Period and up to the Latest Practicable Date, we had not experienced

any material customer complaint or product return from customers.

In addition, despite we have purchased product liability insurance for our products, the
coverage of our product liability insurance may not be adequate or sufficient to cover all such
claims, in which case our reputation, business, results of operations or financial condition will
be materially and adversely affected.
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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, manufacturing and
commercialization activities regulate these activities in great depth and detail. We intend to
focus our activities in the major markets of the PRC, U.S., Japan and the EU. These
jurisdictions all have strict regulations 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 may
be differences in the regulatory regimes in different regions, which make regulatory
compliance more complex and costly for companies like us that operate in each of these
regions. Governmental authorities have become increasingly vigilant in enforcing laws in the
medical devices industry and any failure by us or our partners to maintain compliance with
applicable laws and regulations or to obtain and maintain required licenses and permits may
result in the suspension or termination of our business activities. We believe our strategy and
approach is aligned and in compliance with the applicable laws, regulations or government
policies, but we cannot ensure that our strategy and approach will continue to be aligned.

The process of obtaining regulatory approvals and compliance with applicable 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 prospects
and financial condition.

The regulatory approval processes are lengthy, time-consuming and inherently
unpredictable.

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

We currently market and intend to continue to market a substantial portion of our products
in the countries where we have operations in the foreseeable future. We are required to obtain
the NMPA, FDA, PMDA, NB or other counterparts approval before we can market our products
in the countries where we operate. Significant time, effort and expense are required to bring
our products to market in compliance with the regulatory process, and we cannot assure you
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that any of our products will be approved for sale. We are also required to report any serious
or potentially serious incidents involving our products to the NMPA, FDA, PMDA, NB or other
counterparts. Even if regulatory approval or clearance of our products is granted, the approval
or clearance could limit the uses for which our products may be labeled and promoted, which
may in turn limit the market for our products.

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

international markets.

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

Aspects of the impending healthcare reform in countries where we have operations may
adversely affect our business.

In countries where we have operations, legislative and regulatory changes and proposed
changes regarding healthcare could prevent or delay regulatory approval of our pipeline
products, restrict or regulate post-approval activities and affect our ability to profitably sell our
products and any pipeline products 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
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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
successfully commercialize our pipeline 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, FDA, PMDA
and NB regulations, guidance or interpretations will be changed, or what the impact of such
changes on the regulatory approvals of our pipeline products, if any, may be.

For example, in the PRC, some provinces have implemented the “Two-Invoice System”
in the field of medical consumables in order to reduce the circulation of high-value medical
consumables and promote the transparency of purchase and sales. For further details, please
refer to the paragraph headed “Regulatory Overview — PRC Regulatory Overview — Laws and
Regulations Relating to Medical Devices Administration — Two-Invoice System” in this
prospectus. As the interpretation and enforcement of the “Two-Invoice System” in the medical
device industry are evolving and subject to uncertainty, we cannot predict how the
implementation and enforcement will evolve in different provinces in the PRC, or whether and

how that will affect our business prospects and results of operations in the future.

More of our products sold in the PRC market may be included in the scope of centralized
procurement in the future and the end prices of such products may drop significantly,
which in turn may have a material adverse impact on our revenue, financial condition and
results of operations.

In recent years, the PRC government has strengthened the implementation of centralized
procurement system of high-value medical consumables with the aim of improving the pricing
mechanism and reducing the inflated prices of the high-value medical consumables. For
example, on July 19, 2019, the General Office of the State Council of the PRC promulgated the
Notice on Printing and Distributing the Reform Plan on Managing High-value Medical
Consumables (BFAENEE A& R AFEM ME %) BH%N), according to which, (i) all
the public medical institutions are required to purchase the high-value medical consumables on
the procurement platforms via public trading or “sunlight” procurement; and (ii) it is
encouraged to carry out the centralized procurement by means of collecting or combining the
demand in high-value medical consumables from multiple hospitals in one provincial region or
even several provincial regions and then making volume-based negotiations with bidders for
preferential price. After the issuance of the above reform plan, vascular interventional balloon
products were gradually brought into the scope of the centralized procurement (also known as
volume-based procurement and/or the centralized volume-based procurement, hereinafter
referred to as “centralized procurement”) in multiple provincial regions and were expected to
be implemented across the PRC.
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The policies of the centralized procurement promulgated in recent years had following
major implications on the PRC sales environment of the high-valued medial consumables: (i)
the end prices of the high-value medical consumables within the scope of centralized
procurement generally drop significantly caused by the pricing mechanism of the bidding or
tender process and the volume-based negotiations for preferential price; and (ii) the
manufacturers (including the deemed manufacturer, such as the general agent of the imported
products) or the holders of the medical device registration certificate are required to directly
participate in the bidding or tender process of the centralized procurement. For further details,
please refer to the paragraph headed “Regulatory Overview — PRC Regulatory Overview —
Laws and Regulations Relating to Medical Devices Administration — Centralized Procurement
of Medical Devices” in this prospectus. As of the Latest Practicable Date, seven out of 13
products we sold in the PRC market were included in the scope of centralized procurement,
and, to maintain our competitiveness to win bids in the centralized procurement, the end prices
of our products had to be lowered. There are uncertainties whether the centralized procurement
scope would be expanded in the future, resulting in the inclusions of more of our products or
product pipeline. Moreover, if any products comparable or similar to our products were
included in the scope of centralized procurement, patients’ willingness to use our products
might be materially and adversely affected and we might be forced to change our pricing
strategy. If any or all of the foregoing were to occur, our sales revenue may decrease, which

in turn will have a material adverse impact on our financial condition and results of operations.

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
institutional review boards or ethics committees for reexamination, which may impact the
costs, timing or successful completion of a clinical trial.

The process to develop, obtain regulatory approval for and commercialize medical
devices can be long, complex and costly. Even if our pipeline products were to successfully
obtain approval from the regulatory authorities, any approval might significantly limit the
approved usage, 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
pipeline product, 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, PMDA, NB and/or comparable regulatory authorities. Regulatory approvals for any of
our pipeline products may also be withdrawn. If we are unable to obtain regulatory approval
for our pipeline products 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 pipeline products 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 other
pipeline products in the future.
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We cannot be sure whether additional legislative changes will be enacted, or whether
regulations, guidance or interpretations will be changed, or what the impact of such changes
on the regulatory approvals of our pipeline products, if any, may be.

Undesirable adverse events caused by our pipeline products could delay or prevent
regulatory approval, or result in significant negative consequences following any
regulatory approval.

Undesirable adverse events caused by our products or pipeline products, including but not
limited to side effects, safety issues and other serious adverse events could result in the delay
or denial of regulatory approval by the NMPA, FDA, PMDA, NB or other comparable
regulatory authority, or could result in limitations or withdrawal following approvals. For
example, in the event that results of our trials reveal a high and unacceptable severity or
prevalence of adverse events, our trials may be suspended or terminated by the NMPA, FDA,
PMDA, NB and other comparable regulatory authorities could order us to cease further
development of, or deny approval of, our pipeline products.

Additionally, if our pipeline products receive regulatory approval, and undesirable side
effects caused by such pipeline products are identified after such approval, a number of

potentially significant negative consequences could follow, including, among others:

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

. regulatory authorities may withdraw approvals of the product;

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

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

. we may be subject to regulatory investigations and government enforcement action;

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

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

. our reputation may suffer.
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Any of these events could prevent us from achieving or maintaining market acceptance
of the particular pipeline product, and could significantly harm our business prospects and
results of operations.

Our existing and pipeline 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 experience unanticipated problems with our pipeline
products.

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

The NMPA, FDA, PMDA, NB or comparable regulatory authorities may seek to impose
a consent decree or withdraw marketing approval if problems occur after the product reaches
the market. Later discovery of previously unknown problems with our existing and pipeline
products 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, warning letters, or hold on clinical trials;

. refusal by the NMPA, FDA, PMDA, NB or comparable regulatory authorities to
approve pending applications or supplements to approved applications filed by us or
suspension or revocation of license approvals or withdrawal of approvals;

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

. injunctions or the imposition of civil or criminal penalties.

The policies of the NMPA, FDA, PMDA, NB and other regulatory authorities may change
and additional government regulations may be enacted that could prevent, limit or delay
regulatory approval of our pipeline products. We cannot predict the likelihood, nature or extent

of governmental policies or regulations that may arise from future legislation or administrative
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actions in the markets in which our products are sold, 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, we may lose any regulatory approval that we
have obtained and we may not achieve or sustain profitability.

If our existing and pipeline 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. Our quality assurance and regulatory teams are involved in every aspect of our daily
operations to ensure the quality assurance of our products. For further details of our quality
control policies and system, please refer to the paragraph headed “Business — Quality
Assurance” in this prospectus. Despite our quality control policies and system, 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;
. technical or mechanical malfunctions in the manufacture process;
. human error or malfeasance by our quality control personnel;

. tempering by third parties; and/or
. quality issues with the raw materials we produce or purchase.

In addition, failure to detect quality defects in our existing and pipeline 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.

We, or parties on whom we rely may not be able to maintain or renew all the permits,
licenses and certificates required for our business, and if we fail any inspections,
examinations, audits or reviews by the relevant regulatory authorities, our reputation will
be damaged and we may be subject to fines or other penalties.

Major aspects of our operations, including product registration or filing, manufacturing,
packaging, sales and distribution, pricing, environmental protection, among other things, are
regulated by comprehensive local, regional and national regulatory regimes. For example, in
the PRC, in addition to the registration certificates, companies engaging in manufacturing of
Class III medical devices are required to obtain and maintain the medical devices production
license (E&WEAFIN/E 7 #F 1] #5) and companies engaging in the distribution and sale of Class III
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medical devices are also required to obtain and maintain the medical device operation license
(BRI AC 2 7T #5). Please refer to the paragraphs headed “Regulatory Overview — PRC
Regulatory Overview — Laws and Regulations Relating to Medical Devices Administration —
Medical Devices Production License” and “Regulatory Overview — PRC Regulatory Overview
— Laws and Regulations Relating to Medical Devices Administration — Medical Device
Operation License” in this prospectus. Such permits, licenses and certificates are subject to
periodic reviews and renewals by relevant government authorities, and the standards of such
reviews and renewals may change from time to time. There can be no assurance that authorities
will approve the application for such permits, licenses and certificates or their renewal in the
future. Failure to comply with relevant regulations or obtain or renew any permits, licenses and
certificates necessary for our operations may result in penalties, fines, governmental sanctions,
proceedings and/or suspension or revocation of our permits, licenses or certificates necessary
to conduct our business, and may also result in being ordered to suspend or cease operations
and being subject to confiscation of income derived from non-compliant activities.

In addition, the regulatory frameworks for the medical device industry in countries where
we have operations are constantly evolving, and we expect they will continue to evolve. For
example, the healthcare regulatory framework in the PRC has undergone significant changes
in recent years, in particular with respect to quality control, supply, pricing and tender process
for medical devices. We cannot predict the likelihood, nature or extent of regulatory changes
that may arise from existing or future legislation in the PRC, the United States, the European
Union, Japan and other countries or regions. Furthermore, if the interpretation or
implementation of existing laws and regulations changes or new regulations come into effect,
we may be required to obtain any additional permits, licenses or certificates. There is no
assurance that we will respond successfully and timely to such changes. Such changes may also
result in increased compliance costs or prevent our successful development, manufacture or
commercialization of products in the PRC and other countries or regions in the abovesaid
jurisdictions, which would adversely affect our business prospects, financial condition and
results of operations.

If we fail to comply with health, safety, social and environmental laws and regulations, we
may be subject to fines or penalties, or incur costs, which may adversely impact our
business.

We are subject to various health, safety, social and environmental laws and regulations,
including laws and regulations governing laboratory procedures and handling, use, storage,
treatment and disposal of hazardous materials and wastes. Failure to abide by such laws and
regulations may also lead to substantial fines, penalties or other sanctions. Our manufacturing
process may involve the use of hazardous and flammable chemical materials and special
equipment. Our operations may also produce hazardous waste. We have entered into hazardous
waste disposal agreements with third parties for the disposal of these materials and wastes. We
cannot eliminate the risk of pollution or injury caused by these materials. If we cause pollution
or injury by using harmful materials, we may assume liability for any loss arising therefrom,
and any liability may exceed our resources. We may also incur substantial costs related to civil
or criminal fines and penalties.
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In addition, the work-related injury insurance we purchased to cover the costs and
expenses incurred by our employees who may be injured by using or exposure to hazardous
materials may not provide adequate coverage against potential liabilities. We have not insured
against environmental liability or toxic infringement claims that may be made against us due
to our storage, use or disposal of biological or hazardous materials.

RISKS RELATING TO OUR BUSINESS AND OPERATIONS

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

The global medical device industry is rapidly evolving and highly competitive and
fragmented. We face competition from international competitors across most of our product
lines based on safety and functionality, the timing and scope of the regulatory approvals,
prices, sales and marketing capabilities, the availability and cost of supply, patent position and
other factors. In general, we face pricing competition from competitors globally, and
competition on product quality and brand recognition from international competitors. In
particular, some of our competitors may have, among other things, greater pricing flexibility
and more robust sales networks in our target markets, which may enable them to offer products
with similar functions but lower prices to the end users. We may not be able to successfully
compete with our competitors and cannot ensure you that we will be able to demonstrate
compelling advantages in quality, functionality, convenience and/or safety to overcome price

competition and to be commercially successful.

In addition, some of our competitors may have, among other things:

. greater financial and other resources;
. a greater variety of products;
. brands and products that are better recognized by physicians who recommend

products to patients;

. more extensive research and development and technical capabilities and human
resources;

. stronger manufacturing capabilities;

. more extensive sales networks; or

. better support in terms of technical training provided.
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We may not be able to successfully manage the growth of our overall business or
implement our business strategies.

Our business objectives and strategies as set out in this prospectus are based on our
existing plans and intentions. However, our objectives and strategies are based on prevailing
circumstances and the development trends of our industry currently known to our Directors, the
bases and assumptions that certain circumstances will or will not occur, as well as the risks and
uncertainties inherent in various stages of development. There are significant challenges and
uncertainties involved in our strategic plans, including whether (i) we will be able to complete
these plans, such as expansion of our production capacity, product portfolio and sales and
marketing capabilities, on schedule and within the anticipated budget, or at all; (ii) we will be
able to generate anticipated revenues and profits from these plans to cover our indebtedness,
costs or contingent liabilities associated with such plans; and (iii) these plans will be in line
with the market demand and national and local policies in the future. Our future prospects
should be considered in light of the risks, expenses and difficulties which may be encountered
by us in our various stages of development of business. We cannot assure you that we will be
successful in implementing our strategies or that our strategies, even if implemented, will lead
to successful achievement of our objectives. If we are not able to implement our strategies
effectively, our business prospects, financial condition and results of operations may be
adversely affected.

Our operations, business plans and financial position may be adversely affected by
various infectious diseases, such as the COVID-19 pandemic.

Our business could also be under the threat of epidemics such as the Severe Acute
Respiratory Syndrome, or SARS, the H5N1 avian flu, the human swine flu, also known as
Influenza A (HINI1), or, most recently, the outbreak of COVID-19. The World Health
Organization declared the outbreak of COVID-19 constitutes a Public Health Emergency of
International Concern on January 30, 2020, and in March 2020, amid the escalating situation,
the World Health Organization declared COVID-19 as a global pandemic.

The outbreak, which has already resulted in a high number of fatalities, is likely to have
an adverse impact on the livelihood of the people and the economy globally. Our multi-national
business operation has also been, and may continue to be, negatively affected by the outbreak.
For example, many hospitals allocated significant resources to contain COVID-19, and patients
suffering from other diseases generally avoided going to hospitals in order to prevent being
infected. As a result, many endovascular interventional procedures were delayed or cancelled,
and the demand for our products decreased. In addition, we are uncertain as to when, or
whether, the outbreak will be contained, and we also cannot predict if the impact will be
short-lived or long-lasting. If the outbreak of the coronavirus is not effectively controlled, the
negative impact on our business prospects, results of operations and financial position may be
even more material.
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Future acquisitions of businesses, products, product pipeline, technologies or know-how
could materially and adversely affect our business, financial condition and results of
operations if we fail to integrate the acquired businesses, products, technologies or
know-how into our existing operations or if we discover previously undisclosed liabilities.

As part of our business strategy, we may consider to pursue acquisitions that we believe
would benefit our business in the future. Our ability to grow through such means depends upon
our ability to identify, negotiate, complete and integrate suitable opportunities as well as to
obtain the necessary financing and required governmental or third-party consents, approvals
and permits in a timely manner. Even if we engage in such acquisitions in the future, we may
have limited experience and we may be exposed to the following risks, among others:

. difficulties in integrating any acquired businesses, technologies or personnel into
our existing business, particularly integrating different quality control procedures
and measures, business, operations, financial and risk management, and other
business functions;

. difficulties in implementing and enforcing our management and internal control
mechanisms as well as quality assurance program that timely and adequately
respond to our expanded scope of operations;

. increased operating expenses, including research and development expenses due to
an increased number of pipeline products, administrative expenses as well as selling

and distribution expenses, which result in an increased cash requirements;

. the assumption of additional indebtedness or contingents;

. the issuance of our equity securities;

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

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

initiatives in pursuing such a strategic merger or acquisition;

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

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

. 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.
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We may also discover deficiencies in internal controls, data adequacy and integrity,
product quality and regulatory compliance, and product liabilities in businesses we acquire
which we did not uncover prior to such acquisition. As a consequence, we may become subject
to penalties, lawsuits or other liabilities. Further, any difficulties in the integration of acquired
businesses, product or technologies or unexpected penalties, lawsuits or liabilities in
connection with such businesses, product or technologies could have a material adverse effect
on our business prospects, financial condition and results of operations. 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.

We have entered into collaborations, and may establish or seek collaborations or strategic
alliances or enter into joint venture arrangements or licensing arrangements in the future,
and we may not realize the benefits of such collaborations, alliances, joint venture
arrangements 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
products and any pipeline products. In October 2020, we entered into a joint venture agreement
with Products & Features International, LDA (“P&F Int’l”). Pursuant to the joint venture
agreement, P&F Int’l agreed to subscribe 50% of the equity interest in OrbusNeich P+F
Company Limited (“ON P&F”), and agreed that ON P&F and its subsidiaries are entitled to
manufacture, register and distribute certain heart valve products developed by an affiliate of
P&F Int’l in certain countries in the APAC region. For further details, please refer to the
paragraph headed “Business — Our Collaborations with P&F Int’1” in this prospectus.

We face significant competition in seeking appropriate strategic partners and the
negotiation process for the collaboration, alliances joint venture arrangements 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 pipeline
products because they may be deemed to be at too early of a development stage for
collaborative effort and third parties may not view our pipeline products 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 pipeline product, we
might relinquish some or all of the control over the future success of that pipeline product to
the third party. For any pipeline products 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 existing and pipeline products are subject to

numerous risks, which may include the following:
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collaborators have significant discretion in determining the efforts and resources
that they will apply to a collaboration;

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

collaborators could independently develop, or develop with third parties, products
that compete directly or indirectly with our existing and pipeline products;

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

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

disputes may arise between us and a collaborator that cause the delay or termination
of the research, development or commercialization of our pipeline products, or that
result in costly litigation or arbitration that diverts management attention and

resources;

collaborations may be terminated and, if terminated, may result in a need for
additional capital to pursue further development or commercialization of the
applicable pipeline products; and/or

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

There is no guarantee that we will continue to agree on management matters with our joint

venture partners due to possible conflict of interest, and any disagreement may result in a

dispute between us and the relevant joint venture partner. In the event of a deadlock at a board

meeting of such joint venture company, if we cannot resolve the disagreement in a timely

manner through the dispute resolution mechanisms provided in our joint venture agreements,

such deadlock may cause the board of directors of the relevant joint venture company to fail

to make, or delay in making, an important decision.

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
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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
pipeline product, 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 pipeline products or bring them to market and generate product sales revenue,
which would harm our business prospects, financial condition and results of operations.

Failure to pass regulatory inspections and any other disruption or suspension of
manufacturing activities may affect our business prospects and results of operations.

We manufacture, assemble and test our products at our production facilities located in
Shenzhen, the PRC and Hoevelaken, Netherlands. Our production facilities are subject to
regular inspections by the NMPA, FDA, PMDA, NB as part of the process of maintaining or
renewing the permits, licenses and certificates required for our business and operations. Such
inspections require us to comply with, among other things, GMP requirements. We cannot
guarantee that we will be able to adequately follow and document our adherence to such GMP
requirements or other regulatory requirements. When inspecting our manufacturing facilities,
the NMPA, FDA, PMDA, NB or other comparable regulatory authorities may cite GMP
deficiencies. Remediating deficiencies can be laborious, time consuming and costly. Moreover,
the NMPA, FDA, PMDA, NB or other comparable regulatory authorities will generally
re-inspect the facility to determine whether the deficiency was remediated to its satisfaction,
and may note further deficiencies during re-inspection. We may be required to delay, suspend
or cease manufacturing activities if we fail to pass these regulatory inspections, which will
affect our ability to fulfill product orders and sell our products, and in turn, have a material and
adverse effect on our business prospects, financial condition and results of operations. We may
be unable to secure temporary, alternative manufacturers for our products with the terms,

quality and costs acceptable to us, or at all.
We may also encounter problems with maintaining consistent and acceptable production

costs, experience shortages of qualified personnel and raw materials, unexpected damage to our
facilities and equipment malfunction.
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We had net current liabilities and net liabilities as of December 31, 2019 and we cannot
guarantee that we will not have net current liabilities and net liabilities in the future.

We had net current liabilities of US$70.5 million and net liabilities of US$152.3 million
as of December 31, 2019. Our net current liabilities and net liabilities position as of December
31, 2019 were primarily attributable to amount due to a related company and certain bank
borrowings to support our research and development and other operating activities. During the
year ended December 31, 2020, the current portion and non-current portion of amount due to
a related company as deemed contribution of US$88.2 million and US$99.8 million has been
capitalized as capital contribution to the Group. As a result, the Company turned into net
current asset of US$19.0 million as of December 31, 2020. However, we cannot assure you that
we would not incur net liabilities position in the future which can expose us to the risk of
shortfalls in liquidity. This in turn would require us to undertake additional equity financing,
which could result in dilution of your equity interests. Any difficulty or failure to meet our
liquidity needs as and when needed can have a material adverse effect on our prospects.

We incurred net losses in the year ended December 31, 2021.

We recorded net losses of US$4.4 million in 2021 primarily due to (i) unwinding of
interests on convertible redeemable preferred shares of US$4.9 million, (ii) share-based
compensation expenses of US$1.3 million, (iii) fair value losses and loss on derecognition of
convertible redeemable preferred shares of US$14.4 million and US$0.6 million respectively,
and (iv) listing expenses of US$4.6 million. Our results of operations fluctuated and may
continue to fluctuate from time to time, and we cannot guarantee that we will not incur losses

in the future.
We may incur impairment losses on our intangible assets and goodwill.

We recorded intangible assets of US$0.3 million, US$4.0 million, US$4.3 million and
US$4.1 million as of December 31, 2019, 2020 and 2021, and June 30, 2022, respectively,
which mainly represented capitalized development costs and customer relationship. We also
recorded goodwill of US$1.7 million as of December 31, 2020 and 2021 and June 30, 2022,
which primarily arose from our acquisition of ON AG. See “History, Development and
Corporate Structure” for details. Such goodwill recorded reflected the excess of the total
acquisition consideration in the acquired company over the total fair value of identifiable net

assets of the company we acquired.

Goodwill is tested annually for impairment, or more frequently if events or changes in
circumstances indicate that they might be impaired. Intangible assets that have a useful life are
tested for impairment whenever events or changes in circumstances indicate that the carrying
amount may not be recoverable. For details on the impairment assessment methods for our
intangible assets and goodwill, see Notes 2.7 and 2.8 to Appendix I to this prospectus. Adverse
changes in the future may result in decreases in the value of our intangible assets, which in turn
would result in an impairment loss. In addition, we make certain assumptions when assessing
the value of our intangible assets, including assumptions on their useful life. There are inherent
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uncertainties relating to these assumptions. We cannot assure you that our assumptions will
prove to be correct. Any such change in our assumptions may require us to re-valuate our
intangible assets, which may in turn result in impairment losses. Significant impairment losses
on intangible assets may have a material adverse effect on our financial condition and results
of operations and may in turn limit our ability to obtain financing in the future.

We may fail to maintain and predict inventory levels in line with demand for our
products, which could cause us to lose sales or face the risk of obsolescence for our
inventories.

Our inventories consist of raw materials, work in progress and finished goods. We
regularly monitor our inventories to reduce the risk of overstocking. We physically count all
of our raw materials, work in progress and finished goods on a regular basis to identify
products that are expired or soon-to-be expired. Our Directors confirm that our inventory
control system and policies have been effective and we did not experience any material
shortage in supply or overstock of inventories during the Track Record Period and up to the
Latest Practicable Date.

As of December 31, 2019, 2020, 2021 and June 30, 2022, we had inventories of US$26.0
million, US$30.0 million, US$29.6 million and US$27.9 million, respectively. During the
Track Record Period, we made provision for inventories amounting to US$48,000, US$16,000,
US$0.3 million and US$0.8 million for each of the years ended December 31, 2019, 2020 and
2021, and for the six months ended June 30, 2022, respectively. For the years ended December
31, 2019, 2020 and 2021, and for the six months ended June 30, 2022, our inventory turnover
days were 302 days, 337 days, 310 days and 250 days, respectively. As our business expands,
our inventory level may increase and our inventory obsolescence risk may also increase
accordingly. We cannot guarantee that we will be able to maintain proper inventory levels for
our raw materials, work in progress and finished goods. Our coronary and peripheral
interventional products generally have shelf lives ranging from approximately 1.5 to 2 years.
As of December 5, 2022, 82% of the finished goods aged over 12 months as of June 30, 2022
of US$1.6 million remained unsold and their average remaining shelf lives from December 3,
2022 were around 6 months. If these inventories are not sold within the shelf lives, we would
make provision for impairment on these inventories in the subsequent financial period and our
financial performance would be adversely affected. Inventory levels in excess of product
demand may result in inventory write-downs, expiration of products and increase in inventory
holding costs. Furthermore, any unexpected material fluctuations or irregularities in supply, or
changes in customers’ preferences may lead to decreased demand and overstocking of supplies
and increase the risk of obsolescence. Conversely, we may experience inventory shortages if
we underestimate demand for our products, which may result in unfilled orders and have a
negative impact on our relationship with distributors and hospitals.

There is no assurance that information relating to the business plans and/or sales results
of our distributors would be reported to us by our distributors accurately and/or in a timely
manner. As our ability to assess our distributors’ performance and creditworthiness is limited
and may not be on a real-time basis, it is difficult for us to gather sufficient information and
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data regarding the market acceptance of our products and predict sales trends. Therefore, we
may not be able to implement effective marketing or product strategies, and our business
prospects, financial condition and results of operations will be materially and adversely
affected.

We may face a heightened risk of inventory obsolescence arising from the prolonged
lock-downs and other restrictive measures due to COVID-19.

In order to prevent and control the outbreak of COVID-19, many countries and regions,
implement various control measures, including prolonged lock-downs and other restrictive
measures. In severe pandemic situation where the operation of hospitals in these
countries/regions were significantly affected by COVID-19, which could result in drop of the
number of PCI/PTA procedures, our sales volume may decrease significantly. In such event, if
we fail to manage our inventory levels effectively in response to prolonged lock-downs and
other restrictive measures due to COVID-19, we may be subject to a heightened risk of
inventory obsolescence, a decline in the value of inventories, and potential inventory
write-downs or write-offs, which may materially and adversely affect our results of operations
and financial condition.

We are subject to liquidity risk in our interests in a joint venture and if the joint venture
do not perform as expected or do not generate sufficient revenue in any financial period,
our financial condition or results of operations could be materially and adversely affected.

In 2020, 2021 and the first six months of 2021 and 2022, we recorded share of losses of
a joint venture of approximately US$46,000, US$0.2 million, US$149,000 and US$71,000,
respectively, which reflected our investments in ON P&F which engages in the manufacturing
and distribution of heart valve products and our share of such joint venture’s results of
operations under equity method of accounting. For further details, please refer to the paragraph
headed “Business — Our Collaborations with P&F Int’l” in this prospectus.

Our interests in the joint venture may not guarantee a share of profits, and any loss
incurred by such joint venture shall be apportioned between our Group and the other investor.
If the joint venture do not perform as expected or do not generate sufficient revenue in any
financial period, our return of interests in the joint venture, and our financial condition or
results of operations, could be materially and adversely affected. We are also subject to the risk
that the joint venture may make business, financial or management decisions with which we
do not agree, and over which we do not have control, or the management, of the joint venture
may take risks or otherwise act in a manner that does not serve our interests. In particular, the
carrying value of our investment in a joint venture may be affected by a number of factors such
as share of results, impairment, dilution, issuance of equity securities, and currency translation
differences. Any of those above may adversely affect our business and results of operations.

In addition, our interests in the joint venture are subject to liquidity risk. Our interests in
the joint venture are not as liquid as other investment products as there is no cash flow until
dividends are received even if the joint venture reported profits under the equity accounting.
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Furthermore, our ability to promptly sell one or more of our interests in the joint venture in
response to any changing economic, financial and investment conditions is limited. The market
is affected by various factors, such as general economic conditions, availability of financing,
interest rates and supply and demand, many of which are beyond our control. We cannot predict
whether we will be able to sell any of our interests in the joint venture for the price or on the
terms set by us, or whether any price or other terms offered by a prospective purchaser would
be acceptable to us. Therefore, the illiquid nature of our interests in the joint venture may
significantly limit our ability to respond to adverse changes in the performance of the joint
venture. In addition, if there is no share of results or dividends from the joint venture, we will
also be subjected to liquidity risk and our financial condition or results of operations could be
adversely affected.

We are exposed to fair value change for financial assets at fair value through profit or loss
and valuation uncertainty due to the use of unobservable inputs.

As of December 31, 2019, 2020 and 2021, and June 30, 2022, our financial assets at fair
value through profit or loss were US$1.8 million, US$2.0 million, US$2.0 million and US$20.5
million, respectively. The significant increase in our financial assets at fair value through profit
or loss from December 31, 2021 to June 30, 2022 was primarily due to the purchase of the
Commodity Linked Fixed Rate Note of US$20.0 million for the purpose of generating interest
income with minimal credit and liquidity risk, partially offset by the fair value loss thereof. Our
financial assets are measured at fair value, and the changes in their fair values are recorded
under other gains or losses in the consolidated statements of profit or loss, which will directly
affect our profit and results of operations. We recognized fair value losses on financial assets
at fair value through profit or loss of US$76,000, US$29,000 and US$1.3 million for each of
the years ended December 31, 2020 and 2021 and for the six months ended June 30, 2022,
respectively. The increase in fair value losses on financial assets at fair value through profit or
loss in the first six months of 2022 was due to the increase in fair value loss of the Commodity
Linked Fixed Rate Note of US$1.3 million. We recognized a fair value gain of US$60,000 for
the year ended December 31, 2019. We cannot assure you that we will generate fair value gain
in the future. If our investments incur a fair value loss, our results of operations and financial

condition may be adversely affected.

During the Track Record Period, the fair value of our financial assets at fair value through
profit or loss was determined by reference to unobservable inputs to the price of the underlying
investments using a valuation pricing model and is classified as a level 3 fair value
measurement. Changes in these unobservable inputs will affect the estimated fair value of our
financial assets at the end of each financial reporting period. Given the inherent uncertainty in
the fair value of financial assets at fair value through profit or loss, any significant and adverse
changes in fair value could have an adverse effect on our financial position and results of
operations. Details of our valuation techniques and sensitivity analysis of fair value to the
unobservable inputs are set forth in note 3.3 to the Accountant’s Report set out in Appendix I

to this prospectus.
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We may not be able to recruit or retain a sufficient number of qualified employees. If we
fail to globally retain and attract key personnel, our operations could be adversely
affected.

Our business and growth depend on the continuous service of our senior management, the
products under research by our research and development team and future products to be
promoted by sales and marketing team. We have signed formal employment agreements with
our employees, but these agreements do not prevent them from terminating their employment
relationship with us at any time. We have not purchased key person insurance for any of our
senior executives or other employees. The resignation of any of these personnel may hinder us
from achieving our research and development, and commercialization goals.

The turnover of our senior executives or other key employees may prevent us from
achieving our research, development and commercialization goals and severely undermine our
ability to successfully implement business strategies.

In addition, changing senior executives or key employees may be difficult and
time-consuming due to the limited number of people in our industry with extensive skills and
experiences required for successful development, regulatory approval obtainment and product
commercialization. The competition for talents from a limited talent pool is fierce. Given many
medical device companies are competing for similar type of personnel, we may not stand a
chance of hiring, training, retaining, or motivating these key personnel on acceptable terms.

Our success also depends on our ability to attract and retain qualified and skilled
technical, research and development, sales and marketing, production and other personnel. We
cannot assure you that we will be able to attract, hire and retain sufficient personnel for our
business. Our Company also cannot guarantee that any shortages in qualified and skilled
personnel will not increase our staff costs as the competition for these individuals could cause
us to offer higher compensation and other benefits in order to attract and retain them and
consequently materially and adversely affect our financial condition and results of operations.

We are also in face of competition from universities and research institutions for hiring
research and development and clinical personnel. If we are unable to continue to attract and
retain high-quality personnel, our ability to pursue growth strategies will be restricted.

To induce valuable employees to remain at our Company, in addition to salary and cash
incentives, we have provided share options 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. In addition, we rely on consultants and advisors, including scientific and clinical
advisors, to assist us in formulating our discovery, clinical trials and commercialization
strategy. 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 cannot assure you that labor disputes will not occur between us and our employees in
the future. If such incidents do occur, we may be subject to fines by relevant governmental
authorities and may incur settlement costs in order to resolve labor disputes. In addition, we
may become subject to higher labor costs in the future when recruiting new employees due to
the reputational damage caused by labor disputes. Such potential incidents could disrupt our
operations, harm our reputation and divert our management’s attention, which may have a
material and adverse effect on our business prospects, financial condition and results of
operations.

We rely on third party logistics providers for delivering our products from our production
facilities in the PRC and the Netherlands to customers throughout the world.

We rely on our third-party logistics service providers for the transportation of our
products. The services provided by these logistics service providers may be suspended and
cause interruption to the supply of our products due to unforeseen events. Delivery delays may
occur for various reasons beyond our control, including poor handling by our logistics
companies, labor disputes or strikes, acts of war or terrorism, health epidemics, earthquakes
and other natural disasters, and could lead to delayed or lost deliveries. Poor handling of our
products could also result in product contamination or damage, which may in turn lead to
product recalls, product returns or exchanges, product liability, increased costs and damage to
our reputation, thereby adversely affect our business prospects, financial condition and results
of operations.

We have relied on and expect to continue to rely on third parties to supply raw materials
to manufacture our products, and our business could be harmed if we are unable to obtain
such raw materials in sufficient quantities or at acceptable quality or prices.

Our production processes require substantial amounts of raw materials and components.
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. Significant fluctuations in raw material and component prices and
availability will have a direct and negative impact on our gross profit margins. The principal
raw materials for our products include medical grade stainless steel, polyester and nylon.

Any disruption in production or inability of our suppliers to produce adequate quantities
to meet our needs could impair our ability to manufacture products as scheduled and to operate
our business on a day-to-day basis. Moreover, we expect our demand for such raw materials
to increase as we expand our business scale and commercialize our products, and we cannot
guarantee that current suppliers have the capacity to meet our demand.

We are also exposed to the possibility of increased costs, which we may not be able to
pass on to customers, and as a result, lower our profitability. For example, the average price
of medical grade stainless steel in the PRC increased from RMB14.3 per kilogram in 2020 to
RMB14.9 per kilogram in 2021, while the average price of polyester in the PRC increased from
RMBS5 .4 per kilogram in 2020 to RMBS5.6 per kilogram in 2021. The prices of medical grade
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stainless steel, polyester, nylon or other raw materials may be affected by a number of factors,
including market supply and demand, the international environmental and regulatory
requirements, natural disasters such as fires, outbreak of epidemics or diseases and the 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 prospects,
financial condition and results of operations.

We cannot guarantee that we will be able to detect all quality issues in the supplies we
use. We also cannot assure you that these third parties will be able to maintain and renew all
licenses, permits and approvals necessary for their operations or comply with all applicable
laws and regulations. Failure to do so by them may lead to interruption in their business
operations, which in turn may result in shortage of the raw materials supplied to us. If we are
unable to do so and the quality of our products suffers as a result, we may have to delay
manufacturing and sales, recall our products, be subject to product liability claims, fail to
comply with continuing regulatory requirements and incur significant costs to rectify such
issue, which may have a material and adverse effect on our business prospects, financial
condition and results of operations.

If we become subject to litigations, legal or contract disputes, government investigations,
administrative proceedings or international economic sanctions, it may divert the
attention of the management, and incur substantial costs and liabilities.

From time to time, we may be involved in claims, disputes and legal proceedings in our
ordinary course of business. These may concern issues relating to, among others, product
liability, environmental matters, breach of contract, employment or labor disputes and
infringement of intellectual property rights. On June 3, 2021, OIBV, one of our Material
Subsidiaries incorporated in the Netherlands, accepted an out-of-court settlement agreement
offered by the Dutch Public Prosecution Service in relation to a criminal investigation
conducted by the Fiscal Intelligence and Investigation Service of the Netherlands and the
Dutch Public Prosecution Service, which relates to certain unusual transactions regarding a
suspicion of OIBV having given gifts to certain Belgian cardiologists between 2011 and 2015,
by which OIBV allegedly gained a more favorable position concerning the supply of medical
products to six hospitals in Belgium where those cardiologists worked. Please refer to section
headed “Business — Legal Compliance and Proceedings” in the prospectus for further details.
As of the Latest Practicable Date, we were not involved in any litigations and legal proceedings
that may materially affect our research and development of our pipeline products, business
prospects and results of operations. On-going or threatened litigation, legal or contractual
disputes, government investigations, administrative proceedings or international economic
sanctions 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,
government investigations, administrative proceedings or international economic sanctions
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,
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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 prospects,
financial condition and results of operations may be materially and adversely affected.

Our internal procedures and controls may fail to protect us from reckless or criminal acts
committed by our employees or agents under applicable anti-bribery and anti-corruption
laws.

We are subject to the anti-bribery laws of various jurisdictions, particularly in the PRC,
the United States, the European Union and Japan. As our business expands, the applicability
of the applicable anti-bribery laws to our operations has increased. The relevant laws generally
prohibits companies and their intermediaries from making payments to government officials
for the purpose of obtaining or retaining business or securing any other improper advantage.
In addition, some of our customers may require us to follow strict anti-bribery and anti-money
laundering policies as part of doing business with us. Our internal procedures and controls to
monitor compliance with anti-bribery law may fail to protect us from reckless or criminal acts
committed by our employees or agents. We could be liable for actions taken by our employees
or distributors that violate anti-bribery, anti-corruption and other related laws and regulations
in the PRC or other jurisdictions such as the United States, the European Union and Japan. The
government authorities may seize the products involved in any illegal or improper conduct
engaged in by our employees or distributors. As a reasonable portion of our business depends
substantially on distributors for the sale of our products, any misconduct by our distributors or
changes in the regulatory environment regarding the sale of medical devices could have a
material adverse impact on our business prospects, financial condition and results of
operations.

Our operation and business prospects may be adversely affected by natural disasters,
terrorist attacks and political unrest.

Natural disasters, acts of war or terrorism or other factors beyond our control may
adversely affect the economy, infrastructure and livelihood of the people in the regions where
we conduct our business. Our operations may be under the threat of floods, earthquakes,
sandstorms, snowstorms, fire or drought, power, water or fuel shortages, failures, malfunction
and breakdown of information management systems, unexpected maintenance or technical
problems, or are susceptible to potential wars or terrorist attacks. Serious natural disasters may
result in loss of lives, injury, destruction of assets and disruption of our business and
operations. Acts of war or terrorism may also injure our employees, cause loss of lives, disrupt

our business network and destroy our markets.
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Any of these factors and other factors beyond our control could have an adverse effect on
the overall business sentiment and environment, cause uncertainties in the regions where we
conduct business, cause our business to suffer in ways that we cannot predict and materially
and adversely impact our business prospects, financial condition and results of operations.

Our internal IT systems may fail, be subject to cyber-attacks, or have security breaches.

Despite the implementation of security measures, our internal IT systems are vulnerable
to damage from computer viruses and unauthorized access. If such an event were to occur and
cause interruption in our operations, it could result in material disruption of our development
programs and business operations.

Our information system, networks and other technologies are crucial 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 disruption of our operations, damage to our reputation or loss of revenues. In addition,
we may not have adequate insurance coverage to compensate for any losses associated with
such events.

Furthermore, external parties may attempt to penetrate our systems or those of our
vendors or deceptively induce our personnel or personnel of our vendors to disclose sensitive
information in order to gain access to our data and/or systems. The number and complexity of
these threats will continue to increase over time. If there is a serious intrusion into our or our
vendors’ information technology systems, the market’s perception of the effectiveness of our
security measures could be damaged, and our reputation and credibility could be damaged. We
may need 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 due to 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 and unfair or deceptive practices.
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We have limited insurance coverage to adequately cover all the risks and hazards
associated with our 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, such as personal accident
insurance. For details, please refer to the paragraph headed “Business — Insurance” in this
prospectus. We maintain insurance policies that are required under laws and regulations where
we have operations, as well as based on our assessment of our operational needs and industry
practice. In line with industry practice in the countries where we have operations, we have
elected not to maintain certain types of insurances, such as property damage insurance, keyman
insurance and inland transit/marine cargo insurance. Our insurance coverage may be
insufficient to cover any claim for product liability, damage to our fixed assets or employee
injuries. Losses incurred and associated liabilities may have a material adverse effect on our
results of operations if such losses or liabilities are not covered by our insurance policies.

RISKS RELATING TO MANUFACTURING AND SUPPLY OF OUR PRODUCTS

We mainly rely on our production facilities in Shenzhen and the Netherlands for
substantially all of our revenue. Damage to, destruction of or interruption of production
at our production facilities, or delays in completing our new production facilities could
adversely affect our business prospects, financial condition and results of operations, and
delay our development plans or commercialization efforts.

As of the Latest Practicable Date, we had two production facilities in the PRC and the
Netherlands. The operation of our production facilities may be substantially interrupted due to
a number of factors, many of which are outside of our control, including but not limited to
fires, floods, earthquakes, power outages, fuel shortages, mechanical breakdowns, terrorist
attacks and wars, loss of licenses, certifications and permits, changes in governmental planning
for the land underlying these facilities, and regulatory changes. Any interruption in
manufacturing operations at our production facilities could result in our inability to satisfy the
demands of our clinical trials or commercialization. We may not be able to replace the
equipment at such facilities, or use a different facility to continue production in a timely and
cost-effective manner. As a result, we may fail to fulfill contract obligations or meet market
demand for our products, and our business, revenue and profitability could be materially
adversely affected.

There can be no assurance that our existing manufacturing 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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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. 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.

The manufacture of our products is highly complex and subject to strict quality controls.
If we or any of our suppliers or logistics partners fail to maintain effective quality control
over our products, encounter manufacturing, logistics, or quality problems, or in anyway
not in compliance with all the applicable quality standards, including as a result of
natural disasters, it may adversely affect our business.

The manufacture of our products is highly complex and subject to strict quality controls.
In addition, quality is extremely important due to the serious and costly consequences of a
product failure. Despite our quality control and assurance system and procedures, we cannot
eliminate the risk of product defects or failure. Problems can arise during the manufacturing
process for a number of reasons, including facilities and equipment malfunction, failure to
follow protocols and procedures, defects or other issues in raw material, or human error. If
problems arise during the production of a batch of product, that batch of product may have to
be discarded and we may experience product shortages or incur added expenses. This could,
among other things, lead to increased costs, lost revenue, damage to customer relationships,
time and expense spent investigating the cause and, depending on the cause, similar losses with
respect to other batches or products. If problems are not discovered before the product is
released to the market, recall and product liability costs may also be incurred.

Furthermore, if contaminants are discovered in our raw materials, products 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 pipeline products 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, FDA, PMDA, NB 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, incur product liability
and other costs. Product approvals could be delayed, and our business would be adversely
affected.
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If we fail to increase our production capacity as planned, our business prospects could be
materially and adversely affected.

We may need to increase or scale up the production capacity and utilization rate to supply
our products in sufficient volumes to meet market demand. 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, we may need to employ more task personnel to enhance our
production capacity. 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.

To further scale up our production capacity, we plan to use approximately HK$198.8
million of the proceeds from this Global Offering to expand our production capacities by
constructing, renovating and purchasing machinery and equipment for the new facility to be
built on a new land parcel. New manufacturing facilities are intended to be used for
manufacturing our pipeline products upon approval. 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 and thus satisfying the
relevant product requirements, 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. In the event we fail to increase our production capacity or develop
the new manufacturing facility, 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.

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.
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RISKS RELATING TO COMMERCIALIZATION AND DISTRIBUTION OF OUR
PRODUCTS

We may be unable to effectively manage our network of distributors, and actions taken
by our distributors and violation of distribution agreements could materially adversely
affect our business prospects and reputation.

Consistent with the industry practice, we sell a substantial portion of our endovascular
interventional medical devices to distributors in overseas countries, which then sell these
devices to hospitals. As of June 30, 2022, we had approximately 207 distributors globally. The
performance of our distributors and the ability of our distributors to on-sell our products,
uphold our brand, expand their businesses and sales network are crucial to the growth of our
business and may directly affect our sales volume and profitability. Due to our dependence on
our distributors for the sale and distribution of our products, any reduction, delay or
cancellation of orders from our distributors, or our failure to renew distribution agreements,
maintain good relationships with existing distributors, or timely identify and engage additional
or replacement distributors upon the loss of one or more of our distributors, may cause material
fluctuations or declines in our revenue or the sustainability of our growth and have a material
and adverse effect on our business prospects, financial condition and results of operations. In
addition, a decline in our distributors’ performance could lead to a decline in the productivity

of our network of distributors and could have a negative impact on our results of operations.

We intend to continue engaging distributors to sell our products and pipeline products in
the foreseeable future. However, we may not be able to identify or engage a sufficient number
of distributors with an extensive sales network. If our distributors fail to expand or maintain
their sales network, or otherwise encounter any difficulties in selling our products, our sales
will decline and our business prospects and results of operations may be materially and
adversely affected.

We provide our distributors with technical support, including training in the basic
technologies of our products, participating in presentations to physicians and hospitals, and
assisting in preparing documents for contracts awarded through competitive biddings and
tenders. Our distributors face a learning process with respect to our existing and pipeline
products, particularly for those newly introduced to the market. We cannot assure you that our
distributors will be able to gain the required knowledge in order to market our products and
pipeline products effectively in a timely manner or at all.

We may have limited control over the operations and actions of our distributors and their
associated partners. We rely on the distribution agreements and the policies and measures we
have in place to manage our distributors, including their compliance with laws, rules and
regulations. Please refer to “Business — Sales, Marketing and Distribution — Selection and
Management of Distributors” in this prospectus. We cannot guarantee that we will be able to
effectively manage our distributors, or that our distributors would not breach our agreements
and policies. If our distributors take one or more of the following actions, our business
prospects, results of operations and reputation may be adversely affected:
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. breaching the distribution agreements or our policies and measures, including by
selling competing products, by selling products outside their designated territories
or to hospitals without further authorization, possibly in violation of the exclusive
distribution rights of our other distributors, or by selling products that they are not
authorized to sell;

. failing to adequately promote our products;

. failing to meet certain target sales amounts;
. failing to provide proper training and after-sales services to our end-users;
. failing to maintain the requisite licenses, permits or approvals, or failure to comply

with applicable regulatory requirements when marketing and selling our products; or

. violating anti-corruption, anti-bribery, competition or other laws and regulations.

Any disputes between us and our distributors, complaints by our distributors, violation or
alleged violation by our distributors of the distribution agreements, our policies or any
applicable laws and regulations could result in the erosion of our goodwill, a decrease in the
market value of our brand and an unfavorable public perception about the quality of our
products, resulting in a material adverse effect on our business prospects, financial condition
and results of operations.

We have distributors located in different jurisdictions. Our arrangements with those
distributors are thus subject to the respective laws and regulations of those particular
jurisdictions. Therefore, enforcement of our distribution agreements might involve
complicated legal process, including but not limited to, service of foreign business partners,
cross-border legal actions, application of foreign laws and recognition of foreign judgements,
which may result diverting the Company’s attention from our operations and also adversely
impact our business prospects, financial condition and results of operations.

Moreover, some of our distributors may engage sub-distributors to distribute our
products. We mainly rely on our distributors to manage and control their sub-distributors in
accordance with regulatory requirements, the terms of the distribution agreements we entered
into with our distributors and our policies and measures that our distributors agree to comply
with. There is no assurance that the sub-distributors will comply with the geographical
restrictions we have agreed with our distributors, distribute only to authorized hospitals or
other medical institutions, or comply with other distribution requirements under our
distribution agreements and policies. Furthermore, we cannot assure you that we will be able
to identify or correct all the sub-distributors’ practices that are detrimental to our business in
a timely manner or at all, which may adversely affect our results of operations and reputation.
As there is no contractual relationship between us and these sub-distributors, we have no direct
legal recourse against them if their activities cause harm to our business or reputation.
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We review the performance of our distributors from time to time, and seek to retain and
engage more competent distributors to maintain and expand our overall network of distributors.
We may experience challenges when developing our network of distributors, especially in
regions where we have relatively low or no presence, such as unfamiliarity with local business
and market practices and local laws and regulations, as well as fierce competition with local
or overseas competing brands. The competition for distributors is intense in our industry. We
may not be able to offer the most favorable arrangements to our distributors as compared to
competitors who may be larger and have better-funded sales and marketing campaigns.
Competitors may require their distributors to sign exclusive distribution agreements that

prohibit such distributors from selling our products.

We prevent the occurrence of channel stuffing through adopting a strict product return
policy. We generally do not accept product return or exchange except in case of any product
defect or product expiration. We cannot guarantee that such strict product return policy will be
effective in the future at the same level as in the Track Record Period. The failure in avoiding
the occurrence of channel stuffing may result in reduction of the number of distributors and
hence adversely affecting our financial condition and results of operation.

The growth and success of our business depends on the performance of us and our
distributors in public tender processes.

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

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

The commercial success of our current and future products depends upon the degree of
market acceptance they achieve, particularly among physicians and hospitals. Physicians and
patients may prefer other treatments to vascular diseases. If our products or pipeline products
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. In addition, physicians,
patients and third-party payors may prefer other novel products to ours. If our products and
pipeline products 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 pipeline products, if approved for commercial sale, will depend
on a number of factors, including:

. the usage for which our products and pipeline products are approved;

. physicians and hospitals considering our products and pipeline products (upon
commercialization) as a safe and effective treatment;

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

. the prevalence and severity of any side effects, adverse effects or complications;

. product labeling or product insert requirements of regulatory authorities;

. limitations or warnings contained in the labeling approved by regulatory authorities;

. the timing of market introduction of our existing products and pipeline products

(upon commercialization) as well as competitive products;

. the cost in relation to alternative treatments;

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

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

. the effectiveness of our sales and marketing efforts.

Physicians face a learning process to become proficient in the use of some of our existing
and pipeline products, which may take longer than expected and therefore affect our ability to

sell our products. Encouraging physicians to dedicate the time and energy necessary for
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adequate training remains challenging, and we may not be successful in these efforts. If
physicians are not properly trained, they may misuse or ineffectively use our products. This
may also result in unsatisfactory patient outcomes, patient injury, negative publicity or lawsuits
against us, any of which could have a significant adverse effect on our reputation, business
prospects, financial condition and results of operations. Following completion of training, we
also rely on trained physicians to advocate the benefits of our products in the marketplace. If
we do not receive support from such physicians, other physicians and hospitals may not use our
products, and our results of operations may be adversely affected. If we are unable to attract
a sufficient number of qualified sales personnel to support our hospital penetration strategy,
sales volumes or margin of our future products may be adversely affected and we may be
unable to extend our hospital coverage and deepen our market penetration as contemplated.

We may be unable to maintain long-term relationships with our customers.

In 2019, 2020, 2021 and for the six months ended June 30, 2022, sales to our largest
distributor customer in each year/period of the Track Record Period amounted to US$8.3
million, US$6.2 million, US$7.2 million and US$7.0 million, respectively, accounting for
8.6%, 7.0%, 6.2% and 10.2% of our total revenue for the same periods, respectively. In 2019,
2020, 2021 and for the six months ended June 30, 2022, sales to our largest direct customer
in each year/period of the Track Record Period amounted to US$3.0 million, US$2.0 million,
US$2.2 million and US$1.0 million, respectively, representing 3.1%, 2.3%, 1.9% and 1.5% of
our total revenue for the same periods, respectively. Please refer to the paragraph headed
“Business — Our Customers” in this prospectus. We have built amicable and long-term business
relationships with most of our customers, with no less than 50% of our top five customers
during the Track Record Period having over 12 years of business relationship with us.
However, there is no assurance that we will be able to maintain strong relationships with these
customers, or that these customers will continue to work with us or renew their sales contracts
with us on similar or commercially reasonable terms in the future. Moreover, we cannot
guarantee that our major customers will not have a change in business scope or business model,
will not cease to operate, will operate in compliance with applicable laws, will be able to
maintain their sales network and appropriate licenses and approvals for their operations or will
not experience operational or financial difficulties. Any material adverse change to the
business prospects, results of operations and financial condition of these customers may have
a significant adverse impact on us, and if we are unable to find new customers on comparable
commercial terms within a reasonable period of time, our business prospects, financial
condition and results of operations may be adversely affected.
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Our products may be subject to decreasing pricing trends and reduced margins. If we are
unable to successfully replace the products subject to those trends with newer, more
profitable products, our business prospects, financial condition and results of operations
could suffer.

We may experience reduced pricing power and gross profit margin erosion from our
existing products generally as their sales decrease in a given mature market, while
manufacturing and material costs may remain constant or increase. For example, according to
CIC Report, the average retail price of each of same model of standard PCI balloons, same
model of standard PTA balloons and same model of drug eluting stents is generally expected
to decrease over time at approximately 2% per annum after its commercialization and product
launch. The growing pricing pressure may arise in the future due to procurement policies from
government authorities and/or increased competition. Our profitability depends on our ability
to successfully launch new products, enter new markets, control costs during the manufacturing
process by increasing the efficiency of our manufacturing processes and increasing production
yields. If we are unable to successfully design, develop, manufacture and market new products,
which typically generate higher gross profit margins, or if we fail to effectively increase the
efficiency of our manufacturing processes or control manufacturing costs, our business,
financial condition and results of operations could be harmed.

Our sales depend to a certain extent on the level of insurance reimbursement patients
receive for treatments using our products.

Our ability to sell our products depends to a certain extent on the availability of
governmental and private health insurance in the countries where we have operations. We have
pursued, and plan to actively pursue reimbursement opportunities globally. However, we
cannot be sure that reimbursement will be available for our products and, if reimbursement is
available, what the level of reimbursement will be. Reimbursement may impact the demand for,
or the price of, any product for which we obtain regulatory approval. Obtaining reimbursement
for our products may be particularly difficult because of the higher prices often associated with
newly introduced technology or medical devices. 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
prospects, financial condition and results of operations. 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.
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RISKS RELATING TO DOING BUSINESS IN COUNTRIES WHERE WE HAVE
OPERATIONS

Economic, political, social conditions as well as government policies in jurisdictions where
we have operations, and the relationships between countries where we have operations,
could adversely affect our business prospects, financial condition and results of
operations.

During the Track Record Period, we had significant operations in the PRC, Japan, EMEA,
the U.S. and the APAC region. Our business is therefore subject to constantly changing
international economic, social and political conditions, and local conditions in these countries
and regions.

The political relationships between these countries and regions may affect the prospects
of our relationship with third parties, such as customers, suppliers, and global partners. It is
notable that the United States government has made significant changes in its trade policy and
has taken certain actions that may materially impact international trade, such as announcing
import tariffs which have led to other countries, including the PRC and members of the
European Union, imposing tariffs against the United States in response. These trade wars may
escalate going forward and may result in certain types of goods, such as advanced research and
development equipment and materials, becoming significantly more expensive to procure from
overseas suppliers or even becoming illegal to export. 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 the PRC and the relevant foreign countries or regions. Any tensions, political
concerns, and trade frictions between countries where we have operations may cause a decline
in the demand for our products and adversely affect our business prospects, financial condition,
results of operations and cash flows.

International expansion may be costly, time consuming and difficult.

We will seek product registration in overseas markets, such as countries in the Latin
America. However, we may expose us to risks and uncertainties, including the risks related to:

. A plenty of time may be spent in obtaining registration and approval to sell our
products in other countries (especially in developed countries);

. Some emerging markets where we are building our brand awareness may lack the

necessary resources;

. Commercializing products in new markets with limited operating experience and no
sales and marketing foundation;
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. Some physicians in the new markets may lack the knowledge about our products in
performing interventional procedures, and therefore we may need to provide product
training to improve their awareness and recognition of our products and related
procedures;

. Distributing, commercializing, and marketing our products through overseas
partners or distributors;

. Product liability lawsuits arising from marketing and sales of products in overseas
markets and regulatory review and processing costs incurred by such procedures,
and our ability to obtain insurance to fully protect us from any liability arising

therefrom;

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

. Economic weakness and inflation;

. Difficulties in effectively enforcing contract provisions in local jurisdictions;

. Compliance with taxation, employment, immigration, and labor laws for employees

traveling abroad;

. The impact of applicable foreign tax structures and potential adverse tax

consequences;

. Currency fluctuations that may lead to operating expense increase and revenue

decrease;

. Workforce uncertainties and labor unrest; and

. Business interruption caused by geopolitical actions (including war and terrorism),
sanctions or natural disasters (including earthquakes, volcanoes, typhoons, floods,

hurricanes, and fires).

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

We have business operations in different jurisdictions globally. For example, we have
distribution networks in over 70 countries and regions, and we have relied on our
manufacturing facilities located in the PRC and the Netherlands to produce most of our
products. Our operations in the different jurisdictions are therefore governed by the relevant

laws and regulations.
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For example, the PRC legal system and the German legal system are civil law systems
based on written statutes and prior court decisions have limited precedential value.
Additionally, some laws and regulations are constantly changing and some laws and
regulations are often principle-oriented which may require detailed interpretations by the
enforcement bodies to apply and enforce and thus may cause the uncertainties in the course of
the interpretation and enforcement. For example, 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.

Fluctuations in exchange rates of foreign currencies could result in foreign currency
exchange losses, and adversely affect our business prospects, results of operations and
financial condition.

We have significant operations in the Mainland China, Hong Kong, Japan, Europe, the
U.S. and several other jurisdictions, and our cash and cash equivalents are denominated in
various foreign currencies while we report revenues, costs and earnings in U.S. dollars. Thus,
we are subject to foreign exchange fluctuations and are exposed to foreign currency risk.

The exchange rate of the Renminbi, Euro, Japanese Yen against the U.S. dollar fluctuates
and is affected by, among other things, the policies of the government in the PRC, Europe,
Japan and the United States, and changes in international political and economic conditions, as
well as supply and demand in the local market. It is difficult to predict how market forces or
government policies may influence the exchange rates. In addition, the People’s Bank of China
regularly intervenes in the foreign exchange market to limit fluctuations in Renminbi exchange
rates and achieve policy goals. The fluctuations in currency exchange rates could result in a
significant appreciation of Renminbi against the U.S. dollar, the Hong Kong dollar or other
foreign currencies, thereby adversely affect our business prospects, results of operations and
financial condition.

Our global transfer pricing model may subject to challenges raised by tax authorities in
different jurisdictions.

Our Company’s tax position may be subject to review and possible challenge by the
relevant government authorities and any possible change or challenge in laws. If our tax
position is subject to review and possible challenge by the Hong Kong, the Mainland China,
the Netherlands, Japan and/or other tax authorities or there is a change in the tax policy and
relevant tax laws in Hong Kong, the Mainland China, the Netherlands, Japan and/or other
jurisdictions, it may adversely affect our Company’s financial position and results of
operations. In preparing our Company’s financial information, our Directors have reviewed and
assessed our Company’s transfer pricing risk as it is possible that the tax authorities may
challenge our Company’s transfer pricing arrangements. Yet, there can be no assurance that our
Company will not be found to be operating in breach of the relevant transfer pricing laws and
regulations, or that such laws will not be modified, which, as a result, may require changes to
our Company’s transfer pricing arrangements. Any determination of income reallocations or
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modifications of the relevant transfer pricing laws and regulations could result in an income tax
assessment and other relevant charges on the portion of income deemed to be derived from the
taxing jurisdiction that so reallocates the income or modifies its relevant transfer pricing-
related laws.

The discontinuation of the preferential tax treatment currently available to us could
adversely affect our results of operations and financial condition.

According to the PRC Enterprise Income Tax Law (H#E A RIEAE A 2E P15 FL1E) and its
implementation rules, foreign-invested and domestic enterprises are subject to a unified
enterprise income tax rate of 25% and a high and new technology enterprise is entitled to a
reduced enterprise income tax rate of 15%.

Our PRC subsidiary, ONM Shenzhen, was recognized as a high and new technology
enterprise in 2017 and 2020, respectively, and has been entitled to the reduced enterprise
income tax rate of 15% during the Track Record Period. The current high and new technology
certificate of ONM Shenzhen was issued on December 11, 2020 with the validity of three years
therefrom. To renew the high and new technology enterprise certificate, ONM Shenzhen is
required to remain or meet various criteria, including among others, a certain level of research
and development spending and a certain number of the research and development employees,

which are subject to the review and approval of the relevant authorities.

There can be no assurance that ONM Shenzhen will be able to meet such requirements
and will successfully renew the high and new technology enterprise certificate or continue to
enjoy the preferential tax treatment for high and new technology enterprises in the future. In
the event that ONM Shenzhen fails to renew the high and new technology certificate or the
PRC government changes its tax policy of supporting high and new technology enterprises, we
may be subject to a higher enterprise income tax rate (i.e. 25%) in the PRC and our results of
operations and financial condition may be adversely affected.

Save as disclosed above, ONM Shenzhen enjoyed other preferential tax treatments in the
PRC, such as pre-tax additional deductions for research and development expenses. Pursuant
to the Notice on Increasing the Percentage of Pre-tax Additional Deduction of Research and
Development Expenses (B2 4 =i 0/ 7t BA 48 2 FBL AT N EH10ER LB 78 1) promulgated by the
Ministry of Finance, the State Administration of Taxation and the Ministry of Science and
Technology of the PRC, with respect to the research and development expenses that are
actually incurred in the research and development activities of an enterprise, an extra 75% of
the actual amount of expenses is deductible before tax, in addition to the deduction of actual
expenses as prescribed by laws, during the period from January 1, 2018, to December 31, 2020,
provided that the said expenses are not converted into the intangible asset and balanced into
the enterprise’s current gains and losses. The said preferential tax treatment policy was
extended to December 31, 2023 according to Announcement of the Ministry of Finance and the
State Taxation Administration on Extending the Implementation Period of Certain Preferential
Tax Policies (FABUHE ~ Bl 1548 5 B I 4L 2 58 40 Bl 48 BN BOR AT IBR 1Y 2 25). The percentage

of pre-tax additional deduction for research and development expenses of manufacturing
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enterprises has been increased to 100% since January 1, 2021, according to the Announcement
on Further Improving the Policies Regarding Pre-tax Additional Deduction of Research and
Development Expenses (B H#E—2 58 & wEE 2 FBLRTNFTHFIFRBOK A 45) promulgated by
the Ministry of Finance and the State Administration of Taxation on March 31, 2021. ONM
Shenzhen was entitled to enjoy an extra 75%, 75%, 100%, 100% and 100% of pre-tax
deduction for its eligible research and development expenses for the purpose of enterprise
income tax for the years ended December 31, 2019, 2020 and 2021 and for the six months
ended June 30, 2021 and 2022, respectively. However, there is no guarantee such preferential
tax treatment will continue to be valid in the future. If the relevant preferential tax treatment
policies are cancelled or we are not entitled to enjoy the relevant preferential tax treatments,
our financial condition may be adversely affected.

Shortages in the availability of foreign currency may limit the ability of us to utilize our
revenues effectively to pay dividends or perform other obligations.

Shortages in the availability of foreign currency may restrict our ability to remit sufficient
foreign currency to pay dividends to our Shareholders or satisfy our foreign currency demands
for other purposes.

Under the current PRC foreign exchange regulations, international payments of current
account items, such as profit distribution, interest payments and trade and service-related
foreign exchange transactions, can be made in foreign currencies without prior approval from
SAFE by complying with certain procedural requirements. However, approval from or
registration with SAFE or its designated banks is required where RMB is to be converted into
foreign currency and remitted out of the PRC under capital account items such as repayment
of offshore loans or outbound investment. There is no assurance whether the PRC government
will at its discretion restrict access to foreign currencies for current account items or capital
account items. If the foreign exchange control policies prevent us from purchasing sufficient
foreign currencies and remitting outside the PRC, it may limit our ability to utilize revenue
generated in RMB to fund our business activities outside the PRC or to pay dividends in

foreign currencies to holders of our Shares.

You may experience difficulties in effecting service of legal process and enforcing
judgments or bringing original actions in the Mainland China or Hong Kong based on
foreign laws against us and our Directors and management.

Most of our executive Directors and senior management reside in Hong Kong and a
considerable portion of our assets are located in the PRC. Therefore, it may not be possible to
effect service of process within or elsewhere outside of Hong Kong and the Mainland China
upon us or our Directors or senior management. Moreover, the PRC government has not
entered into treaties for the reciprocal recognition and enforcement of court judgments with
Japan, the United Kingdom, the United States and many other countries, and Hong Kong has
no arrangement for the reciprocal enforcement of judgments with the United States. As a result,
recognition and enforcement in Hong Kong or the Mainland China of a court judgment
obtained in other jurisdictions may be difficult or impossible.
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On July 14, 2006, the Supreme People’s Court of the PRC and the Hong Kong
government signed the Arrangement on Reciprocal Recognition and Enforcement of Judgments
in Civil and Commercial Matters by the Courts of the Mainland and of the Hong Kong Special
Administrative Region Pursuant to Choice of Court Agreements between Parties Concerned
( e N RV 5 BT PR b B s R ol 47 BB [ 325 e A B R P AR T8 S AT s i R S 5
FEHIPe 2 HE) ) (the “Arrangement”). Pursuant to the Arrangement, a party with a final court
judgment rendered by a Hong Kong court requiring payment of money in a civil and
commercial case according to a choice of court agreement in writing may apply for recognition
and enforcement of the judgment in the Mainland China. Similarly, a party with a final
judgment rendered by a PRC court requiring payment of money in a civil and commercial case
pursuant to a choice of court agreement in writing may apply for recognition and enforcement
of such judgment in Hong Kong. A choice of court agreement in writing is defined as any
agreement in writing entered into between parties after the effective date of the Arrangement
in which a Hong Kong or PRC court is expressly designated as the court having sole
jurisdiction for the dispute. Therefore, it may not be possible to enforce a judgment rendered
by a Hong Kong court in the Mainland China if the parties in the dispute do not agree 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.

We could be adversely affected as a result of any sales we make to certain countries that
are, or become subject to, sanctions administered by the United States, the European
Union, the United Nations, Australia and other relevant sanctions authorities.

The United States and other jurisdictions or organizations, including the European Union,
the United Nations and Australia, have, through executive order, passing of legislation or other
governmental means, implemented measures that impose economic sanctions against such
countries or against targeted industry sectors, groups of companies or persons, and/or

organizations within such countries.

During the Track Record Period, our Group sold balloon catheters and medical stents to
distributors located in the Relevant Regions. In 2019, 2020, 2021 and for the six months ended
June 30, 2022, our revenue generated from such transactions related to the Relevant Regions
was US$6.5 million, US$5.5 million, US$6.3 million and US$1.5 million respectively,
representing 6.9%, 6.2%, 5.4% and 2.2% of our total revenue for the same periods,
respectively. These sales included sales to distributors located in Iran and the Syria Arab
Republic as well as sales to distributors located in Russian Federation, Belarus and Ukraine.
Sales to Iran and Syria in 2019, 2020, 2021 and for the six months ended June 30, 2022 was
US$1.1 million, US$1.4 million, US$2.9 million and US$0.6 million, respectively,
representing 1.1%, 1.6%, 2.5% and 0.9% of our Group’s total revenue for the same periods,
respectively. Syria and Iran are subject to general and comprehensive embargoes under
sanctions imposed by OFAC. In addition, our aggregated sales to Russian Federation, Belarus
and Ukraine in 2019, 2020, 2021 and for the six months ended June 30, 2022 was US$3.1
million, US$2.7 million, US$1.9 million and US$0.3 million, respectively, representing 3.2%,
3.1%, 1.6% and 0.4% of our Group’s total revenue for the same periods, respectively.
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As advised by our International Sanctions Legal Advisors, our Group’s transactions
related to Iran and Syria did not violate U.S. sanctions (or sanctions laws of other Relevant
Jurisdictions). This is due to a combination of factors, namely that (1) none of the U.S. Group
entities or any U.S. Persons employed by or acting on behalf of our Group were involved in
business dealings with Iran or Syria; (2) the payments for sales to Iran were not made in U.S.
dollars, and did not involve the U.S. financial system; and (3) while payments for the export
to Syria were carried out using U.S. dollars, this does not raise an issue in relation to the sales
of medical devices to Syria in light of the General Licence which allows for the exportation
of services (including clearing of USD payments) incidental to sales of non-U.S. origin
medical devices which would be designated as EAR99 under the EAR, if they were subject to
the EAR. Further, our Group has made sales to distributors in the Russian Federation, Ukraine
(but not the Crimea region, and since February 21, 2022 the regions of Donetsk and Luhansk
of Ukraine), Egypt, Lebanon, Myanmar, Belarus, Serbia and Tunisia. These countries were
subject to certain limited sanctions during the Track Record Period and up to the Latest
Practicable Date (including the sanctions newly imposed in relation to Russia and Belarus as
a result of the recent Russo-Ukrainian conflict). As advised by International Sanctions Legal
Advisors, our Group’s transactions related to these countries also did not violate U.S. sanctions
(or sanctions laws of other Relevant Jurisdictions). Consequently, based on the above we are
advised by International Sanctions Legal Advisors that our Group did not engage in any
Primary Sanctioned Activity during the Track Record Period and up to the Latest Practicable
Date that violate applicable sanctions law or regulation.

None of our contracting parties located in the Relevant Regions are specifically identified
on the Specially Designated Nationals and Blocked Persons List or the Sectoral Sanctions
Identifications List maintained by OFAC or other restricted parties lists, including those
maintained by the European Union, the United Nations, the United Kingdom, and Australia. In
the absence of any information to the contrary, we have no reasonable grounds to believe that
any of the owners, controllers or directors of the contracting parties are on such lists either.
Further, our sales do not involve industries or sectors that are currently subject to specific
sanctions imposed by the United States, the European Union, the United Nations, the United
Kingdom, and Australia. Consequently, we are advised by International Sanctions Legal
Advisors that our secondary sanctions exposure is low.

As of the Latest Practicable Date, our Directors confirmed that we had not been notified
that any International Sanctions penalties would be imposed on us for our historical sales to the
Relevant Regions. We have no intention to undertake and will not conduct any future business
with persons on the SDN Lists, although we will continue to have the dealings that present low
sanctions risks as described and explained above, including sales to Iran and Syria through
distributors located in those countries. In addition, we have implemented and will implement
enhanced internal control and risk management measures which we believe enable us to
monitor and evaluate our business to address economic sanctions risks. Please refer to the
paragraph headed “Business — Internal Control over Business Operations — Internal Control.”
in this prospectus. Given the scope of the Global Offering and the expected use of proceeds as
set out in this prospectus, our International Sanctions Legal Advisors are of the view that the
involvement by parties in the Global Offering will not implicate any applicable International
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Sanctions on such parties, including our Company and our subsidiaries, the respective
Directors and employees of our Company and our subsidiaries, our Company’s or our
subsidiaries’ investors, shareholders as well as the Stock Exchange and group companies, or
any person involved in the Global Offering and accordingly, the sanction risk exposure to our
Company, its investors and shareholders, and persons who might, directly or indirectly, be
involved in permitting the listing, trading and clearing of our Shares (including the Stock
Exchange and related group companies) is low.

We cannot predict the interpretation or implementation of the International Sanctions with
respect to any past activities by us. If any government agencies or organizations were to
determine that we were deemed to be engaged in prohibited or sanctionable activities targeted
by the International Sanctions, we could be subject to certain sanctions or penalties and our
reputation and future business prospects could be adversely affected. In addition, sanctions
laws and regulations are constantly evolving and new requirements or restrictions could come
into effect which might increase the scrutiny on our business or result in one or more of our
business activities being deemed to have violated sanctions or being sanctionable. We cannot
entirely exclude the risk of any changes in sanctions laws and regulations resulting in our
Group having greater exposure to International Sanctions penalties in connection with future
sales to the Relevant Regions. Our internal control and risk management measures may not be
able to react timely or comprehensively to such changes. There is no assurance that our
activities in any particular country or region will be in compliance with evolving applicable
rules and regulations or that they will not result in negative media attention or reputational
damage.

RISKS RELATING TO OUR FINANCIAL POSITION

Our business requires certain amount of capital to finance our ongoing operations and
expansion. Failure to manage our liquidity and cash flows or inability to obtain additional
financing or refinancing of our banking facilities may adversely affect our business
prospects, financial condition and results of operations.

Our operations require significant capital investment. Historically, we had financed our
business activities primarily through cash generated from our operations. If our current sources
are insufficient to satisfy our cash requirements, we may seek additional debt or equity
financing or obtain a credit facility. The issuance of additional equity securities or convertible
debt securities could result in dilution to our Shareholders. The incurrence of indebtedness
could result in increased debt service obligations, increased finance costs and operating and
financing covenants that would restrict our operations and liquidity and negatively impact our
financial performance.
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Our ability to obtain additional capital on acceptable terms is subject to, among other
things, investors’ perception of and demand for our securities, our financial performance and
gearing ratio, and the economic, market, political and regulatory conditions in the countries
where we have operations. Any failure by us to raise additional funds that are necessary for our
operations on terms favorable to us could have a material adverse effect on our liquidity and
financial condition.

Furthermore, if we raise additional funds through debt financing, we may be subject to
covenants or other restrictions. We may also not be able to secure sufficient debt financing
and/or refinancing to fund our required capital expenditures or support our future investment
strategies or operations on acceptable terms or at all. If we are unable to secure such funding,
we may have to reduce our planned capital expenditures and delay or abandon our expansion

plans.
Our historical operating results may not be representative of future performances.

Our revenue decreased from US$96.3 million in 2019 to US$88.5 million in 2020, and
increased to US$116.5 million in 2021. Our revenue increased from US$57.3 million for the
six months ended June 30, 2021 to US$68.9 million for the six months ended June 30, 2022.
Our gross profit decreased from US$65.4 million in 2019 to US$58.0 million in 2020, and
increased to US$81.2 million in 2021, and our gross profit margin decreased from 67.9% in
2019 to 65.6% in 2020 and increased to 69.7% in 2021. Our gross profit increased from
US$40.5 million for the six months ended June 30, 2021 to US$47.7 million for the six months
ended June 30, 2022, while our gross profit margin decreased from 70.7% for the six months
ended June 30, 2021 to 69.3% for the six months ended June 30, 2022. Our adjusted profit
(non-HKFRS measure) increased from US$7.0 million in 2019 to US$7.1 million in 2020 and
further increased to US$21.4 million in 2021. Our adjusted net profit margin (non-HKFRS
measure) increased from 7.2% in 2019 to 8.0% in 2020 and further increased to 18.3% in 2021.
Our adjusted profit for the period (non-HKFRS measure) increased by 11.8% from US$11.0
million for the six months ended June 30, 2021 to US$12.3 million for the six months ended
June 30, 2022, and our adjusted net profit margin (non-HKFRS measure) decreased from
19.2% for the six months ended June 30, 2021 to 17.9% for the six months ended June 30,
2022. We cannot assure you that our historical operating results, such as our revenue,
gross profit, net profit, gross profit margin and net profit margin, will be indicative of future
performance for various reasons, including uncertainties of the success of our existing and new
products, and in the market and the regulatory environment, as well as our ability to expand
production capacity and improve manufacturing capabilities as planned, and manage our sales
network and intensified competition in the global endovascular interventional instrument
market worldwide. Investors should not rely on our historical results as an indication of our
future financial or operating performance.
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We have historically received government grants and subsidies for our research and
development activities and we may not receive such grants or subsidies in the future.

We have historically received government grants in the form of subsidies received from
local government intended to support our research and development activities and business
operations. For the years ended December 31, 2019, 2020 and 2021 and for the six months
ended June 30, 2022, we recognized government grants under other net income of US$I1.1
million, US$2.3 million, US$1.2 million and US$0.3 million, respectively. For details, please
refer to the paragraph headed “Financial Information — Description of Consolidated Statements
of Profit or Loss — Other Income” in this prospectus. Our eligibility for government grants is
dependent on a variety of factors, including the assessment of our improvement on existing
technologies, relevant government policies, the availability of funding at different granting
authorities and the research and development progress made by other peer companies. In
addition, the policies according to which we historically received government grants may be
halted by the relevant government entities at their sole discretion. There is no assurance that
we will continue to receive such government grants or receive similar level of government
grants, or at all, in the future.

We might experience delays in collecting trade receivables, which could adversely affect
our cash flow.

Our cash flow and profitability would be affected by the timely settlement of payments
by our customers. We sell our products to distributors in different jurisdictions such as the
PRC, the United States, EMEA and Japan. We generally grant our distributors a credit term of
30 days to 180 days, and we typically only grant longer credit terms to major distributors on
a case-by-case basis based on our assessment. As of December 31, 2019, 2020 and 2021 and
June 30, 2022, we had trade receivables of US$32.6 million, US$26.3 million, US$26.8 million
and US$29.7 million, respectively. For the years ended December 31, 2019, 2020 and 2021 and
for the six months ended June 30, 2022, our trade receivable turnover days were 129 days, 132
days, 89 days and 78 days, respectively. Our sales and marketing employees monitor and
manage our distributors and are responsible for collecting amounts due from distributors. We
cannot assure you that our distributors could settle trade receivables in a timely manner, or at
all, or that we can properly assess and respond in a timely manner to changes in their credit
profile and financial condition. Adverse changes in their financial condition may
negatively affect the length of time that it will take us to collect associated trade receivables
or impact the likelihood of ultimate collection, which would in turn have an adverse and
material effect on our business prospects, financial condition and results of operations. 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. Therefore, we may be exposed to credit risk in
relation to our customers. Moreover, as we continue to grow our business, the amount of trade
receivables we record may increase, which may have a negative impact on our cash flow.
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Share-based compensation expenses may cause shareholding dilution to our existing
Shareholders and affect our financial performance.

We have adopted the Pre-IPO Share Option Scheme and the Post-IPO Share Option
Scheme, the principal terms of which are summarized in the paragraph headed “D. Share
Incentive Schemes” in Appendix IV to this prospectus. For 2019, 2020, 2021 and for the six
months ended June 30, 2021 and 2022, we incurred share-based compensation expenses of nil,
nil, US$1.3 million, US$0.7 million and US$0.4 million, respectively. Issuance of additional
Shares with respect to such share-based compensation may dilute the shareholding percentage
of our existing Shareholders. Expenses with respect to such share-based compensation may
also increase our operating expenses and therefore may affect our financial performance.

RISKS RELATING TO OUR INTELLECTUAL PROPERTY RIGHTS

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

Patents may be invalidated and patent applications may not be granted for a number of
reasons, including known or unknown prior deficiencies in the patent application or the lack
of novelty of the underlying invention or technology. We may also fail to identify patentable
aspects of our research and development output in time to obtain patent protection. In addition,
publications of discoveries in the scientific literature often lag behind the actual discoveries.
For instance, in some jurisdictions, patent applications for inventions are typically not
published until 18 months after filing, or in some cases, not at all. For example, under the
Patent Law of the PRC ( 3 A\ RILFIFHA%) ) promulgated by the Standing Committee
of the National People’s Congress, as amended, patent applications for inventions are generally
maintained in confidence until their publication at the end of 18 months from the filing date.
The publication of discoveries in the scientific or patent literature frequently occurs

substantially later than the date on which the underlying discoveries were made and the date
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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 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. In addition, under the Patent Law of the PRC ( {3 N RILFIEHFIL) ), any
organization or individual that applies for a patent in a foreign country for an invention or
utility model accomplished in the PRC is required to report to the China National Intellectual
Property Administration (CNIPA), for confidentiality examination. Otherwise, if an application
is later filed in the PRC, the patent right will not be granted.

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

our patent rights are highly uncertain.

The issuance of a patent is not conclusive as to its inventorship, scope, validity or
enforceability, and our patents may be challenged in the courts or patent offices in the PRC,
the United States and other jurisdictions such as the European Union and Japan. We may be
subject to a third-party pre-issuance submission of prior art to the CNIPA, the United States
Patent and Trademark Office (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
pipeline products and compete directly with us without payment to us, or result in our inability

to manufacture or commercialize existing and pipeline products without infringing,
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misappropriating or otherwise violating third-party patent rights. Moreover, we may have to
participate in interference proceedings declared by the CNIPA, the USPTO or other related
intellectual property offices to determine priority of invention or in post-grant challenge
proceedings, such as oppositions in a foreign patent office, that challenge the priority of our
invention or other features of patentability of our patents and patent applications. Such
challenges may result in loss of patent rights, loss of exclusivity, or 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 pipeline products. 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 pipeline products 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 existing products and
approved pipeline products 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 existing and pipeline products are expected to expire on various dates. Please refer to the
paragraph headed “Business — Intellectual Property Rights” in this prospectus. Upon the
expiration of our issued patents or patents that may issue from our pending patent applications,
we will not be able to assert such patent rights against potential competitors and our business
prospects and results of operations may be adversely affected.

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

- 108 —



RISK FACTORS

If our patents, trademarks, copyrights and trade names and other proprietary rights are
not adequately protected, we may not be able to build name recognition in our markets
of interest and our business may be adversely affected.

As of the Latest Practicable Date, we have patents granted in various jurisdictions,
including the Mainland China, the European Union, the U.S. and Japan, and have published
patent applications in various jurisdictions, including the Mainland China, Hong Kong, the EU,
the U.S. and Japan, which we believe are material to our business. As of the Latest Practicable
Date, we also own a number of registered trademarks for our brand name “OrbusNeich”,
“ORBUSNEICH”, “Z3” or “M/2E” in various jurisdictions, including the Mainland China,
Hong Kong, the European Union, the U.S., and Japan. Please refer to the paragraph headed “B.
Further Information about the Business of the Company — 2. Our Material Intellectual Property
Rights” in Appendix IV to this prospectus. Our products are offered to the market under various
brands, such as “COMBO”, “Jade”, “Sapphire”, “Scoreflex” and “Teleport”. Our registered
trademarks or trade names may be challenged, infringed, circumvented or declared generic or
determined to be infringing on other marks. We may not be able to protect our rights to these
trademarks and trade names, which we need to build name recognition among potential
partners or customers in our markets of interest.

During the Track Record Period, some of our distributors used our trademarks and brand
name when conducting sales and marketing activities on our behalf or promoting our products.
We may not be able to prevent unauthorized use of our trademarks and trade names by
distributors, which may harm our brand and reputation. At times, competitors may adopt trade
names or trademarks similar to ours, thereby impeding our ability to build brand identity and
possibly leading to market confusion. In addition, there could be potential trade name or
trademark infringement claims brought by owners of other registered trademarks or trademarks
that incorporate variations of our registered or unregistered trademarks or trade names.

Over the long term, if we are unable to establish name recognition based on our
trademarks and trade names, then we may not be able to compete effectively and our business
may be adversely affected. Moreover, we cannot assure you that our trademarks will not be
imitated, or there will be no counterfeits sold to our customers under our trademarks. End users
may suffer from safety incidents caused by counterfeit products, which may subject us to costly
investigations and counterfeit crack downs, and materially and adversely affect our business
and reputation. Our efforts to enforce or protect our proprietary rights related to trademarks,
trade secrets, domain names, copyrights or other intellectual property may be ineffective and
could result in substantial costs and diversion of resources and could adversely affect our
competitive position, business prospects, financial condition and results of operations.
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Obtaining and maintaining our patent protection depends on compliance with various
procedural, document submission, fee payment, and other requirements imposed by
governmental patent agencies, and our patent protection could be reduced or eliminated
for non-compliance with these requirements.

Periodic maintenance fees, renewal fees, annual fees and various other governmental fees
on patents and patent applications are due to be paid to the CNIPA, USPTO, the European
Patent Office (EPO) and other patent agencies in several stages over the lifetime of a patent.
The CNIPA, USPTO, EPO and other governmental patent agencies require compliance with a
number of procedural, documentary, fee payment and other provisions during the patent
application process.

Although an inadvertent lapse can in many cases be cured by payment of a late fee or by
other means in accordance with the applicable rules, there are situations in which non-
compliance can result in abandonment or lapse of the patent or patent application, resulting in
partial or complete loss of patent rights in the relevant jurisdiction. Non-compliance events that
could result in abandonment or lapse of a patent or patent application include failure to respond
to official actions within prescribed time limits, non-payment of fees, and failure to properly
legalize and submit formal documents. In any such event, our competitors might be able to
enter the market, which would have a material adverse effect on our business.

If we are unable to protect the confidentiality of our trade secrets, know-how, product
expertise and technologies, 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, in some
circumstances, on trade secrets and/or confidential information to protect aspects of our
technology. We seek to protect our proprietary technology and processes, in part, by entering
into confidentiality arrangements with component vendors, consultants, advisors and
contractors. We have entered into confidentiality and non-compete agreements with our key
employees and employees involved in research and development that include undertakings
regarding assignment of inventions and discoveries. However, such confidentiality and
non-compete agreements may not adequately prevent disclosures of our trade secrets and other
proprietary information. Any of these parties may breach such agreements and disclose our
proprietary information, and we may not be able to obtain adequate remedies for such breaches.
Enforcing a claim that a party illegally disclosed or misappropriated such information can be
difficult, expensive and time-consuming, and the outcome is unpredictable. If any of our trade
secrets, know-how, technology and product expertise 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, some of our employees, including our senior management, were previously
employed at other medical device companies, including our competitors or potential
competitors. Some of these employees may have executed proprietary rights, non-disclosure
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and non-competition agreements in connection with such previous employment. We may be
subject to claims that we or these employees have used or disclosed intellectual property,
including trade secrets or other proprietary information, of any such employee’s former
employer. We are not aware of any material threatened or pending claims related to these
matters or concerning the agreements with our senior management, but in the future litigation
may be necessary to defend against such claims. If we fail in defending any such claims, in
addition to paying monetary damages, we may lose valuable intellectual property rights or
personnel. Even if we are successful in defending against such claims, litigation could result
in substantial costs and be a distraction to management.

In addition, we may be unsuccessful in enforcing the confidentiality and non-compete
agreements that we entered into with our employees 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.

Changes in patent law may diminish the value of patents in general, thereby impairing
our ability to protect our existing and pipeline products.

The scope of patent protection in various jurisdictions is uncertain. Changes in either the
patent laws or their interpretation in the PRC, the United States, the European Union, Japan and
other jurisdictions may diminish our ability to protect our inventions, obtain, maintain, defend,
and enforce our intellectual property rights and, more generally, could affect the value of our
intellectual property or narrow the scope of our patent rights. We cannot predict whether the
patent applications we are currently pursuing and may pursue in the future will issue as patents
in any particular jurisdiction or whether the claims of any future granted patents will provide
sufficient protection from competitors. The coverage claimed in a patent application can be
significantly reduced before the patent is issued, and its scope can be reinterpreted after

issuance.

Even if patent applications we own currently or in the future issue as patents, they may
not issue in a form that will provide us with any meaningful protection, prevent competitors
or other third parties from competing with us, or otherwise provide us with any competitive
advantage. In addition, the patent position of 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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If third parties claim that we infringe upon their intellectual property rights, we may
incur liabilities and financial penalties and may have to redesign or discontinue selling the
affected product.

The medical device industry is litigious with respect to patents and other intellectual
property rights. Companies operating in our industry routinely seek patent protection for their
product designs, and many of our principal competitors have large patent portfolios.
Companies in the medical device industry have used intellectual property litigation to gain a
competitive advantage. Whether a product infringes a patent involves an analysis of complex
legal and factual issues, the determination of which is often uncertain. We face the risk of
claims that we have infringed on third parties’ intellectual property rights in the countries
where we operate. In addition, a number of our employees have previously worked for one or
more of our competitors. There can be no assurance that such employees have not used, or will
not use in the future, their previous employers’ proprietary know-how or trade secrets in their
work for us, which could result in litigation against us. Prior to developing major new products,
we evaluate existing intellectual property rights. However, our competitors may also have filed
for patent protection which is not as yet a matter of public knowledge or claim trademark rights
that have not been revealed through our searches of relevant public records. Our efforts to
identify and avoid infringing on third parties’ intellectual property rights may not always be
successful. Any claims of patent or other intellectual property infringement, even those without
merit, could:

. be expensive and time consuming to defend;

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

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

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

. require us to enter into royalty or licensing agreements in order to obtain the right
to use a third party’s intellectual property, which agreements may not be available
on terms acceptable to us or at all;

. divert the attention of our management; or

. result in hospitals and physicians terminating, deferring or limiting their purchase of
the affected products until resolution of the litigation.

In addition, new patents obtained by our competitors could threaten a product’s continued
life in the market even after it has already been introduced.

-112 -



RISK FACTORS

Failure to adequately prosecute patent applications may hinder our Group’s ability to
enforce intellectual property rights. Failure to adequately protect our intellectual
property rights may adversely affect our reputation and disrupt our business.

Filing, prosecuting, maintaining and defending patents on our existing and pipeline
products in all jurisdictions throughout the world could be prohibitively expensive for us, and
our intellectual property rights in some jurisdictions can have a different scope and strength
from those in some other jurisdictions. In addition, the laws of certain jurisdictions do not
protect intellectual property rights to the same extent as the laws of certain other jurisdictions
do. Consequently, we may not be able to prevent third parties from practicing our inventions
in all jurisdictions, 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 jurisdictions. These
products may compete with our existing and pipeline products and our patent rights or other
intellectual property rights may not be effective or adequate to prevent them from competing.

Our success depends, in part, on our ability to protect our proprietary technologies. We
have built a comprehensive intellectual property portfolio in the countries where we have
operations to protect our technologies, inventions and know-how and ensure our future success
with commercializing our products. Please refer to the paragraph headed “Business —
Intellectual Property Rights™ in this prospectus. Due to the different regulatory bodies and
varying requirements in these jurisdictions, we cannot assure you that we will be able to obtain
patent protection for all or any aspects of our products in all or any of these jurisdictions. The
process of seeking patent protection can be lengthy and expensive, and we cannot assure you
that our patent applications will result in patents being issued, or that our existing or future
issued patents will be sufficient to provide us with meaningful protection or commercial
advantage. We cannot assure you that our current or potential competitors, many of which have
substantial resources and have made substantial investments in competing technologies, do not
have, and will not obtain, patents that will prevent, limit or interfere with our ability to make,
use or sell our products in jurisdictions such as the PRC, the United States, the European Union
and Japan. In addition, if we are unsuccessful in obtaining trademark protection for our primary
brands, we may be required to change our brand names, which could materially adversely
affect our business. Moreover, as our products mature, our reliance on our trademarks to
differentiate us from our competitors will increase, and as a result, if we are unable to prevent
third parties from adopting, registering or using trademarks and trade dress that infringe, dilute
or otherwise violate our trademark rights, our business could be materially adversely affected.

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

There has been no prior public market for our Shares, and the liquidity and market price
of our Shares may be volatile.

Prior to the Global Offering, there has been no public market for our Shares. The initial
Offer Price for our Shares was the result of negotiations between us, and the Overall
Coordinators (for themselves and on behalf of the Underwriters) and the Offer Price may differ
significantly from the market price for our Shares following the Global Offering. We have
applied for listing of and permission to deal in our Shares on the Stock Exchange. The Shares
held by certain existing Shareholders and the Cornerstone Investor are subject to lock-up
restrictions for periods commencing on the date of this prospectus, and only approximately
3.59% of our issued Shares upon Listing (without taking into account any Shares to be issued
pursuant to the Share Incentive Schemes) will not be subject to any lock-up arrangements,
which may significantly affect the liquidity and trading volume of our Shares in the short term
following the Global Offering. Furthermore, the price and trading volume of our Shares may
be volatile. Factors such as variations in our revenue, earnings and cash flows or any other
developments relating to our Company may affect the volume and price at which the Shares
will be traded.

Moreover, the securities market has from time to time experienced significant price and
volume fluctuations that were unrelated, or not directly related, to the operating performance
of the underlying companies. These broad market and industry fluctuations may have a
material and adverse effect on the market price and trading volume of our Shares.

You will incur immediate and significant dilution and raising additional capital may cause
further dilution or restrict our operation.

There can be no assurance that if we were to immediately liquidate after the Global
Offering, any assets will be distributed to Shareholders after the creditors’ claims. If we raise
additional capital through the sale of equity or convertible debt securities, your ownership
interest will be diluted, and the terms of these securities may include liquidation or other
preferences that adversely affect your rights as a shareholder. Debt financing and preferred
equity financing, if available, may involve agreements that include covenants limiting or
restricting our ability to take specific actions, such as incurring additional debt, making capital
expenditures, limitations on our ability to acquire or license intellectual property rights or
declaring dividends, or other operating restrictions.
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The costs of the options were or may to be granted under the Pre-IPO Share Option
Scheme and the Post-IPO Share Option Scheme may adversely affect our results of
operations and any exercise of the options granted may results in dilution to our
Shareholders.

We have granted certain options to subscribe for an aggregate of 9,274,900 Shares (as
adjusted after the Share Consolidation) to 102 grantees under the Pre-IPO Share Option
Scheme. Such options if exercised in full will represent approximately 1.12% of our issued
share capital immediately after completion of the Global Offering (without taking into account
the options which may be granted under the Share Option Schemes). We have also adopted the
Post-IPO Share Option Scheme pursuant to which we will in the future grant to employees
options to subscribe for Shares.

The fair value of the options at the date of which they are granted with reference to the
valuer’s valuation under the Pre-IPO Share Option Scheme and the Post-IPO Share Option
Scheme will be charged as share-based compensation which may have a negative effect on our
results of operations. Issuance of Shares for the purpose of satisfying any award made under
the Pre-IPO Share Option Scheme and the Post-IPO Share Option Scheme will also increase
the number of Shares in issue after such issuance, and thus may result in the dilution to the
percentage of ownership of the Shareholders, the earnings per Share and the net asset value per
Share.

Details of the Pre-IPO Share Option Scheme and the Post-IPO Share Option Scheme and
the options granted and to be granted thereunder are set out in the paragraph headed “D. Share
Incentive Schemes” in Appendix IV to this prospectus.

Because the initial public offering price of our Shares is higher than the consolidated net
tangible book value per share, purchasers of our Shares in the Global Offering may
experience immediate dilution upon such purchases.

As the Offer Price of our Shares is higher than the consolidated net tangible assets per
share immediately prior to the Global Offering, purchasers of our Shares in the Global Offering
will experience an immediate dilution in pro forma adjusted consolidated net tangible assets.
Our existing Shareholders will receive an increase in the pro forma adjusted consolidated net
tangible asset value per share of their shares. In addition, holders of our Shares may experience
further dilution of their interest if we issue additional shares in the future to raise additional
capital.
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If securities or industry analysts do not publish research reports about our business, or
if they adversely change their recommendations regarding our Shares, the market price
and trading volume of our Shares may decline.

The trading market for our Shares will be influenced by the research and reports that
industry or securities analysts publish about us or our business. If one or more of the analysts
who cover us downgrade our Shares, the price of our Shares would likely decline. If one or
more of these analysts cease coverage of our Company or fail to regularly publish reports on
us, we could lose visibility in the financial markets, which in turn could cause our stock price

or trading volume to decline.

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

The interests of our Controlling Shareholders may differ from the interests of our other
Shareholders. Our Controlling Shareholders could have significant influence in determining
the outcome of any corporate transaction or other matters submitted to our Shareholders for
approval. This concentration of ownership, as a result, may discourage, delay or prevent a
change in control of our Company, which could deprive our Shareholders of an opportunity to
receive a premium for their Shares in a sale of our Company or may reduce the market price
of our Shares. In addition, to the extent the interests of our Controlling Shareholders conflict
with the interest of our other Shareholders, the interests of our other Shareholders may be
disadvantaged or harmed.

There will be a time gap before trading of our Shares commences, and the price of our
Shares when trading begins may be lower than the Offer Price in this prospectus.

The Offer Price is determined at HK$8.80, and our Shares will only commence trading
on the Hong Kong Stock Exchange until they are delivered, which is expected to be on Friday,
December 23, 2022. As a result, investors may not be able to sell or deal in our Shares during
that period. Accordingly, holders of our Shares are subject to the risk that the price of our
Shares could fall before trading begins as a result of adverse market conditions or other adverse
developments, that could occur between the time of sale and the time trading begins.
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Future issuance, sales or perceived issuance or sales of a substantial number of our Shares
in the public market following the Global Offering may have a material adverse effect on
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.

Sales of substantial amounts of Shares in the public market after the completion of the
Global Offering, or the perception that these sales could occur, could adversely affect the
market price of our Shares. Although our Controlling Shareholders are subject to restrictions
on its sales of Shares within six months from the Listing Date as described in “Underwriting”
in this prospectus, future sales of a significant number of our Shares by our Controlling
Shareholders in the public market after the Global Offering, or the perception that these sales
could occur, could cause the market price of our Shares to decline and could materially impair
our future ability to raise capital through offerings of our Shares. We cannot assure you that
our Controlling Shareholders will not dispose of Shares held by them or that we will not issue
Shares pursuant to the general mandate to issue shares granted to our Directors as described
in “Statutory and General Information” in Appendix IV to this prospectus or otherwise, upon
the expiration of restrictions set out above. We cannot predict the effect, if any, that any future
sales of Shares by our Controlling Shareholders, or the availability of Shares for sale by our
Controlling Shareholders, or the issuance of Shares by the Company may have on the market
price of the Shares. Sale or issuance of a substantial amount of Shares by our Controlling
Shareholders or us, or the market perception that such sale or issuance may occur, could
materially and adversely affect the prevailing market price of the Shares.
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We may not be able to pay any dividends on our Shares.

We currently intend to retain most, if not all, of our available funds and any future
earnings after the Global Offering to fund the development and growth of our business. As a
result, we cannot guarantee when and in what form dividends will be paid on our Shares
following the Global Offering. Therefore, you should not rely on an investment in our Shares
as a source for any future dividend income.

Our Board has complete discretion as to whether to distribute dividends. Even if our
Board decides to declare and pay dividends, the timing, amount and form of future dividends,
if any, will depend on our business and financial performance, capital and regulatory
requirements and general business conditions. 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 cannot guarantee the accuracy of certain statistics derived from official governmental
sources contained in this prospectus.

Certain statistics in this prospectus relating to the market in which we operate are derived
from various official government sources that we believe are reliable. However, we cannot
guarantee the quality or reliability of such information derived from official government
sources. Such information has not been independently verified by us, the Joint Sponsors, the
Joint Global Coordinators, the Overall Coordinators, the Capital Market Intermediaries, the
Joint Bookrunners, the Joint Lead Managers, the Underwriters or any of their respective
directors, senior management, representative and advisers, or any other persons or parties
involved in the Global Offering, and no representation is given as to its accuracy. Due to
possibly flawed or ineffective collection methods or discrepancies between official government
sources and market practice, such statistics in this prospectus may be inaccurate or may not be
comparable to statistics produced from other sources. In all cases, investors should give
consideration as to how much weight or importance they should attach to or place on such
information from any official government source.

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. Please
refer to the paragraph headed “Future Plans and Use of Proceeds — Use of Proceeds” in this
prospectus for details. However, our management will have discretion as to the actual
application of our net proceeds. You are entrusting your funds to our management, whose
judgment you must depend on, for the specific uses we will make of the net proceeds from this
Global Offering.
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You should read the entire document carefully, and we strongly caution you not to place
any reliance on any information contained in press articles or other media regarding us
or the Global Offering.

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

You should rely solely upon the information contained in this prospectus, 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 prospectus and the Global
Offering.

There may be difficulties in protecting your interests under the laws of the Cayman
Islands.

Our corporate affairs are governed by, among other things, our Memorandum of
Association and Articles of Association, the Companies Act and common law of the Cayman
Islands. The rights of Shareholders to take action against our Directors, actions by minority
shareholders and the fiduciary responsibilities of our Directors to us under Cayman Islands law
are to a large extent governed by the common law of the Cayman Islands. The common law
of the Cayman Islands is derived in part from comparatively limited judicial precedent in the
Cayman Islands as well as from English common law, which has persuasive, but not binding,
authority on a court in the Cayman Islands. The laws of the Cayman Islands relating to the
protection of the interests of minority shareholders differ in some respects from those in other
jurisdictions. Such differences may mean that the remedies available to the minority
shareholders may be different from those they would have under the laws of other jurisdictions.
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Forward-looking statements contained in this prospectus are subject to risks and
uncertainties.

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

[P ’

aim”, “anticipate”, “believe”, “can”, “continue”, “could”, “estimate”, “expect”, “intend”,
“ought to”, “may”, “might”, “plan”, “potential”, “predict”, “project”, “seek”, “should”, “will”,
“would” and similar expressions, as they relate to our Company or our management, are
intended to identify forward-looking statements. Such statements reflect the current views of
our management with respect to future events, operations, liquidity and capital resources, some
of which may not materialize or may change. These statements are subject to certain risks,
uncertainties and assumptions, including the other risk factors as described in this prospectus.
Subject to the requirements of the Listing Rules, we do not intend publicly to update or
otherwise revise the forward-looking statements in this prospectus, whether as a result of new
information, future events or otherwise. Investors should not place undue reliance on such

forward-looking statements and information.
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AND EXEMPTION FROM COMPLIANCE WITH THE COMPANIES
(WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

In preparation for the Global Offering, our Company has sought and has been granted the

following waiver from strict compliance with the relevant provisions of the Listing Rules and

exemption from compliance with the Companies (Winding Up and Miscellaneous Provisions)

Ordinance.

WAIVER AND EXEMPTION IN RELATION TO THE PRE-IPO SHARE OPTION

SCHEME

The Listing Rules and the Companies (Winding Up and Miscellaneous Provisions)

Ordinance prescribes certain disclosure requirements in relation to the share options granted by

our Company:

(@)

(b)

(©

Rule 17.02(1)(b) of the Listing Rules requires our Company to disclose in this
prospectus full details of all outstanding options and their potential dilution effect
on the shareholdings upon Listing as well as the impact on the earnings per share
arising from the exercise of such outstanding options;

paragraph 27 of Appendix IA to the Listing Rules requires our Company to set out
in this prospectus particulars of any capital of any member of our Group that is
under option, or agreed conditionally or unconditionally to be put under option,
including the consideration for which the option was or will be granted and the price
and duration of the option, and the name and address of the grantee; and

section 342(1) of the Companies (Winding Up and Miscellaneous Provisions)
Ordinance requires all prospectuses to be issued, circulated or distributed in Hong
Kong to include, among other information, the matters specified in Part I of the
Third Schedule to the Companies (Winding Up and Miscellaneous Provisions)
Ordinance. Paragraph 10 of Part I of the Third Schedule to the Companies (Winding
Up and Miscellaneous Provisions) Ordinance requires our Company to set out in this
prospectus, among other things, details of the number, description and amount of
any shares in or debentures of our Company which any person has, or is entitled to
be given, an option to subscribe for, together with the certain particulars of the
option, namely (a) the period during which it is exercisable, (b) the price to be paid
for shares and debentures subscribed for under it, (c) the consideration (if any) given
or to be given for it or for the right to it, and (d) the names and addresses of the
persons to whom it was given.

Guidance Letter HKEX-GL11-09 issued by the Stock Exchange provides that the Stock
Exchange would normally grant waivers from disclosing the names and addresses of certain

grantees if the issuer could demonstrate that such disclosures would be irrelevant and unduly

burdensome, subject to certain conditions specified therein.
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AND EXEMPTION FROM COMPLIANCE WITH THE COMPANIES
(WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

Pursuant to section 342A 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 interest 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.

As of the Latest Practicable Date, our Company had granted options under the Pre-1PO
Share Option Scheme to a total of 102 grantees, comprising two Directors, two senior
management and three connected persons of our Company and 95 other current employees or
consultants of our Group, to subscribe for an aggregate of 46,374,500 Shares (as adjusted to
9,274,900 Shares after the Share Consolidation) under the Pre-IPO Share Option Scheme,
representing approximately 1.12% of the total number of Shares in issue immediately after
completion of the Global Offering (assuming no Shares are allotted and issued under the Share
Incentive Schemes), on the terms set out in the paragraph headed “Statutory and General
Information — D. Share Incentive Schemes — 1. Pre-IPO Share Option Scheme” in Appendix IV

to this prospectus.

As of the Latest Practicable Date, of the 46,374,500 Shares underlying the outstanding
options, an aggregate of 11,540,000 Shares underlying the outstanding options (as adjusted to
2,308,000 Shares after the Share Consolidation) representing approximately 0.28% of the total
number of Shares in issue immediately after completion of the Global Offering (assuming no
Shares are allotted and issued under the Share Incentive Schemes) have been granted to two
Directors, two senior management and three connected persons of our Company by our
Company under the Pre-IPO Share Option Scheme. For details, please refer to the section
headed “Statutory and General information — D. Share Incentive Schemes — 1. Pre-IPO Share
Option Scheme” in Appendix IV to the Prospectus.

We have applied to the Stock Exchange and the SFC, respectively, for (i) a waiver from
strict compliance with the disclosure requirements under Rule 17.02(1)(b) of, and paragraph 27
of Appendix 1A to, the Listing Rules; and (ii) a certificate of exemption under section 342A
of the Companies (Winding Up and Miscellaneous Provisions) Ordinance exempting our
Company from strict compliance with the disclosure requirements under paragraph 10(d) of
Part I of the Third Schedule to the Companies (Winding Up and Miscellaneous Provisions)
Ordinance, on the ground that strict compliance with the above requirements would be unduly
burdensome for our Company for the following reasons:

(a) given that 102 grantees are involved, strict compliance with such disclosure
requirements in setting out full details of all the grantees under the Pre-IPO Share
Option Scheme in this prospectus will require an additional number of pages of
disclosure that does not provide any material information to the investing public;
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(WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

(b)

(c)

(d)

the grant and exercise in full of the options under the Pre-IPO Share Option Scheme
will not cause any material adverse impact to the financial position of our Company;

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

Company; and

material information relating to the options under the Pre-IPO Share Option Scheme
will be disclosed in this prospectus, including the aggregate number of grantees, the
total number of Shares subject to the Pre-IPO Share Option Scheme, the
consideration paid for the grant of the options under the Pre-IPO Share Option
Scheme (if any), the exercise period and the exercise price per Share (if applicable)
and the potential dilution effect on the shareholding upon full allotment and issuance
under the Pre-IPO Share Option Scheme. Our Directors consider that the
information that is reasonably necessary for potential investors to make an informed
assessment in their investment decision making process has been included in this

prospectus.

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

exemption sought under this application will not prejudice the interests of the investing public.

The Stock Exchange has agreed to grant to our Company a waiver under the Listing Rules

on the conditions that:

(a)

(b)

full details of the options granted under the Pre-IPO Share Option Scheme to (i) each
of our Directors, senior management and connected persons of our Company; (ii)
other grantees who have been granted options to subscribe for 1,000,000 Shares (as
adjusted to 200,000 Shares after the Share Consolidation) or more before the Share
Consolidation; and (iii) consultant(s) of the Group will be disclosed in this
prospectus, on an individual basis, as required under Rule 17.02(1)(b) of, and
paragraph 27 of Appendix 1A to, the Listing Rules, and paragraph 10 of Part I of the
Third Schedule to the Companies (Winding Up and Miscellaneous Provisions)
Ordinance;

in respect of the options granted under the Pre-IPO Share Option Scheme to the
remaining grantees (other than those referred to in point (a) above), disclosure will
be made, on an aggregate basis, of (1) aggregate number of grantees and number of
Shares underlying the options under the Pre-IPO Share Option Scheme, (2) the
consideration paid for the grant of the options granted under the Pre-IPO Share
Option Scheme (if any), and (3) the exercise period and the exercise price of the
options granted under the Pre-IPO Share Option Scheme;
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AND EXEMPTION FROM COMPLIANCE WITH THE COMPANIES
(WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

(c)

(d)

(e

()

(2)

(h)

the aggregate number of Shares underlying the options granted under the Pre-IPO
Share Option Scheme and the percentage of our Company’s total issued share capital
represented by such number of Shares as of the Latest Practicable Date will be
disclosed in the paragraph headed “Statutory and General Information — D. Share
Incentive Schemes — 1. Pre-IPO Share Option Scheme” in Appendix IV to this
prospectus;

the dilution effect and impact on earnings per Share upon the full exercise of the
options under the Pre-IPO Share Option Scheme will be disclosed in the paragraph
headed “Statutory and General Information — D. Share Incentive Schemes — 1.
Pre-IPO Share Option Scheme” in Appendix IV to this prospectus;

a summary of the major terms of the Pre-IPO Share Option Scheme will be disclosed
in the paragraph headed “Statutory and General Information — D. Share Incentive
Schemes — 1. Pre-IPO Share Option Scheme” in Appendix IV to this prospectus;

the particulars of the waiver and the exemption will be disclosed in this prospectus;

a full list of all the grantees (including those persons whose details have already
been disclosed) containing all the particulars as required under Rule 17.02(1)(b) and
paragraph 27 of Appendix 1A to the Listing Rules and paragraph 10 of Part I of the
Third Schedule to the Companies (Winding Up and Miscellaneous Provisions)
Ordinance, will be made available for public inspection in accordance with the
section headed “Documents Delivered to the Registrar of Companies and Available
on Display” in Appendix V to this prospectus; and

the grant of certificate of exemption under the Companies (Winding Up and
Miscellaneous Provisions) Ordinance from the SFC exempting our Company from
the disclosure requirements provided in paragraph 10(d) of Part I of the Third
Schedule to the Companies (Winding Up and Miscellaneous Provisions) Ordinance.

The SFC has agreed to grant to our Company the certificate of exemption under section

342A of the Companies (Winding Up and Miscellaneous Provisions) Ordinance exempting our

Company from strict compliance with paragraph 10(d) on the conditions that:

(a)

full details of the options granted under the Pre-IPO Share Option Scheme to (i) each
of our Directors, senior management and connected persons of our Company; (ii)
other grantees who have been granted options to subscribe for 1,000,000 Shares (as
adjusted to 200,000 Shares after the Share Consolidation) or more before the Share
Consolidation; and (iii) consultant(s) of the Group will be disclosed in this
prospectus, on an individual basis, such details to include all the particulars required
under paragraph 10 of Part I of the Third Schedule to the Companies (Winding Up

and Miscellaneous Provisions) Ordinance;
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(b)

(c)

(d)

(e

in respect of the options granted under the Pre-IPO Share Option Scheme to the
remaining grantees (other than those referred to in point (a) above), on an aggregate
basis, the following details will be disclosed in this prospectus: (1) aggregate
number of grantees and number of Shares underlying the options granted under the
Pre-IPO Share Option Scheme, (2) the consideration paid for the grant of the options
under the Pre-IPO Share Option Scheme (if any), and (3) the exercise period and the
exercise price for the options granted under the Pre-IPO Share Option Scheme;

a full list of all the grantees (including those persons whose details have already
been disclosed) who have been granted options under the Pre-IPO Share Option
Scheme, containing all the particulars as required in paragraph 10 of Part I of the
Third Schedule to the Companies (Winding Up and Miscellaneous Provisions)
Ordinance, will be made available for public inspection in accordance with the
section headed “Documents Delivered to the Registrar of Companies and Available
on Display” in Appendix V to this prospectus; and

the particulars of the exemption will be disclosed in this prospectus; and

this prospectus will be issued on or before December 13, 2022.

Further details of the Pre-IPO Share Option Scheme are set forth in the section headed
“Statutory and General Information — D. Share Incentive Schemes — 1. Pre-IPO Share Option

Scheme” in Appendix IV to this prospectus.

- 125 -



INFORMATION ABOUT THIS PROSPECTUS AND THE GLOBAL OFFERING

DIRECTORS’ RESPONSIBILITY FOR THE CONTENTS OF THIS PROSPECTUS

This prospectus, for which our Directors (including any proposed director who is named
as such in this prospectus) collectively and individually accept full responsibility, includes
particulars given in compliance with the Companies (Winding Up and Miscellaneous
Provisions) Ordinance, the Securities and Futures (Stock Market Listing) Rules and the Listing
Rules for the purpose of giving information to the public with regard to 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 in this prospectus misleading.

INFORMATION ON THE GLOBAL OFFERING

This prospectus is published solely in connection with the Hong Kong Public Offering,
which forms part of the Global Offering. The Global Offering comprises the Hong Kong Public
Offering of initially 5,464,000 Offer Shares and the International Offering of initially
49,169,000 Offer Shares (subject to, in each case, reallocation on the basis referred to under
the section headed “Structure of the Global Offering” in this prospectus).

The listing of our Shares on the Stock Exchange is sponsored by the Joint Sponsors and
the Global Offering is managed by the Overall Coordinators. The Hong Kong Public Offering
is fully underwritten by the Hong Kong Underwriters pursuant to the Hong Kong Underwriting
Agreement. The International Underwriting Agreement relating to the International Offering is
expected to be entered into on or around December 16, 2022. Further information regarding the
Underwriters and the Underwriting Agreements are set out in the section headed
“Underwriting” in this prospectus.

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

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

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

RESTRICTIONS ON OFFER AND SALE OF THE OFFER SHARES

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

No action has been taken to permit a public offering of the Offer Shares in any
jurisdiction other than Hong Kong, and no action has been taken to permit the distribution of
this prospectus in any jurisdiction other than Hong Kong. Accordingly, without limitation to
the following, this prospectus may not be used for the purpose of, and does not constitute, an
offer or invitation in any jurisdiction or in any circumstances in which such an offer or
invitation is not authorized or to any person to whom it is unlawful to make such an offer or
invitation. The distribution of this prospectus and the offering and sales of the Offer Shares in
other jurisdictions are subject to restrictions and may not be made except as permitted under
the applicable securities laws of such jurisdictions pursuant to registration with or
authorization by the relevant securities regulatory authorities or an exemption therefrom. In
particular, the Hong Kong Offer Shares have not been publicly offered or sold, directly or
indirectly, in the PRC or the United States.

APPLICATION FOR LISTING ON THE STOCK EXCHANGE

We have applied to the Stock Exchange for the granting of the listing of, and permission
to deal in, the Shares in issue, the Offer Shares to be issued by us pursuant to the Global
Offering (including any Shares which may be issued by us pursuant to the exercise of options
which were granted under the Share Incentive Scheme).

Dealings in the Shares on the Stock Exchange are expected to commence on Friday,
December 23, 2022. No part of our Shares or loan capital is listed or dealt in on any other stock
exchange and no such listing or permission to list is being or proposed to be sought on any
other stock exchange as of the date of this prospectus. All the Offer Shares will be registered
on the Hong Kong register of members of the Company in order to enable them to be traded
on the Stock Exchange.

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

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

HONG KONG REGISTER OF MEMBERS AND HONG KONG STAMP DUTY

Our Company’s principal register of members will be maintained by its principal share
registrar, Conyers Trust Company (Cayman) Limited, in the Cayman Islands. All of the Offer
Shares issued pursuant to the Global Offering will be registered on the Company’s Hong Kong
share register to be maintained in Hong Kong by its Hong Kong Share Registrar,
Computershare Hong Kong Investor Services Limited, at Shops 1712-1716, 17th Floor,
Hopewell Centre, 183 Queen’s Road East, Wan Chai, Hong Kong. Dealings in the Shares
registered in the Company’s Hong Kong share register will be subject to Hong Kong stamp
duty.

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

SHARES WILL BE ELIGIBLE FOR ADMISSION INTO CCASS

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

Investors should seek the advice of their stockbrokers or other professional advisors for

details of the settlement arrangements as such arrangements may affect their rights and
interests.
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PROCEDURES FOR APPLICATION FOR HONG KONG OFFER SHARES

The procedures for applying for Hong Kong Offer Shares are set out in the section headed
“How to Apply for Hong Kong Offer Shares” in this prospectus and on the Application Forms.

STRUCTURE OF THE GLOBAL OFFERING

Details of the structure of the Global Offering, including its conditions, are set out in the
section headed “Structure of the Global Offering” in this prospectus.

EXCHANGE RATE CONVERSION

Solely for your convenience, this prospectus contains translations among certain amounts
denominated in Renminbi, Hong Kong dollars and U.S. dollars. No representation is made that
the amounts denominated in one currency could actually be converted into the amounts
denominated in another currency at the rates indicated or at all. Unless indicated otherwise, (i)
the translations between Renminbi and U.S. dollars were made at the rate of RMB7.0384 to
US$1.00, (ii) the translations between Renminbi and Hong Kong dollars were made at the rate
of RMB0.9045 to HK$1.00, and (iii) the translations between U.S. dollars and Hong Kong
dollars were made at the rate of HK$7.7813 to US$1.00. Any discrepancies in any table

between totals and sums of amounts listed therein are due to rounding.
LANGUAGE

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

ROUNDING

Certain amounts and percentage figures included in this prospectus have been subject to
rounding adjustments, or have been rounded to one or two decimal places. Any discrepancies
in any table, chart or elsewhere between totals and sums of amounts listed therein are due to
rounding.
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DIRECTORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

DIRECTORS
Name

Executive Directors

David CHIEN (£%7K 8l

Kwai Ching Denise LAU
(BIEERD)

Wing Shing CHEN (Bfik /&)

Ching Chung John CHOW
(IR AL

Non-executive Director

Yi ZHOU (J&EfH)

Address

7/F, Opus Hong Kong
53 Stubbs Road

The Peak

Hong Kong

7/F, Opus Hong Kong
53 Stubbs Road

The Peak

Hong Kong

Flat A, 6/F, Tower 16
Mayfair by the Sea I

No. 23 Fo Chun Road
Tai Po, N.T.

Hong Kong

Flat 6 2/F, Block B
Villa Lotto

18 Broadwood Road
Hong Kong

5A, 1901 Qiaoxianggongguan
No. 3028 Qiaoxiang Road
Futian District

Shenzhen

Guangdong

PRC
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Chinese

Chinese
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Name

Address

Independent non-executive Directors

Yip Keung CHAN (BRZ£58)

Lai Fan Gloria TAM (GHEEZY)

Ka Keung LAU (% 1#)

Flat C, Floor 36, Block 4
Royal Peninsula

8 Hung Lai Road

Hung Hom, Kowloon
Hong Kong

Flat 1A, Block 1
Clovelly Court
12 May Road
Mid-Levels
Hong Kong

House 37

Tycoon Place

38 Lo Fai Road

Tai Po, New Territories
Hong Kong

Nationality

Chinese

Chinese

Chinese

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

“Directors and Senior Management”.
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PARTIES INVOLVED IN THE GLOBAL OFFERING

Joint Sponsors China International Capital Corporation
Hong Kong Securities Limited
29th Floor, One International Finance Centre
1 Harbour View Street
Central
Hong Kong

CCB International Capital Limited
12/F, CCB Tower

3 Connaught Road Central

Central

Hong Kong

Joint Global Coordinators China International Capital Corporation
Hong Kong Securities Limited
29th Floor, One International Finance Centre
1 Harbour View Street
Central
Hong Kong

CCB International Capital Limited
12/F, CCB Tower

3 Connaught Road Central

Central

Hong Kong

BNP Paribas Securities (Asia) Limited
60/F-63/F Two International Finance Centre
8 Finance Street

Central

Hong Kong

CLSA Limited

18/F One Pacific Place
88 Queensway

Hong Kong

China Merchants Securities (HK)
Co., Limited

48/F One Exchange Square

8 Connaught Place

Central

Hong Kong
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Joint Bookrunners China International Capital Corporation
Hong Kong Securities Limited
29th Floor, One International Finance Centre
1 Harbour View Street
Central
Hong Kong

CCB International Capital Limited
12/F, CCB Tower

3 Connaught Road Central

Central

Hong Kong

BNP Paribas Securities (Asia) Limited
60/F-63/F Two International Finance Centre
8 Finance Street

Central

Hong Kong

CLSA Limited

18/F One Pacific Place
88 Queensway

Hong Kong

China Merchants Securities (HK)
Co., Limited

48/F One Exchange Square

8 Connaught Place

Central

Hong Kong

ZMF Asset Management Limited
Unit 2502, 25/F, World Wide House
19 Des Voeux Road Central

Central

Hong Kong

Futu Securities International (Hong Kong)
Limited

Unit C1-2, 13/F, United Centre

No. 95 Queensway

Hong Kong
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Yue Xiu Securities Company Limited
Rooms Nos. 4917-4937, 49/F, Sun Hung Kai
Centre

No.30 Harbour Road

Wanchai

Hong Kong

Joint Lead Managers China International Capital Corporation
Hong Kong Securities Limited
29th Floor, One International Finance Centre
1 Harbour View Street
Central
Hong Kong

CCB International Capital Limited
12/F, CCB Tower

3 Connaught Road Central

Central

Hong Kong

BNP Paribas Securities (Asia) Limited
60/F-63/F Two International Finance Centre
8 Finance Street

Central

Hong Kong

CLSA Limited

18/F One Pacific Place
88 Queensway

Hong Kong

China Merchants Securities (HK)
Co., Limited

48/F One Exchange Square

8 Connaught Place

Central

Hong Kong

ZMF Asset Management Limited
Unit 2502, 25/F, World Wide House
19 Des Voeux Road Central

Central

Hong Kong
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Futu Securities International (Hong Kong)
Limited

Unit C1-2, 13/F, United Centre

No. 95 Queensway

Hong Kong

Yue Xiu Securities Company Limited
Rooms Nos. 4917-4937, 49/F, Sun Hung Kai
Centre

No.30 Harbour Road

Wanchai

Hong Kong

Overall Coordinators China International Capital Corporation
Hong Kong Securities Limited
29th Floor, One International Finance Centre
1 Harbour View Street
Central
Hong Kong

CCB International Capital Limited
12/E, CCB Tower

3 Connaught Road Central

Central

Hong Kong

BNP Paribas Securities (Asia) Limited
60/F-63/F Two International Finance Centre
8 Finance Street

Central

Hong Kong

Capital Market Intermediaries China International Capital Corporation
Hong Kong Securities Limited
29th Floor, One International Finance Centre
1 Harbour View Street
Central
Hong Kong

CCB International Capital Limited
12/F, CCB Tower

3 Connaught Road Central

Central

Hong Kong
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BNP Paribas Securities (Asia) Limited
60/F-63/F Two International Finance Centre
8 Finance Street

Central

Hong Kong

CLSA Limited

18/F One Pacific Place
88 Queensway

Hong Kong

China Merchants Securities (HK)
Co., Limited

48/F One Exchange Square

8 Connaught Place

Central

Hong Kong

ZMF Asset Management Limited
Unit 2502, 25/F, World Wide House
19 Des Voeux Road Central

Central

Hong Kong

Futu Securities International (Hong Kong)
Limited

Unit C1-2, 13/F, United Centre

No0.95 Queensway

Hong Kong

Yue Xiu Securities Company Limited
Rooms Nos. 4917-4937, 49/F, Sun Hung Kai
Centre

No.30 Harbour Road

Wanchai

Hong Kong
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Legal Advisors to the Company As to Hong Kong and United States laws:

O’Melveny & Myers
31/F, AIA Central

1 Connaught Road Central
Hong Kong

As to PRC laws:

King & Wood Mallesons

28th Floor, China Resources Tower

2666 Keyuan South Road, Nanshan District
Shenzhen, Guangdong 518052

P.R.China

As to International Sanctions laws:

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

Hong Kong

As to Dutch laws as to the Investigation:

Stibbe
Beethovenplein 10
1077 WM Amsterdam
The Netherlands

As to Cayman Islands law:

Conyers Dill & Pearman
29th Floor

One Exchange Square

8 Connaught Place
Central

Hong Kong
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Legal Advisors to the Underwriters As to Hong Kong and United States laws:

Baker & McKenzie
14/F, One Taikoo Place
979 King’s Road
Quarry Bay

Hong Kong

As to PRC laws:

Fangda Partners

17/F, Tower One, Kerry Plaza
1 Zhong Xin Si Road

Futian District

Shenzhen

PRC

Auditor and Reporting Accountant PricewaterhouseCoopers
Certified Public Accountants
Registered Public Interest Entity Auditor
22/F, Prince’s Building
Central
Hong Kong

Industry Consultant China Insights Industry Consultancy
Limited
10/F, Block B, Jing’an International Center
88 Puji Road
Jing’an District
Shanghai 200070
PRC

Compliance Advisor Rainbow Capital (HK) Limited
Room 5B, 12/F
Tung Ning Building
No. 2 Hillier Street
Sheung Wan
Hong Kong

Receiving Banks Hang Seng Bank Limited
83 Des Voeux Road Central
Hong Kong

CMB Wing Lung Bank Limited
Room 1207-1209, 12/F

CMB Wing Lung Bank Centre
636 Nathan Road

Kowloon

Hong Kong
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CORPORATE INFORMATION

Registered office Cricket Square
Hutchins Drive
PO Box 2681
Grand Cayman
KYI1-1111
Cayman Islands

Corporate headquarters Units 303 & 305
3/F, Building 20E
Hong Kong Science Park
Shatin, N.T.
Hong Kong

Principal place of business in Hong Kong  Units 303 & 305
3/F, Building 20E
Hong Kong Science Park
Shatin, N.T.
Hong Kong

Company’s website https://orbusneich.com

(The contents on this website do not form
part of this prospectus)

Company Secretary Wing Shing CHEN (FRIKFX)
Certified Public Accountant
Units 303 & 305
3/F, Building 20E
Hong Kong Science Park
Shatin, N.T.
Hong Kong

Authorized representatives Kwai Ching Denise LAU (2l#£18)
Units 303 & 305
3/F, Building 20E
Hong Kong Science Park
Shatin, N.T.
Hong Kong

Wing Shing CHEN (BRIXR)
Units 303 & 305

3/F, Building 20E

Hong Kong Science Park
Shatin, N.T.

Hong Kong
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CORPORATE INFORMATION

Audit Committee

Remuneration Committee

Nomination Committee

Principal share registrar and transfer
office

Hong Kong Share Registrar

Legal Counsel to the Hong Kong
Subsidiaries of the Company

Yip Keung CHAN (Chairman)
Lai Fan Gloria TAM
Ka Keung LAU

Ka Keung LAU (Chairman)
David CHIEN
Yip Keung CHAN

David CHIEN (Chairman)
Lai Fan Gloria TAM
Ka Keung LAU

Conyers Trust Company (Cayman)
Limited

Cricket Square

Hutchins Drive

PO Box 2681

Grand Cayman

KYI1-1111

Cayman Islands

Computershare Hong Kong Investor
Services Limited

Shops 1712-1716, 17th Floor
Hopewell Centre

183 Queen’s Road East

Wan Chai

Hong Kong

Iu, Lai & Li Solicitors & Notaries
Room 2201, 2201A & 2202

22nd Floor

Tower 1, Admiralty Centre

No. 18 Harcourt Road

Admiralty

Hong Kong
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CORPORATE INFORMATION

Principal bankers The Hongkong and Shanghai Banking
Corporation Limited
HSBC Main Building
1 Queen’s Road Central
Hong Kong

China Construction Bank
No. 25 Finance Street
Xicheng District

Beijing

PRC

ABN AMRO Bank N.V.
Clientservices AA 8433
PO box 283

1000 EA Amsterdam

Shanghai Commercial Bank Ltd.
12 Queen’s Road Central
Hong Kong

OCBC Wing Hang Bank Ltd.

161 Queen’s Road Central
Hong Kong
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INDUSTRY OVERVIEW

The information and statistics set out in this section and other sections of this
prospectus were extracted from the report prepared by CIC, which was commissioned by
us, and from various official governmental publications and other publicly available
publications. We engaged CIC to prepare the CIC Report, an independent industry report,
in connection with the Global Offering. The information from official government sources
has not been independently verified by us, the Joint Sponsors, the Overall Coordinators,
the Capital Market Intermediaries, the Joint Global Coordinators, the Joint Bookrunners,
the Joint Lead Managers, the Underwriters or any of our or their respective directors,
senior management, representatives, advisers or any other person involved in the Global
Offering and no representation is given as to its accuracy.

ABOUT CHINA INSIGHTS INDUSTRY CONSULTANCY LIMITED

We commissioned China Insights Industry Consultancy Limited, an independent third
party, to prepare a report on the global endovascular interventional instrument market in
December 2022, which is cited in this prospectus. The total fee we paid for the report prepared
by China Insights Industry Consultancy Limited was RMB1,070,000. China Insights Industry
Consultancy Limited, founded in Hong Kong, provides professional services including, among
others, industry consulting, commercial due diligence and strategic consulting.

During the preparation of the CIC Report, China Insights Industry Consultancy Limited
performed both primary and secondary researches, and obtained knowledge, statistics,
information on and industry insights into the global endovascular interventional instrument
market. Primary research involved interviewing key industry experts and leading industry
participants. Secondary research involved analyzing data from various publicly available data
sources, such as the government derived information, annual reports and industry association
statistics. The CIC Report was compiled based on the following assumptions: (1) the overall
social, economic, and political environment in the global economy is expected to remain stable
during the forecast period; (2) relevant key drivers are likely to drive the continued growth of
the global endovascular interventional instrument market throughout the forecast period; and
(3) there is no extreme force majeure or unforeseen industry regulations in which the industry
may be affected in either a dramatic or fundamental way. All forecasts in relation to market size
are based on the general economic conditions as of the Latest Practicable Date, which would
be adjusted if the COVID-19 outbreak persists or escalates and has an unpredicted negative
impact on the general economy. The assumptions adopted in the CIC Report in relation to the
COVID-19 pandemic include (i) surgeries in different regions experienced an obvious but
short-term drop in 2020 compared to in 2019 due to the quarantine and temporarily shut down
of hospitals pursuant to which all surgeries were suspended, (ii) the volume of surgery
recovered and increased in 2021 and thereafter, as there was no material change in prevalence
and prices of surgeries charged by the hospitals, which was based on the samples collected
from hospitals and expert interview by China Insights Industry Consultancy Limited.
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China Insights Industry Consultancy Limited has exercised due care in collecting and
reviewing the information so collected and believes that the basic assumptions are factual and
correct and the interpretations are reasonable. China Insights Industry Consultancy Limited has
independently analyzed the information, but the accuracy of the conclusions of its review
largely relies on the accuracy of the information collected.

OVERVIEW OF CARDIOVASCULAR DISEASES

According to the World Health Organization, cardiovascular diseases (CVDs) are a group

of disorders of the heart and blood vessels, which primarily include, among others:

. coronary artery disease — a disease of the blood vessels supplying the heart muscle;

. peripheral arterial disease — a disease of blood vessels supplying the arms and legs;
and

. cerebrovascular disease — a disease of the blood vessels supplying the brain.

In addition, CVDs are one of the leading causes of death worldwide. According to the CIC
Report, peripheral arterial diseases are the most common types of CVDs. In 2021, coronary
artery disease, peripheral artery disease and cerebrovascular disease, accounted for
approximately 29.9%, 51.1% and 18.3% of CVDs globally, respectively.

OVERVIEW OF PERCUTANEOUS CORONARY INTERVENTION PROCEDURAL
INSTRUMENT MARKET

Overview of coronary artery disease

Coronary artery disease (CAD), as the most common type of heart disease, is primarily
caused by a buildup of plaque in the walls of coronary arteries, namely the arteries that supply
blood to the heart. Atherosclerosis serves as the most usual cause of CAD, in which the buildup
of plaque inside the arterial wall gradually reduces the interior lumen of the artery, blocking
the blood flow partially or completely. Other less usual causes include coronary artery spasm
and coronary artery dissection.

According to the CIC Report, the prevalence of CAD has grown steadily on a global scale.
In the PRC, the CAD prevalence has grown from 13.0 million in 2015 to 17.9 million in 2021,
and is expected to continue growing to 28.8 million in 2030. In Japan, the CAD prevalence has
grown from 3.4 million in 2015 to 3.8 million in 2021, and is expected to continue growing to
4.3 million in 2030. In the U.S., the CAD prevalence has grown from 17.2 million in 2015 to
20.7 million in 2021, and is expected to continue growing to 24.1 million in 2030. In Europe,
the CAD prevalence has grown from 30.3 million in 2015 to 35.2 million in 2021, and is
expected to continue growing to 41.2 million in 2030. In APAC region, the CAD prevalence
has grown from 22.0 million in 2015 to 27.2 million in 2021, and is expected to continue
growing to 36.3 million in 2030.
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The following chart shows the global prevalence data of CAD by region:

Global prevalence of CAD, by region, 2015 vs. 2021 vs. 2025E vs. 2030E

2015 2021 B 2025E [ 2030E CAGR from 2015 to 2030E Unit: Million people
412
379
352 363
303 310
288
27.1
24.1
222 222 22.0
20.7
17.9 17.2
13.0
34 38 40 43
PRC Japan The U.S. Europe APAC
5.5% 1.6% 23% 21% 34%

Source: China Insights Industry Consultancy Limited, American Heart Association, Journal of American
College of Cardiology, Centers for Disease Control and Prevention, Census Bureau, European Society of
Cardiology, Europe Association of PCI, Chinese Circulation Journal, National Healthcare Security
Administration, World Heart Federation, Ministry of Health, Labour and Welfare (Japan) and other literature
review and expert interviews

Medical treatment for CADs

Medical treatment for CAD depends on their symptoms, cardiac function, and presence
of other disorders. There are three primary methods of treating CAD, namely:

1. Medical therapy: medical therapy is the most basic form of treating CAD out of the
three methods of treatment. It involves the administration of medication aimed at
managing CAD patients’ symptoms. All CAD patients in stable condition require
medical therapy to prevent disease progression and recurrent cardiovascular events.
Recommended therapy includes antiplatelet drugs to prevent blood clot formation,
and statins to lower LDL cholesterol. Where medical therapy is ineffective, PCI or
CABG may be adopted instead.

2. Percutaneous coronary intervention (PCI): PCI is a minimally invasive procedure
which involves the use of interventional instruments (e.g. catheters) to insert small
structures such as balloons and stents into blood vessels to facilitate their dilation.
This procedure does not require open-heart surgery, and is short in duration (around
one hour, after which the patient may be discharged). PCI therefore has advantages
of small trauma, quick recovery after operation, few complications, low risk, and
low cost.

3. Coronary artery bypass grafting (CABG): CABG is an invasive surgical procedure

which involves taking a blood vessel from another part of the body (i.e. the graft),
and attaching it to the coronary artery above and below the narrowed or blocked
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area. This procedure diverts blood around the narrowed or blocked parts of the
coronary arteries. This procedure is carried out under a general anesthetic, and
usually takes around three to six hours. Patients who have undergone CABG will
usually be required to stay in hospital for at least seven days after the bypass
surgery. The risks of CABG include stroke and myocardial infarction. However,
CABG would be the preferred treatment for patients with diabetes, or with
multivessel diseases.

Since PCI carries lower risk and costs, but still enjoys a similar treatment success rate
compared to CABG, it is often the preferred form of treating CAD. In a PCI procedure, a
semi-compliant balloon is used to pre-expand the blood vessel, following which either a stent
or drug-coated balloon will be inserted into the blood vessel for clearing the blockage.

PCI market overview

According to the CIC Report, the volume of PCI differs between countries due to different
penetration rate of PCI procedure or local treatment guideline. “Volume” of PCI refers to the
number of PCI surgeries performed in a specific region in a given year, while “Penetration
Rate” of PCI refers to the percentage of patients that can be treated with PCI surgeries actually
proceeded with PCI surgeries in a specific region at a specific time. The calculation of PCI
volume is based on prevalence multiplied by PCI penetration. The historical data of prevalence
and PCI surgery volume are mainly from American Heart Association, European Society of
Cardiology, Chinese Circulation Journal and sample hospital physicians interviews. The future
penetration rate growth is in line with the historical trends. In the PRC, PCI volume had grown
from 567,600 in 2015 to 1.2 million in 2021, and is expected to continue growing to 3.1 million
in 2030; PCI penetration rate had grown from 4.4% in 2015 to 6.7% in 2021, and is expected
to continue growing to 10.8% in 2030. In Japan, PCI volume had grown from 212,000 in 2015
to 272,800 in 2021, and is expected to continue growing to 572,300 in 2030; PCI penetration
rate had grown from 6.2% in 2015 to 7.2% in 2021, and is expected to continue growing to
13.3% in 2030. In the U.S., PCI volume had grown from 592,700 in 2015 to 1.0 million in
2021, and is expected to continue growing to 3.5 million in 2030; PCI penetration rate had
grown from 3.5% in 2015 to 5.0% in 2021, and is expected to continue growing to 14.6% in
2030. In Europe, PCI volume had grown from 890,000 in 2015 to 1.4 million in 2021, and is
expected to continue growing to 3.8 million in 2030; PCI penetration rate had grown from 2.9%
in 2015 to 4.1% in 2021, and is expected to continue growing to 9.1% in 2030. In APAC region,
PCI volume had grown from 1.1 million in 2015 to 2.0 million in 2021, and is expected to
continue growing to 6.0 million in 2030; PCI penetration rate had grown from 5.0% in 2015
to 7.4% in 2021, and is expected to continue growing to 16.6% in 2030.

According to the CIC Report, the market size of PCI procedural instruments is also
showing continuous growth globally. In the PRC, the market size by sales value was US$765.5
million in 2015 and US$1,270.4 million in 2021, and is expected to reach US$3,751.2 million
in 2030. In APAC region, the market size by sales value was US$733.4 million in 2015 and
US$1,266.1 million in 2021, and is expected to reach US$2,985.3 million in 2030. In Europe,
the market size by sales value was US$582.7 million in 2015 and US$892.6 million in 2021,
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and is expected to reach US$2,010.9 million in 2030. In the U.S., the market size by sales value
was US$400.4 million in 2015 and US$672.9 million in 2021, and is expected to reach
US$1,907.4 million in 2030. In Japan, the market size by sales value was US$394.5 million in
2015 and US$484.6 million in 2021, and is expected to reach US$824.1 million in 2030.

PCI procedural instruments primarily include standard balloons, scoring balloons, CTO
balloons, drug-coated balloons, bare metal stents, drug-eluting stents, and microcatheters. The
following chart shows the global market size of PCI interventional procedural instrument:

Global market size of PCI procedural instrument market,
in terms of sales value*, 2015-2030E

CAGR 2015-2020 2021-2025E 2026E-2030E USD million
[] Standard balloons 7.0% 11.1% 7.7%

. 17,421.5
[[] Scoring balloons 13.5% 16.8% 13.9%
[T BMS 9.4% 5.7% -6.1% 157415
[ Drug-coated balloons  55.1% 372% 28.8%
[ Drug-cluting stents ~ 9.4% 10.5% 6.3% 14,180.7
[l CTO balloons 12.2% 16.4% 15.2% 127353
[ Microcatheter 142% 19.4% 18.1%

11,401.1
10,173.1
9,046.8
8.016.9
7,078.1
6379.2 6.228.0
5,369.9 5,501.3
4,529.2
3,945.2
34337

2015 2016 2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: China Insights Industry Consultancy Limited, expert interviews and public information

Being the key instrument used for PCI procedures, balloon showed steady growth and is
expected to take up the majority of the PCI procedural instrument market by 2030, according
to CIC Report. In the PRC, balloon volume had grown from 874,100 in 2015 to 2.1 million in
2021, and is expected to continue growing to 6.4 million in 2030. In Japan, balloon volume had
grown from 338,100 in 2015 to 450,400 in 2021, and is expected to continue growing to 1.1
million in 2030. In the U.S., balloon volume had grown from 918,600 in 2015 to 1.6 million
in 2021, and is expected to continue growing to 6.2 million in 2030. In Europe, balloon volume
had grown from 1.4 million in 2015 to 2.2 million in 2021, and is expected to continue growing
to 6.3 million in 2030. In APAC region, balloon volume had grown from 1.7 million in 2015
to 3.2 million in 2021, and is expected to continue growing to 11.3 million in 2030.

Competitive landscape

We are a major PCI balloon developer and manufacturer selling our PCI balloons in over
70 countries and regions around the world. In terms of sales volume of PCI balloons in 2021,
we ranked No. 2 in Japan market, No. 4 in the Europe market and No. 6 in both the PRC and
U.S. markets. We achieved market share in PCI balloon market in terms of sales volume in
2021 in the Japan, Europe, the PRC and the U.S. of 20%, 11%, 8% and 3%, respectively. Our
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ability to lead the market is primarily due to the following reasons: (i) our track record of high
product quality has been well-recognized by hospitals and physicians and are widely adopted
in PCI procedures; (ii) we constantly improve and modify our products to accommodate the
evolving needs of physicians and patients, and provide physicians with more customized
options and convenience; and (iii) we have benefited from favorable PRC policies that
encourage the development and purchase of domestically-produced medical devices and price
control of pharmaceutical products. For instance, there are local policies in Shanghai, Jiangsu,
Zhejiang and Anhui with respect to a favorable reimbursement percentage by medical
insurance for domestically-produced high-value medical consumables such as coronary
interventional medical devices. The key PCI market players in the PRC include Medtronic,
Abbott, Terumo, Boston Scientific and Lepu. The key PCI market players in Japan include
Terumo, Nipro, Japan Lifeline and Abbott. The key PCI market players in the U.S. include
Abbott, Boston Scientific, Medtronic, Cordis and B.Braun. The key PCI market players in
Europe include Medtronic, Abbott, Boston Scientific and B.Braun. The following tables set
forth the competitive landscape of PCI balloons in the PRC, Japan, the U.S. and Europe
markets in terms of sales volume in 2021.

Market share of PCI balloon in terms of sales volume
in 2021 by different countries/regions

PRC

Japan

us.

Europe

Company A (the U.S.)

Company B (the U.S.)
Company C (Japan)
Company D (the U.S.)

Company E (PRC)

OrbusNeich
(Hong Kong, China)

~20%

15%~18%

15%~18%

10%-15%

~8%

8%

Company C (Japan)

OrbusNeich
(Hong Kong, China)

Company F (Japan)

Company G (Japan)

Company B (the U.S.)

30%-35%

20%

~15%

~10%

<5%

Company B (the U.S.)

Company D (the U.S.)
Company A (the U.S.)
Company J (the U.S.)

Company H (Europe)

OrbusNeich
(Hong Kong, China)

~30%

~28%

~22%

~10%

<5%

3%

Company A (the U.S.)

Company B (the U.S.)

Company D (the U.S.)

OrbusNeich
(Hong Kong, China)

Company H (Europe)

~30%

~25%

~23%

11%

~10%

Note: countries/regions in bracket denote the places of headquarter of respective market players. For the
background, principal business and principal places of operations/network coverage of the above top market
players, please refer to “— Overview of Percutaneous Transluminal Angioplasty Procedural Instrument Market
— Competitive Landscape” in this section for details.

Significant market share of OrbusNeich of PCI balloon in terms of sale volume in 2021 in other countries/regions

Hong Kong ~52% Pakistan ~59% Russia ~26%
Singapore ~57% Indonesia ~38% Switzerland ~26%
Malaysia ~41% Italy ~20% Czech Republic ~33%

Taiwan

~40%

Slovakia

~40%

The Netherlands ~25%

Source: China Insights Industry Consultancy Limited, expert interviews and public information

In terms of sales volume of PCI stents in 2021, the top five market players in each of
Japan and Europe accounted for collectively approximately 91% and 94% of the market share,
respectively, and our market share was approximately 2% and 0.3% in Japan and Europe, the
major regions where we sell PCI stents, respectively.
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Growth drivers and future trends

There are four primary growth drivers and future trends that can be seen of the global
coronary artery interventional instrument market:

1. Increasing CAD prevalence: CAD prevalence increases with an aging population,
and also amongst the younger population that engage in unhealthy consumption
habits such as smoking and alcohol consumption, and increased stress levels.

2. Favorable government policies: given the importance of the coronary artery
interventional instrument market for CAD treatment, governments are paying more
attention to this market, and are introducing favorable policies to develop this area,
which in turn encourages further investments to leverage on such policies.
Manufacturers are expected to continuously invest in research and development in
constant improvement of their products. For instance, the Reform Plan for the
Control of High-value Medical Consumables (A= (HE FFEM ME T R)
encourages the research, development and manufacturing of medical consumables.
In addition, policies in Shenzhen such as the Shenzhen Dedicated Funds Support
Policy on the Development of Strategic Emerging Industries (I T Sms P B B 2
HEWRBEIHESPFFBOK) and  the Shenzhen Technology Research and
Development Funds Administration Measures (GEIITHRHEIFEE & 48 HBHEL)
provide the basis for the government grant to support of R&D investment.

3.  Rising demand for PCI operations: CAD patients are more willing to choose PCI
operations due to its low trauma and reliability compared to traditional methods of
treatment. Doctors also prefer PCI due to its lower risk compared to other methods
of surgical treatment.

4. Continuous product development: as development and innovation of medical
devices accelerates, medical devices treating CAD are expected to increase in
quality and prominence, and achieve better penetration in the global market. As
such, the continuous development and innovation of medical devices also enhances
room for market expansion.

Threats and Challenges

The major threats and challenges of the global coronary/peripheral artery interventional
instrument market primarily include:

Product upgrade and substitution: The coronary/peripheral artery interventional
instrument products continue to go through upgrades and substitutions. Companies would
continuously research, innovate and develop new generations of products with better surgical
results, and as a result, older generation products would gradually become obsolete. For
example, after the development of drug eluting stents, the market share of bare metal stents
shrunk drastically. The drug eluting stents also compete with dual therapy stents or absorbable
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stents. Therefore, the nature of the importance of continuous product upgrade and substitution
poses significant threat and challenge on PCI/PTA instrument companies, and it is important
for them to continuously upgrade their products.

Government regulatory risk: The medical device industry is heavily influenced by the

regulations or policies promulgated by the government, which primarily include:

Strict approval regulations: Medical devices are required to go through stringent approval

processes. Companies must obtain relative licenses and certificates to produce and sell medical
devices and register again if they become invalid after expiry. Strict access systems and
complex regulations are major challenges for medical device companies.

Government pricing-related policies: In many countries, government would control prices

of medical devices through regulatory means in order to maintain costs of government medical
insurances. The centralized procurement policies promulgated by the PRC government under
which the purchases of the medical devices included in the centralized procurement scope by
the public hospitals should be made through the public bidding or tender processes on the
centralized procurement platform established by the respective local governments, often lead
to a substantial decrease in the profitability of medical device products manufacturers. Other
countries, such as Japan and the U.S., also have policies which would influence the profit
margin of medical device products.

COVID-19 pandemic: The COVID-19 pandemic imposes negative effect on the whole
medical health industry. Due to the pandemic, many hospitals enforce strict policies on hospital
visits and limit the number of patients going to hospitals so that the resources being reallocated
to treat COVID patients. Furthermore, the pandemic hit the global economy heavily, and the
public’s affordability of advanced medical services are impaired. Therefore, the pandemic
heavily influences the global health expenditure, which as a result becomes a challenge for
medical device companies to make a profit.

Low public awareness: The public awareness of peripheral artery diseases is generally
lower than that of cerebral artery diseases or coronary artery diseases. The low public
awareness results in low surgical penetration rate. For example, in 2021, the surgical
penetration rate of PTA intervention is 0.6% in the PRC, far lower than that of PCI
intervention, which is 6.7%, although it is expected to grow to 1.4% in 2030 as a result of
various factors including patients awareness of peripheral artery disease, the education from
physician conferences or companies and government reimbursement policies. Increased
awareness and education of the public about the seriousness of PAD can overcome this
challenge.
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Major Entry Barriers

The major entry barriers for new participants of the global coronary/peripheral artery
interventional instrument market primarily include:

Intensive technology and continuous product innovation: Multi-disciplinary expertise
in material and mechanical engineering, product design and manufacturing are necessary in the
development of coronary/peripheral artery interventional instruments. In addition,
coronary/peripheral artery is very important and complex, which implies a higher level of
sophistication of means related to the surgical instruments. New entrants may generally find it
difficult to recruit the necessary professionals and acquire the technologies in a short term. On
the other hand, continuous product innovation is also important for medical device companies
to maintain profitability. The key to success in the medical technology industry has been
continuous innovation and a dedication to research and development. A key driver for this
continuous innovation is the short lifecycles within the sector. Once a breakthrough technology
has been established, improvements are made continuously. The value-based innovations of the
medical device industry have proven to not only improve the lives of millions of patients, but
also play an important role in making healthcare systems more efficient, which has become a
priority for all governments.

Also, the global PCI/PTA market players often challenge the intellectual property of their
competitors. Therefore, robust intellectual property protection is important to survive, the
building up of which may be costly and time consuming.

Commercialization capability: 1t is important for medical device manufacturers to
develop its global commercialization capabilities and utilize the distributorship sales model to
access the global coronary/peripheral artery interventional instrument market. It requires
market players to have the ability of mass production at a high quality standard that meets
various regulatory bodies’ requirements across the globe. In addition, establishing local sales
offices with the relevant industry and cultural knowledge to manage direct sales and
distributors can be difficult. Identifying suitable distributors in the development of a strong
distribution network can also be time consuming. Moreover, gaining brand reputation and
awareness plays an important part in product commercialization, which partly means to acquire
recognition from target stakeholders such as hospitals and physicians. However, it typically
takes years of efforts for a brand to establish solid relationships with physicians and hospitals,
especially with KOLs and top-tier hospitals.

Heavy capital investment: Participation in the global PCI/PTA intervention instrument
market requires heavy capital investment. Costs of research and development of
coronary/peripheral artery interventional instrument products, enhancement of product quality
and performance, brand promotion and marketing channel construction, establishing factories
which enable mass production at a strict quality standard all require significant capital
expenditure and investments. Particularly, a large amount of capital is necessary if the players
hope to survive and continuously expand in this industry. Financial pressure is an inevitable
challenge for most of the medical device startups in their initial years before they can break
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even, and it can take substantial time to achieve profitability. Attracting sufficient investments
and utilizing the funds effectively and efficiently are practically hard to fulfill, presenting a
huge barrier especially for new entrants in the market.

OVERVIEW OF PERCUTANEOUS TRANSLUMINAL ANGIOPLASTY PROCEDURAL
INSTRUMENT MARKET

Overview of peripheral artery disease

Peripheral artery disease (PAD) is a common type of vascular diseases, primarily caused
by atherosclerosis in the arteries in the limbs. In turn, this causes restricted blood flow to the
arms, legs, kidneys, and stomach. Severe cases of PAD can lead to critical limb ischaemia,
ulceration, gangrene and may result in amputation of the limbs. PAD is age-related, with its
prevalence increasing significantly with age. While PAD can impact various parts of a human
body, the PTA procedural instruments developed and manufactured by us primarily focus on
treating the lower limb PAD as the main division and accounted for more than 60% of PAD
according to epidemiology.

According to the CIC Report, the lower limb PAD prevalence has grown steadily on a
global scale. In the PRC, the lower limb PAD prevalence had grown from 40.6 million in 2015
to 47.7 million in 2021, and is expected to continue growing to 57.8 million in 2030. In Japan,
the lower limb PAD prevalence had grown from 2.8 million in 2015 to 3.1 million in 2021, and
is expected to continue growing to 3.4 million in 2030. In the U.S., the lower limb PAD
prevalence had grown from 7.3 million in 2015 to 8.7 million in 2021, and is expected to
continue growing to 10.8 million in 2030. In Europe, the lower limb PAD prevalence had
grown from 22.3 million in 2015 to 25.9 million in 2021, and is expected to continue growing
to 30.4 million in 2030. In APAC region, the lower limb PAD prevalence had grown from 18.9
million in 2015 to 24.0 million in 2021, and is expected to continue growing to 32.9 million
in 2030.

Peripheral artery disease is age-related, with its prevalence increasing significantly with
advancing age. Currently, the prevalence in high-income countries is higher than that in
low-to-middle-income countries. The following chart shows the global prevalence data of the
lower limb PAD prevalence by region:
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Global prevalence of PAD (lower limb), by region, 2015 vs. 2021 vs. 2025E vs. 2030E

2015 101 2021 M 2025E [ 2030E CAGR from 2015 to 2030E Unit: Million people
57.8
52.0
47.7
40.6
32.9
304
27.9 277
25.9
2.3 24.0
18.9
10.8
9.6
73 8.7
2.8 3.1 3.2 34

PRC Japan The U.S. Europe APAC
2.4% 1.5% 2.7% 2.1% 3.8%

Source: The Lancent; ESC guidelines on the diagnosis and treatment of PAD; China Insights Industry
Consultancy Limited

Medical treatment for peripheral arterial disease

Similar with CADs, the three primary methods of treating PADs are medical treatment,
surgical treatment and interventional treatment. Surgical treatment methods include
aorto-(bi)femoral bypass, open surgery, and extra-anatomical bypass. Interventional treatment
methods include endovascular therapy, primary stent implantation, drug-eluting balloons and
drug-eluting stents. Percutaneous transluminal angioplasty (PTA) is a medical treatment
procedure that can open up a blocked blood vessel using a catheter and a balloon, which
inflates to open the blood vessel in order to restore normal blood flow. Sometimes,
interventional and surgical methods may be adopted together to treat PAD. The treatment type
and method depends on the type and extent of lesion being suffered by the PAD patient.

Market overview

According to the CIC Report, while the volume and penetration rate of peripheral PTA
differs between countries, it is showing continuous growth globally. “Volume” of PTA refers
to the number of PTA surgeries performed in a specific region in a given year, while
“Penetration rate” of PTA refers to the percentage of patients that can be treated with PTA
surgeries actually proceeded with PTA surgeries in a specific region at a specific time. The
calculation of PTA volume is based on prevalence multiplied by PTA penetration. The
historical data of prevalence and PTA surgery volume are mainly from American Heart
Association, European Society of Cardiology, Chinese Circulation Journal and sample hospital
physicians interviews. The future penetration rate growth is in line with the historical trends.
In the PRC, peripheral PTA volume had grown from 162,400 in 2015 to 273,100 in 2021, and
is expected to continue growing to 823,200 in 2030; peripheral PTA penetration rate had grown
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from 0.4% in 2015 to 0.6% in 2021, and is expected to continue growing to 1.4% in 2030. In
Japan, peripheral PTA volume had grown from 52,200 in 2015 to 95,100 in 2021, and is
expected to continue growing to 217,000 in 2030; peripheral PTA penetration rate had grown
from 1.9% in 2015 to 3.1% in 2021, and is expected to continue growing to 6.3% in 2030. In
the U.S., peripheral PTA volume had grown from 34,500 in 2015 to 60,800 in 2021, and is
expected to continue growing to 198,100 in 2030; peripheral PTA penetration rate had grown
from 0.5% in 2015 to 0.7% in 2021, and is expected to continue growing to 1.8% in 2030. In
Europe, peripheral PTA volume had grown from 96,900 in 2015 to 160,700 in 2021, and is
expected to continue growing to 415,400 in 2030; peripheral PTA penetration rate had grown
from 0.4% in 2015 to 0.6% in 2021, and is expected to continue growing to 1.4% in 2030. In
APAC region, peripheral PTA volume had grown from 79,200 in 2015 to 160,000 in 2021, and
is expected to continue growing to 437,200 in 2030; peripheral PTA penetration rate had grown
from 0.4% in 2015 to 0.7% in 2021, and is expected to continue growing to 1.3% in 2030.

Further, according to the CIC Report, the market size of PTA procedural instruments is
also showing continuous growth globally. In the PRC, the market size by sales value was
US$166.0 million in 2015 and US$280.9 million in 2021, and is expected to reach US$976.6
million in 2030. In Japan, the market size by sales value was US$89.7 million in 2015 and
US$161.1 million in 2021, and is expected to reach US$320.4 million in 2030. In the U.S., the
market size by sales value was US$21.7 million in 2015 and US$36.3 million in 2021, and is
expected to reach US$91.3 million in 2030. In Europe, the market size by sales value was
US$61.0 million in 2015 and US$94.8 million in 2021, and is expected to reach US$194.7
million in 2030. In APAC region, the market size by sales value was US$50.0 million in 2015
and US$93.2 million in 2021, and is expected to reach US$205.3 million in 2030.

Competitive landscape

We are a major PTA balloon developer and manufacturer in the Japan and U.S. markets.
In terms of sales volume of PTA balloons in 2021, we ranked No. 3 in the Japan market and
No. 4 in the U.S. market. We achieved market share in PTA balloon market in terms of sales
volume in 2021 in Japan and the U.S. of 13% and 12%, respectively. Our ability to lead the
market is primarily due to the following reasons: (i) our track record of high product quality
has been well-recognized by hospitals and physicians and widely adopted in PTA procedures
and (ii) we constantly improve and modify our products to accommodate the evolving needs
to the physicians and patients, and provide physicians with more customized options and
convenience. In addition, we had a 1% market share in terms of sales volume in 2021 in the
Europe PTA balloon market. We also actively seek opportunities in the PRC PTA balloon
market. The key PTA market players in the PRC include Medtronic, Boston Scientific, Merit,
Cordis and Acotec. The key PTA market players in Japan include Terumo, Asahi, Boston
Scientific and Medtronic. The key PTA market players in the U.S. include Medtronic, Cordis,
Boston Scientific and Biosensors. The key PTA market players in Europe include Medtronic,
Boston Scientific, Abbott, BD and B.Braun. The following table sets forth the top five players
of peripheral balloons in the PRC, Japan, the U.S. and Europe markets in terms of sales volume
in 2021.
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Market share of PTA balloon in terms of sales volume
in 2021 by different countries/regions

PRC* Japan U.S. Europe
Company A (the U.S.) ~30% Company C (Japan) ~30% Company A (the U.S.) ~30% Company A (the U.S.) ~30%
Company D (the U.S.) ~20% Company K (Japan) ~20% Company J (the U.S.) ~15% Company D (the U.S.) ~25%
Company I (the U.S.) ~16% OrbusNeich 13% Company D (the U.S.) ~15% Company B (the U.S.) ~20%
(Hong Kong, China)
Company J (the U.S.) ~15% Company D (the U.S.) ~10% OrbusNeich 12% Company M (the U.S.) ~12%
(Hong Kong, China)
Company N (PRC) ~13% Company A (the U.S.) ~10% Company L (Europe) ~8% Company H (the U.S.) <10%

OrbusNeich 1% ranked 6-10
(Hong Kong, China)

Note: countries/regions in bracket denote the places of headquarter of respective market players
Source: China Insights Industry Consultancy Limited, expert interviews and public information

* We did not commence sales of PTA balloons in the PRC in 2021.

The table below sets forth the background, principal business and principal places of
operations/network coverage of the top market players in the PCI/PTA instrument markets:

Principal place of  Business
operations/network scale(number
Competitor Background and principal business coverage of employees)

Company A Company A is a New York Stock Exchange listed Global Over 100,000
medical device company that generates revenues
from four business segments: cardiac and vascular,
minimally invasive therapies, restorative therapies,
and diabetes.

Company B Company B is a New York Stock Exchange listed Global Over 100,000
company primarily focuses on product lines including
cardiac rhythm management, electrophysiology, heart
failure, vascular and structural heart devices for the
treatment of cardiovascular diseases, and diabetes
care products for diabetes patients, as well as
neuromodulation devices for the management of
chronic pain and movement disorders.

Company C Company C is a Tokyo Stock Exchange listed Global Over 25,000
manufacturer of medical supplies which focuses on
the cardiac and vascular segment and is engaged in
the manufacture of catheter system and
cardiopulmonary system products, the import of the
cardiopulmonary systems and artificial blood vessels,
as well as the sale of products mainly to hospitals
and clinics nationwide through agents.
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Competitor

Company D

Company E

Company F

Company G

Company H

Company 1

Company J

Company K

Background and principal business

Company D is a New York Stock Exchange listed

company offers medical device products covering

interventional cardiology, peripheral interventions,

cardiac rhythm management, electrophysiology,

endoscopy, urology and pelvic health,

neuromodulation,

and specialty pharmaceuticals.

Company E is a PRC-based Shenzhen Stock Exchange
listed company principally engaged in the research,

development, production and sale of cardiovascular

related medical equipment, medicines and health

products, as well
medical services.

as in the provision of related

Company F is a Tokyo Stock Exchange listed company

has three segments: the medical-related segment

involves in the sale of injections and infusions,

artificial organs, high function and dialysis related

medical equipment, and diabetes, generics and Kits

related medicine products.

Company G is a Tokyo Stock Exchange listed company

mainly engaged in the production of cardiac rhythm

devices, electrophysiological (EP) and ablations,

surgical products

and intervention products.

Company H is a private medical device manufacturer

which supplies products ranging from catheters to

surgical instruments.

Company I is a NASDAQ Stock Exchange listed

company designs,

develops, manufactures and

markets medical products for interventional and

diagnostic procedures in the cardiovascular and

endoscopy segments.

Company J is a private U.S. based medical device

manufacturer focusing on interventional vascular

medicine and neuroscience.

Company K is a Tokyo Stock Exchange listed company

engaged in the development, manufacturing and sale

of medical devices of ultra-fine stainless steel wire

ropes, terminal processed products, etc.

— 155 -

Principal place of

operations/network

coverage

Global

The PRC

Mainly Japan and
Asian countries

Japan

Mainly Europe,
North America
and Asia-Pacific

Mainly the U.S.

Global

Mainly Japan and
the PRC

Business
scale(number
of employees)

Over 40,000

Over 10,000

Over 35,000

501-1,000

Over 60,000

5,001-10,000

Over 3,500

5,001-10,000
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Competitor

Company L

Company M

Company N

Principal place of  Business
operations/network scale(number

Background and principal business coverage of employees)
Company L is a private company operates globally, Mainly Europe, the  0-500
offering interventional devices and solutions for PRC and Japan

patients living with coronary artery diseases.

Company M is a New York Stock Exchange listed Global Over 60,000
company focuses on developing innovative surgical,
endovascular interventions that not only meet clinical
needs but also deliver value to health systems and
improve patients’ lives.

Company N is a PRC-based Hong Kong Stock The PRC 0-500
Exchange listed interventional medical device
company and its products are mainly used for
vascular interventional treatment.

Growth drivers and future trends

There are four primary growth drivers and future trends that can be seen of the global

peripheral

artery interventional instrument market:

Increasing PAD prevalence: PAD prevalence is directly related to increasing age,
particularly among those aged over 40 years old in the population. PAD prevalence
is expected to increase in line with the global trend of aging population.

Growing popularity of early diagnosis: with technological and medical
advancements, the ability of early diagnosis for peripheral vascular diseases will
continue to improve. Rising concern for healthcare especially in developing
countries, coupled with the growing popularity of early diagnosis and GDP growth,
is expected to have a positive impact on the growth of the peripheral arterial disease
treatment market.

Continuous product upgrades and innovation: constant improvement and
innovation of PAD treatment medical devices is expected to drive the development
of this industry in the global market.

Rising demand for PTA operations: PAD patients are expected to prefer minimally
invasive surgery owing to shorter recovery time, lesser scaring and lower risk of
post-surgery complications. This is expected to drive the demand for the PTA
market.
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Threats and Challenges

For the major threats and challenges of the global peripheral artery interventional

113

instrument market, please refer to “— Overview of Percutaneous Coronary Intervention

Procedural Instrument Market — Threats and Challenges”.

Major Entry Barriers

For the major entry barriers of the global peripheral artery interventional instrument

113

market, please refer to “— Overview of Percutaneous Coronary Intervention Procedural

Instrument Market — Major Entry Barriers”.

OVERVIEW OF NEURO INTERVENTIONAL INSTRUMENT MARKET

Overview of intracranial vascular disease

Intracranial vascular disease is the most common life-threatening neurological event,
including all disorders in which an area of the brain is temporarily or permanently affected by
ischemia or bleeding and one or more of the cerebral blood vessels are involved in the
pathological process. Restrictions in blood flow may occur from vessel narrowing (stenosis),
clot formation (thrombosis), blockage (embolism) or blood vessel rupture (hemorrhage).

Treatment for Intracranial Vascular Diseases

There are three primary methods of treating intracranial vascular diseases, namely:

1.  Intravenous thrombolysis (IVT): intravenous thrombolysis is a method using
thrombolytic drugs to treat thrombosis. In the situation of ischemic stroke, this term
specifically refers to degradation of fibrin, dissolving blood clots by activating
plasminogen.

2. Neuro-interventional procedures: minimally invasive procedures, including
thrombectomy, aneurysm embolization and balloon/stent angioplasty, that are used
to treat problems affecting the blood vessels with the help of radiology and advanced
image-guidance technology. It is a cutting-edge method as a catheter-based approach
is applied on intracranial vascular diseases. A neuro-interventional procedure allows
a longer time window for treatment and comparable drug effect when compared to
IVT, while it allows minimal damage, recovery cycle and side effects when
compared to open surgery.

3.  Open surgery: the traditional type of surgery in which an incision is made using a

scalpel. By opening the skull, surgeons can find the diseased vessels visually and do
operations on them directly.
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Stent retrieving thrombectomy serves as the first-line neuro-interventional treatment for
acute ischemic stroke, while aspiration thrombectomy is experiencing fast development in
recent years with great efficacy, according to the CIC Report. Neuro artery stenting serves as
an important treatment for intracranial stenosis, and drug-eluting balloon as well as
drug-eluting stenting are anticipated to experience fast development in the future.

Market overview

According to the CIC Report, the global neuro-interventional instrument market in terms
of sale value has grown from US$1,298.5 million in 2015 to US$2,640.7 million in 2021, and
is expected to continue growing to US$4,434.0 million in 2025, representing a CAGR of 13.8%
from 2021 to 2025, and further grow to US$9,556.3 million in 2030, representing a CAGR of
16.8% from 2026 to 2030. In 2021, each of the PRC and Europe represented approximately
35%-40% and 20%-25% of the global neuro-interventional instrument market, respectively.

Global market size of Neuro interventional instrument market,
in terms of sales value*, 2015-2030E

CAGR 2015-2020 2021-2025E 2026E-2030E

[ Global neuro-interventional procedure instrument market 12.2% 13.8% 16.8%

Market breakdown by region, 2021

USD million

9,556.3

others
8,110.2

6,920.7

59332
51334

4,434.0
3,870.7

3.404.5
30119
2,640.7 Europe
22173 23129
19219

1,681.0

4860

12085 4800

2015 2016 2017 2018 2019 2020 2021 2022E  2023E  2024E 2025E 2026E 2027E  2028E 2029E 2030E
Source: China Insights Industry Consultancy Limited, expert interviews and public information

Growth drivers and future trends

In view of the above, there are four primary growth drivers and future trends that can be
seen of the global neuro-interventional instrument market:

1.  Increasing prevalence of stroke: stroke is an age-related disease with an increasing
prevalence for the elderly group. Considering the trend of aging population globally,
it is expected that an increasing number of patients will suffer from stroke in the
future.
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2. Increasing number and penetration of neuro-interventional procedures: with more
innovative neuro-interventional procedures developed for various indications,
doctors and patients will have a wider range of choices, resulting in an increasing
number of neuro-interventional procedures. Despite the currently limited number of
physicians capable of performing the procedures, more physicians will be trained to
meet the large patient demand, allowing the neuro-interventional procedures to
become a common clinical practice.

3.  Continuous product improvement and innovation: neuro-interventional procedure
devices are typically high-end medical instruments, representing technological
advances, transforming the way of clinical care with innovation. For example,
smaller incisions could reduce surgical trauma and shorten recovery time for
patients. The emergence and iteration of neuro-interventional medical devices will
promote the development of global neuro-interventional medical device market.

4. Advances in imaging techniques may improve access to vascular interventional
therapy: in recent years, with the development of imaging technology and its
increasing application in clinical practice, the intravascular environment can be
better seen and the detection rate of vascular diseases (such as unruptured
intracranial aneurysms, intermittent claudication, and threatening limb ischemia)
can be improved. In addition, technological innovations such as ischemic penumbra
have provided the basis for early stroke screening and prevention, resulting in the
discovery of more eligible patients at high risk of stroke and the expansion of the
patient population. As the use of Al algorithms increases, back-end automation of
imaging systems and analytics software will accelerate in the coming years and help
doctors achieve more efficient diagnoses.

Threats and Challenges

The major threats and challenges of the global neuro-interventional instrument market
primarily include:

Uncertainties in macro-control: In certain countries, such as the PRC, the government
regards precision medical products as a key development area and considers it to be a national
development strategy. For example, the Chinese government’s policies in the medical field
related to people’s livelihood and health are very strong, which may have a great impact on the
income and profit of the investors. It is not ruled out that the government will introduce
restrictive policies for the industry due to economic factors, political factors, macro-control
and other factors. If the government’s policies and regulations on the management of medical
institutions are strict and not biased, it will cause policy risks.
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Lack of core competitiveness: Although the R&D investment of enterprises in neuro
intervention industry is increasing year by year, the R&D investment of new enterprises is far
less than that of large multinational corporations due to the limited operating income of the
new enterprises. The low R&D investment may have negative impact on the quality of products
and the core competitiveness of the new enterprise.

Major Entry barriers

The major entry barriers for new participants of the global neuro-interventional
instrument market primarily include:

Product portfolio and solutions: Different procedures require various types and
specifications of neuro-interventional medical devices. New entrants may not be able to
compete with other market players in terms of synergies for R&D, manufacturing and
commercialization capabilities and economies of scale, and therefore cannot offer a
comprehensive product portfolio to meet the various needs.

Registration and regulatory requirements: In certain countries, such as the PRC, Class
IIT neuro-interventional medical devices generally require product registration testing and
clinical trials if they are not exempted from clinical trials under the catalog published by the
NMPA. Rigorous registration standards on safety and efficacy are implemented to regulate the
development and commercialization of these medical devices. Furthermore, the product
development and registration process may take up to five years and neuro-interventional
medical device manufacturers need to obtain manufacturing licenses and to maintain strict
compliance with GMP requirements and other various regulations in the PRC. As a result,
registration and regulatory requirements in relevant jurisdictions would become entry barriers
for new entrants in the market.

Heavy capital investment: Participation in the global neuro-intervention instrument
market requires heavy capital investment. Costs of research and development of neuro-
interventional instrument products, enhancement of product quality and performance, brand
promotion and marketing channel construction, establishing factories which enable mass
production at a strict quality standard all require significant capital expenditure and
investments. Particularly, a large amount of capital is necessary if the players hope to survive
and continuously expand in this industry. Financial pressure is an inevitable challenge for most
of the medical device startups in their initial years before they can break even, and it can take
substantial time to achieve profitability. Attracting sufficient investments and utilizing the
funds effectively and efficiently are practically hard to fulfill, presenting a huge barrier
especially for new entrants in the market.
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OVERVIEW OF STRUCTURAL HEART DISEASE INTERVENTIONAL
PROCEDURAL INSTRUMENT MARKET

Overview of structural heart disease

Structural heart disease refers to physical and physiological changes to the heart caused
by anatomical abnormalities of the heart tissues or valves. Many structural heart diseases are
present at birth (i.e. congenital), whilst others develop later in life. Types of structural heart
disease include valvular heart disease (stenosis or regurgitation of the heart valves), congenital
heart disease, heart failure, cardiomyopathy and ventricular abnormalities. Regional variation
in the prevalence of valvular heart disease is apparent. For example, screening studies in
populations of older individuals have demonstrated a prevalence of moderate or severe
tricuspid regurgitation of 2.7% in the UK and 1.1% in the PRC.

1. Tricuspid valve disease

Prevalence of tricuspid regurgitation and tricuspid stenosis in the PRC, Japan and the
APAC region has been steadily increasing, and is expected to continue to increase. Tricuspid
regurgitation prevalence in the PRC was 9.5 million in 20135, rising to 11.7 million in 2021, and
is expected to increase to 15.2 million in 2030; tricuspid stenosis prevalence in the PRC was
0.2 million in 2015, rising to 0.3 million in 2021, and is expected to maintain at 0.3 million
in 2030. Tricuspid regurgitation prevalence in Japan was 0.6 million in 2015, rising to 0.7
million in 2021, and is expected to increase to 0.8 million in 2030; tricuspid stenosis
prevalence in Japan was 0.4 million in 2015, rising to 0.5 million in 2021, and is expected to
maintain at 0.5 million in 2030. Tricuspid regurgitation prevalence in APAC region was 4.4
million in 2015, rising to 5.2 million in 2021, and is expected to increase to 6.6 million in 2030;
tricuspid stenosis prevalence in APAC region was 3.1 million in 2015, rising to 3.7 million in
2021, and is expected to increase to 4.6 million in 2030.

2.  Mitral valve disease

Prevalence of mitral regurgitation and mitral stenosis in the PRC, Japan and the APAC
region has been steadily increasing, and is expected to continue to increase. Mitral
regurgitation prevalence in the PRC was 8.6 million in 2015, rising to 10.5 million in 2021, and
is expected to increase to 13.5 million in 2030; mitral stenosis prevalence in the PRC was 0.6
million in 2015, rising to 0.8 million in 2021, and is expected to increase to 1.0 million in 2030.
Mitral regurgitation prevalence in Japan was 2.2 million in 2015, rising to 2.4 million in 2021,
and is expected to increase to 2.6 million in 2030; mitral stenosis prevalence in Japan was 0.1
million in 2015, maintained at 0.1 million in 2021, and is expected to increase to 0.2 million
in 2030. Mitral regurgitation prevalence in APAC region was 14.9 million in 2015, rising to
17.8 million in 2021, and is expected to increase to 22.5 million in 2030; mitral stenosis
prevalence in APAC region was 0.9 million in 2015, rising to 1.1 million in 2021, and is

expected to increase to 1.3 million in 2030.
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3.  Aortic valve disease

Prevalence of aortic regurgitation and aortic stenosis in the PRC, Japan and the APAC
region has been steadily increasing, and is expected to continue to increase. Aortic
regurgitation prevalence in the PRC was 11.4 million in 2015, rising to 14.0 million in 2021,
and is expected to increase to 18.0 million in 2030; aortic stenosis prevalence in the PRC was
0.5 million in 2015, rising to 0.6 million in 2021, and is expected to increase to 0.8 million in
2030. Aortic regurgitation prevalence in Japan was 0.6 million in 2015, rising to 0.7 million
in 2021, and is expected to increase to 0.8 million in 2030; aortic stenosis prevalence in Japan
was 0.5 million in 2015, rising to 0.6 million in 2021, and is expected to maintain at 0.6 million
in 2030. Aortic regurgitation prevalence in APAC region was 4.4 million in 2015, rising to 5.2
million in 2021, and is expected to increase to 6.6 million in 2030; aortic stenosis prevalence
in APAC region was 3.5 million in 2015, rising to 4.2 million in 2021, and is expected to
increase to 5.3 million in 2030.

Treatment for Structural Heart Disease

There are three primary methods of treating structural heart diseases, namely:

1. Medication therapy: drugs such as inhibitors, antibiotics, anticoagulants, beta-
blockers, diuretics and vasodilators are administered to increase the heart’s pumping
ability, control irregular heartbeats, relieve cardiovascular discomfort and prevent
blood clots. It is suitable for patients with very mild heart disease, or where surgery
is unsuitable.

2.  Transcatheter intervention: minimally invasive procedures that involve the
implantation of medical devices in the patient’s blood vessels, such as transcatheter
tricuspid valve replacement (TTVR), transcatheter mitral valve replacement
(TMVR), transcatheter aortic valve replacement (TAVR), transcatheter mitral valve
implantation (TMVI), percutaneous pulmonary valve implantation (PPVI), and
transcatheter edge-to-edge mitral valve repair (TEER). It is suitable for high-risk
patients with valvular or congenital heart diseases.

3.  Open-heart surgery: an invasive procedure where surgery will be conducted under
general anesthetic, and patients will be placed on a cardiopulmonary bypass
machine, which will temporarily act as the patient’s heart and lungs whilst surgery
is being performed. This method is suitable for patients with more advanced stage
of heart disease with severe symptoms.
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Valve Replacement Market overview
1. Transcatheter Tricuspid Valve Replacement (TTVR)

According to the CIC Report, it is expected that the first tricuspid replacement
interventional surgical device in the PRC will be launched in 2023, reaching an expected sales
volume of 1,289 units that year, growing exponentially to 6,103 by 2025 and 268,727 by 2030,
representing a CAGR of 112.6% from 2026 to 2030, translating to US$32.2 million in terms
of market size by sales value in the PRC in 2023, and rising to US$140.8 million by 2025 and
US$5,106.4 million by 2030. According to the CIC Report, it is expected that the first tricuspid
replacement interventional surgical device in Japan will be launched in 2022, reaching an
expected sales volume of 12 units that year, growing exponentially to 105 units by 2025 and
2,829 units by 2030, representing a CAGR of 106.1% from 2022 to 2025 and 91.8% from 2026
to 2030, translating to US$0.4 million in terms of market size by sales value in Japan in 2022,
and rising to US$2.8 million by 2025 and US$62.1 million by 2030. According to the CIC
Report, it is expected that the first tricuspid replacement interventional surgical device in
APAC region will be launched in 2022, reaching an expected sales volume of 124 units that
year, growing exponentially to 4,008 by 2025 and 129,870 by 2030, representing a CAGR of
218.5% from 2022 to 2025 and 99.0% from 2026 to 2030, translating to US$3.7 million in
terms of market size by sales value in APAC region in 2022, and rising to US$106.6 million
by 2025 and US$2,852.0 million by 2030.

Japan, APAC and PRC market size of transcatheter tricuspid valve
replacement surgical device

CAGR 2022E-2030E  2022E-2025E  2026E-2030E Market size by sales volume in Japan, APAC and PRC, 2015-2030E

Japan 98.0% 106.1% 91.8% Unit
APAC 138.6% 2185% 99.0% 2,829
M rre NA NA 112.6% 129.870

52 105
1907 4,008
2813 6.103

—a g

2015 2016 2017 2018 2019 2020 2021 2022F 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

CAGR 2022E-2030E  2022E-2025E  2026E-2030E Market size by sales value in Japan, APAC and PRC, 2015-2030E
Japan 90.3% 97.7% 84.6% Million USD
APAC 129.5% 206.4% 91.5%
e 62.1
PRC NA NA 104.5%

28 34 10.1

4 1066 212! Lwa
’71408 291.9 I
/528 - 018

2015 2016 2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: China Insights Industry Consultancy Limited, expert interviews and public information
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TricValve® Transcatheter Bicaval Valves is a system of two self-expanding biological
valves for the treatment of patients with hemodynamically relevant tricuspid insufficiency and
caval reflux. The prostheses are implanted percutaneously into the inferior and superior vena
cava without disturbing the native tricuspid valve. It is especially intended for use for patients
at extreme risk or who are inoperable for open surgical therapy. TricValve® Transcatheter
Bicaval Valves System is a method to address tricuspid regurgitation and caval reflux without
disturbing the natural tricuspid valve. TricValve® Transcatheter Bicaval Valves System is the
only CAVAL valve implantation available and has received CE Mark. As of the Latest
Practicable Date, there is no other TTVR product approved for commercialization globally.

2. Transcatheter Mitral Valve Replacement (TMVR)

According to the CIC Report, the first mitral valve replacement interventional surgical
device in the PRC is expected to be launched in 2022, reaching a sales volume of 350 units that
year, and is expected to grow exponentially to 2,277 units by 2025 and 46,754 units by 2030,
representing a CAGR of 86.7% from 2022 to 2025 and 82.6% from 2026 to 2030, translating
to US$8.7 million in terms of market size by sales value in the PRC in 2022, rising to US$50.4
million by 2025 and US$843.6 million by 2030. According to the CIC Report, the first mitral
valve replacement interventional surgical device in Japan is expected to be launched in 2022,
reaching a sales volume of 581 units that year, and is expected to grow exponentially to 3,060
units by 2025 and 22,850 units by 2030, representing a CAGR of 74.0% from 2022 to 2025 and
46.9% from 2026 to 2030, translating to US$16.1 million in terms of market size by sales value
in Japan in 2022, rising to US$75.3 million by 2025 and US$466.0 million by 2030. According
to the CIC Report, the first mitral valve replacement interventional surgical device in APAC
region was launched in 2020, reaching a sales volume of 1,831 units that year, and is expected
to grow exponentially to 7,834 units by 2025 and 25,248 units by 2030, representing a CAGR
of 32.9% from 2021 to 2025 and 25.7% from 2026 to 2030, translating to US$54.9 million in
terms of market size by sales value in APAC region in 2020, rising to US$192.8 million by
2025 and US$514.9 million by 2030.

Japan, APAC and PRC market size of transcatheter
mitral valve replacement surgical device

CAGR 2021-2025E  2022E-2025E  2026E-2030E Market size by sales volume in Japan, APAC and PRC, 2015-2030E

Japan NA 74.0% 46.9% Unit
APAC 32.9% 32.1% 25.7%

M e NA 86.7% 82.6% 22,850
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CAGR 2021-2025E  2022E-2025E  2026E-2030E Market size by sales value in Japan, APAC and PRC 2015-2030E

Japan NA 67.3% 41.5% Million USD
APAC 27.8% 27.0% 21.1%

| B NA 79.3% 75.3% 466.0
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Source: China Insights Industry Consultancy Limited, expert interviews and public information
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3.  Transcatheter Aortic Valve Replacement (TAVR)

According to the CIC Report, the aortic replacement interventional surgical device market
in the PRC has grown steadily from 200 units in 2017 to 4,600 in 2021, and is expected to reach
93,400 by 2030, translating to US$4.4 million in terms of market size by sales value in the PRC
in 2017, rising to US$92.4 million in 2021 and further to US$1,627.9 million by 2030. The
aortic replacement interventional surgical device market in Japan has grown steadily from
1,700 units in 2015 to 14,200 in 2021, and is expected to reach 33,900 by 2030, translating to
US$50.4 million in terms of market size by sales value in Japan in 2015, rising to US$375.2
million in 2021 and further to US$786.7 million by 2030. According to the CIC Report, the
aortic replacement interventional surgical device market in APAC region has grown steadily
from 9,484 units in 2015 to 21,300 in 2021, and is expected to reach 51,200 by 2030,
translating to US$284.5 million in terms of market size by sales value in APAC region in 2015,
rising to US$561.8 million in 2021 and further to US$1,186.5 million by 2030.

Japan, APAC and PRC market size of transcatheter aortic valve

replacement surgical device

CAGR 20152020  2021-2025E  2026E-2030E Market size by sales volume in Japan, APAC and PRC, 2015-2030E
Japan  464% 15.4% 5.5% Thousand unit
APAC  147% 11.4% 9.1% 3.9
I rrC NA 40.9% 38.6% 36
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CAGR 2015-2020 20212025 2026E-2030E Market size by sales value in Japan, APAC and PRC, 2015-2030E
Japan  43.2% 13.5% 41% Million USD
APAC  123% 9.6% 7.8%
M rrC NA 38.4% 36.7%
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Source: China Insights Industry Consultancy Limited, expert interviews and public information

Growth drivers and future trends

In view of the above, there are three primary growth drivers and future trends that can be
seen of the structural heart interventional surgery market:

1. Aging population with high prevalence of cardiac disease: structural heart disease
prevalence is directly related with increasing age, and in particular, valvular
diseases have high mortality rate. The aging population is expected to drive demand
for interventional surgery.
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2. Improvement of bio-valve technology: with technological and medical
advancements in bio-valve technology and more market education, the market share
of bio-valve devices in the PRC is expected to increase gradually.

3. Emerging interventional procedure : constant improvement and innovation of
structural heart interventional treatment medical devices is expected to drive the
development of this industry in the global market.

Threats and Challenges

The major threats and challenges of the global structural heart disease interventional
instrument market primarily include:

Patient acceptance and pricing: The risk awareness of structural heart disease is still in
an early stages to the public, and it may be difficult for patients to accept even the world’s
leading technology products immediately. The pricing of the commercialized heart valve
products is considered expensive to most of the patients, and therefore how to adjust the price
to a widely accepted range becomes a challenge to the industry.

Lifetime rejection reaction: Patients who went through transcatheter valve replacement
surgeries usually would experience rejection reactions, and are required to take anti-rejection
medications throughout lifetime. The improvement of valve designs and materials can reduce
the rejection reactions. Thus, it is a challenge for companies to design and produce artificial

valve products with reduced rejection reactions.

Major Entry barriers

The major entry barriers for new participants of the global structural heart disease
interventional instrument market primarily include:

Intensive technology and continuous product innovation: Multi-disciplinary expertise in
material and mechanical engineering, product design and manufacturing are highly demanded
in structure heart interventional instrument industry. The complexity of heart and heart valve
required highly sophisticated and precision interventional instruments. Difficulty to New
entrants may generally find it difficult to hire professionals and acquire the technologies in a
short term.

Heavy capital investment: Costs of R&D on structural heart interventional instrument are
heavy, which are mainly for the enhancement of product quality and performance, payment to
the professional developers and laboratory in the long term, brand promotion and marketing
channel construction all need fund to a significant extent. If a manufacturer hopes to survive
and subsequently expand in this industry, financial pressure is an inevitable challenge for most
of them especially in the initial years before finally breaking even. Attracting sufficient
investments and arranging the funds effectively and efficiently are practically hard to fulfill for

new entrants.
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PRICE TRENDS OF MAJOR RAW MATERIALS AND PRICE TREND
Major Raw Materials

The key raw materials used in producing our balloon and stent products are medical grade
stainless steel, polyester and nylon. Fluctuations in prices of these raw materials may be
affected by the cost structure, product pricing and profitability of balloon and stent market
players.

The average price of medical grade stainless steel in the PRC was approximately
RMBI15.2 per kilogram, RMB15.6 per kilogram, RMB15.1 per kilogram, RMB14.3 per
kilogram and RMB14.9 per kilogram in 2017, 2018, 2019, 2020 and 2021, respectively. Over
the past five years, the average price of medical grade stainless steel in the PRC has been
fluctuating, yet the price is demonstrating a growing trend overall. The average price of
medical grade stainless steel is expected to increase to RMB16.6 per kilogram in 2025.

The average price of polyester in the PRC was approximately RMB7.9 per kilogram,
RMB9.2 per kilogram, RMB7.6 per kilogram, RMBS5.4 per kilogram and RMB5.6 per kilogram
in 2017, 2018, 2019, 2020 and 2021, respectively. Over the past five years, the average price
of polyester in the PRC has been fluctuating, yet it demonstrates a gradual downward trend
overall. The average price of polyester is expected to decrease to RMB4.2 per kilogram in
2025.

The average price of nylon in the PRC was approximately RMB17.8 per kilogram,
RMBI18.1 per kilogram, RMB14.1 per kilogram, RMB11.6 per kilogram and RMB13.1 per
kilogram in 2017, 2018, 2019, 2020 and 2021, respectively. Over the past five years, the
average price of nylon in the PRC has been fluctuating, but exhibits a gradual downward trend.
The average price of nylon is expected to decrease to RMB10.2 per kilogram in 2025.

PRICE TREND OF BALLOONS AND STENTS

According to CIC Report, the average price of same model of standard PCI balloons is
generally expected to decrease over time at approximately 2% per annum after its
commercialization and product launch. In light of advances in technology and more medical
device manufacturers entering into this market, the price of same model balloon will
demonstrate a gradual downward trend in the future and new or more advanced generation of
products will enjoy a higher average selling price.

According to CIC Report, the average price of same model of standard PTA balloons is
generally expected to decrease over time at approximately 2% per annum after its
commercialization and product launch.

The average price of same model of drug eluting stent is generally expected to decrease
over time at approximately 2% per annum after its commercialization and product launch. In
light of advances in technology and more medical device manufacturers entering into this
market, the price of same model stent will demonstrate a gradual downward trend in the future
and new or more advanced generation of products will enjoy a higher average selling price.
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Our products are medical devices subject to extensive regulation in the markets in which
we operate, and such regulations 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.

EU REGULATORY OVERVIEW

Medical devices can be commercialized in the member states of the European Economic
Area (“EEA”) only if they meet the following requirements and obtain CE (Conformité
Européenne) Mark (including countries which have signed Mutual Recognition Agreement
with EU):

(1) Regulation (EU) 2017/745 on medical devices (“MDR”).

(2) Medical Device Directive (“MDD”) 93/42/EEC.

On May 26, 2021, MDD was repealed and replaced by the MDR which has become a
regulation versus a former directive, for the manufacturers who plan to commercialize medical
devices in this region. The MDR is subject to a transition period during which manufacturers
of medical devices must update their technical information and processes in line with the new
MDR. During the transition period, manufacturers may elect whether to put any new medical
devices under the MDD’s regime or under the new MDR. Under European law, a Regulation
differs from a Directive since it, as a Regulation, is directly effective in each Member State,
without the need for implementing legislation (which is required for a Directive). The new
Medical Devices Regulation has the same basic requirements as the EU Medical Devices
Directive, but is generally more stringent, especially in terms of risk classes and the oversight
provided by notified bodies. There is also more emphasis on vigilance and post-market
surveillance.

Device Classifications under MDD and MDR

In the EEA, based on MDD and MDR, devices are classified into Class I, Class Ila, Class
IIb, and Class III. The classification is a risk-based mechanism according to the nature of
human body contact and the contact duration of the medical devices. There are specific
classification rules in both MDD and MDR.

Documents required for CE conformity under MDD and MDR

Generally the medical device manufacturer shall prepare the documents for device CE
conformity assessment per MDD and MDR.

Under the regulatory frame of MDD, Class Ila and Class IIb devices shall have a technical

file (“TF”). Class III device will need a design dossier (“DD”) for the purpose of conformity
assessment.
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Under MDR, manufacturers of all classes will need to prepare a technical documentation

(“TD”) for the device conformity assessment.
MDD TF/DD requirements

The TF/DD shall be prepared according to the outlines in MDD with supporting
documents, including a general description of the product, its intended use(s), the design
specifications, the applicable standards, the pre-clinical evaluation, the clinical evaluation, the
draft label and, where appropriate, instructions for use. Normally the notified body (“NB”),
which is a third-party auditing organization that assesses quality and conformity of medical
devices, will provide a format for the TF/DD. Certain part of the TF/DD shall follow the
guidance issued by European Commission, e.g. MEDDEV 2.7/1 for clinical evaluation.

MDR TD Requirements

TD under MDR shall be prepared in accordance with MDR since Date of Application on
May 26, 2021. Technical Documentation includes both pre-market and post market sections,
the detail content requirements are listed in the Annex II and Annex III of MDR regulation
(Regulation (EU) no. 2017/745).

Assessment of Conformity

Medical devices in the EU have to undergo a conformity assessment to demonstrate that
they meet regulatory requirements to ensure they are safe and perform as intended. EU Member
States can designate accredited notified bodies to conduct conformity assessments. For
example, British Standards Institute, and TUV SUD are accredited notified bodies. The
conformity assessment procedures are outlined in both MDD and MDR. After May 26, 2021,
the medical device conformity assessment shall follow the procedures per Section 2 of Chapter
V in MDR according to the classification and device specialties. The manufacturer of Class Ila,
IIb, IIT medical devices and certain Class I medical devices (device with measuring function,
sterile device, and reusable surgical instrument) will need to lodge with a NB to assess the
conformity to MDR and other applicable regulations (e.g. Directive 2001/83/EC for medicinal
products for human use) by submitting the compiled TD per the MDR. The conformity
assessment procedures also call out the requirements for the manufacturer’s quality system.
The assessment to quality system applies to all the aforementioned devices, but varies in
system functional scope for the named Class I medical devices. Class I devices other than the
specified three categories do not need NB for the conformity assessment.

Administrative requirements under MDD/MDR

Many medical devices require a CE Mark before they can be sole in the EU. The CE Mark
may generally only be affixed to a medical device if the product has passed the conformity
assessment per the procedures outlined in MDD/MDR, and obtained the respective CE
certificates (e.g. EU quality management system certificate, and EU technical documentation
assessment certificate per MDR Annex IX).
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The CE certificates will have a maximum validity period of 5 years. The NB will perform
surveillance audit annually and unannounced audit to the manufacturer, and the suppliers
and/or subcontractors, if appropriate.

If the requirements for application of the CE Mark 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;

. the competent supervisory authority of the EU member state or contracting state of
the EEA may enforce the provisions of the MDR, e.g. by preventing the product
from being put on the market, ordering a recall or shutting down a manufacturing
site; and

. 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 Mark 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
MDR.

Medical Device Operation and Product Quality

Among EU laws applicable to product safety, the MDR mandates a substantial increase
in safety obligations of manufacturers (e.g. Article 10 and Annex I of the MDR). For instance,
medical device manufacturers are generally required to have systems for risk management,
quality management and post-market surveillance. Specifically, implementing and maintaining
a risk management system requires identifying and analyzing any known risks and
implementing solutions to eliminate or control these risks. Medical device manufacturers
generally have to conduct clinical evaluations, compile technical documentation, and
undertake a conformity assessment procedure. In addition, medical device manufacturers must
ensure that their authorized representatives have the necessary documentation permanently
available, and that the devices are accompanied by the required information. Medical device
manufacturers must also have a system for recording and reporting of incidents. If there were
to be a serious incident involving the products, the reporting timeline to a health authority
would typically be no later than 15 days after medical device manufacturers became aware of
the incident, and two days in case of serious public health threat.

The EU rules on product safety also require that the products sold in the European
Economic Area (EEA) hold certifications of conformity with the relevant harmonized standards
(Article 56 of the MDR). Once medical device manufacturers completed all applicable
obligations, they must draw up a declaration of conformity (Articles 10 §6 and 19 of the MDR)

- 170 -



REGULATORY OVERVIEW

and apply CE marking of conformity to our devices (Articles 10 §6 and 20 of the MDR, and
Article 30 of Regulation (EC) No 765/2008). The products we sell in the EU have EC
certificates and CE marking. These EC certificates cover products categorized as devices in
Class Ila and Class III. Any other products we would sell in the EEA and that would not be
covered by these EC certificates and/or would not have CE marking would require additional
EC certification and/or CE marking. Once devices are compliant with the MDR requirements,
member states cannot refuse, prohibit or restrict the making available on the market or putting
into service within their territory of these devices on the basis of the MDR (Article 24 of the
MDR).

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
MedTech Europe, 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.

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.

Product Liability

The set of product liability rules applicable to medical devices in the EEA is contained
among others in the MDR, and in general product liability laws based on national laws
implementing the Directive 85/374/EEC on Product Liability (“PLD”) and on national laws of
torts of practically all EU member states. These product liability regimes apply in parallel.

Under the MDR, medical device manufacturers must assume responsibility for
compliance with all EU legal texts applicable to these devices. The MDR adds that
manufacturers are responsible for their devices once they are on the market. Natural or legal
persons may claim compensation for damage caused by defective devices in accordance with
the applicable EU and national laws. In addition, the MDR requires medical device
manufacturers to have systems in place to cover our financial responsibility in relation to our
potential liability under the PLD (the PLD requirements will be presented below), without
prejudice to more protective measures under national law.
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The national laws implementing the PLD create a strict liability regime (i.e. without
fault). Under the PLD, liability principally rests upon the “producer” of the defective product,
component part or raw material. The notion of “producer” covers (i) any person who, by
putting his name, trade mark or other distinguishing feature on the product, presents himself
as the producer; (ii) any importer which has imported the defective product, component or raw
material into the EU market; and (iii) any supplier (e.g. the retailer, distributor or a wholesaler)
if the producer cannot be identified. For the products we sell in the EU and the ones sold by
our distributors in the EU, we qualify as a producer.

Liability under the PLD could be limited if medical device manufacturers can prove that
the consumer’s negligence caused or contributed to the damage. Liability under the PLD will
expire after three years starting from the date on which the claimant became aware or
reasonably could have become aware of the damage and its cause, the defect and the identity
of the producer. Irrespective of knowledge, a producer’s liability expires ten years from the
date on which the producer put the product into circulation. National laws of torts of EU
member states also provide other liability regimes which are for example fault-based
(negligence). A claimant may seek to recover damages beyond the limitations mentioned above
under these other regimes.

Post Market Surveillance and Vigilance

Starting from May 26, 2021, as regulated by MDR per Chapter VII, the post market
surveillance (PMS) and vigilance of a medical device shall have a PMS system to actively
gather and analysis the PMS data throughout the device’s lifetime. Proactive PMS plan and
report shall be performed at an appropriate frequency based on the device’s risk-based class.
For Class Ila, IIb and III medical devices, as the result of the PMS plan, a Periodic Safety
Update Report (“PSUR”) will be generated either biennially (for Ila) or annually (for IIb and
IIT) and made available to the NB and competent authorities. The medical device manufacturers
are also requested by the regulation to report serious incidents and field safety corrective
actions, additionally the trend report for any statistical significant increase in the frequency or
severity of the non-serious incidents. The aforementioned reporting and PSUR submission

shall follow the electronic system established by European Commission.

Import Requirements

We sell our products in the EU to distributors. Under the MDR, strict requirements on
manufacturers, importers and distributors of medical devices in the European Economic Area
(EEA) are imposed. Failure to comply with the regulatory requirements may render medical
device manufacturers to lose their marketing approvals or be subject to fines or other sanctions.
Also, as a condition to granting marketing approval of a product, the applicable regulatory
agencies may require a company to conduct additional clinical trials or remediate Current Good
Manufacturing Practice (“cGMP”) issues, the results of which could result in the subsequent
loss of marketing approval, changes in product labeling or new or increased concerns about
side effects or efficacy of a product. Medical device manufacturers must also have a named
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person responsible for regulatory compliance, who possesses the requisite expertise in the field
of medical devices. Medical device manufacturers must assign a Basic UDI-DI code to the
device and provide the code to the UDI database.

It should be noted that under the MDR, an importer, distributor or any natural or legal
person is the one who must assume the obligations incumbent on manufacturers if it does any
of the following: (a) it makes available on the EEA market a device under its own name,
registered trade name or registered trademark, except if the manufacturer agreed to be
identified as such on the label and to be responsible for the MDR manufacturers obligations;(b)
it changes the intended purpose of a device already placed on the market or put into service;
and (c) it modifies a device already placed on the market or put into service in such a way that
compliance with the applicable requirements may be affected (Article 16 of the MDR).

Our EU distributors sell our products under our company name, they do not change the
intended purpose of our devices and they do not modify them in a way that affects their
compliance with applicable requirements. In addition, to the best of our knowledge the
activities of our customers who are end-users (e.g. hospitals) do not fall within any of the three
above-mentioned categories. Therefore, our specific obligations as manufacturers under the
MDR are not transferred to our distributors or end-users customers.

Intellectual Property

Each of the 27 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.
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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 (“EPO”). 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 27 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
addition, 25 EU Member States signed an international agreement to establish the Unified
Patent Court (“UPC”). The UPC is an international court set up by participating EU Member
States to deal with infringement and validity of (opt-in) European patents and so-called Unitary
patents. The new system is intended to start on 1 April 2023. 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.

Most Member States define a patentable invention on the basis of the EPC, 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. The 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. A further six months’ extension can be
obtained under Regulation (EC) No 1901/2006 for certain pharmaceutical products for
children.

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.

Environmental Protection

In the Netherlands, waste prevention and handling is regulated in the Dutch
Environmental Management Act, which implements the European Union Waste Framework
Directive and sector-specific EU waste legislation. Waste generated at a production site in the
Netherlands has to be separated and records of waste disposal have to be kept. Non-hazardous
industrial waste, such as the packaging waste from goods delivered to the site or household like
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waste, is generally collected by municipal authorities or can be disposed of at the drop-off
point of the municipal waste disposal site. Collection or waste disposal charges are generally
due. Hazardous waste has to be kept separated at all times and may only be disposed of by
surrendering it to a certified waste collector/transporter that transports the waste to an
authorized processor. In addition, cross-border transport of waste is regulated by the European
Union Regulation on the Transboundary Shipment of Waste. Notifications or approvals and
financial security may be required for the shipment of waste, depending on the type of waste.
Shipment of hazardous waste requires both prior approval of both the sending and the receiving

member states and provision of financial security.

JAPAN REGULATORY OVERVIEW

Competent Authorities and Regulation

Pharmaceuticals and Medical Devices Agency (“PMDA”) under Japan Ministry of
Health, Labor and Welfare (“MHLW?”) is the regulatory agency for medical device control and
approve. Placing medical device onto Japan market shall follow the Pharmaceutical and
Medical Device Act. MHLW also issued series of regulations covering product classification,
registration, quality system, PMS and guidances on specific product or topic, e.g. MHLW
Ministerial Ordinance No. 169, 2004 for Manufacturing Control and Quality Control for
Medical Devices and In-vitro Diagnostic Reagents, Japanese Medical Device Nomenclature,
and Notice No. 0401038 the standard for approval for PTCA catheter.

Medical Device classification

Medical devices are categorized as four classes, namely Class I, II, III and IV,
respectively for General medical devices (Class I), controlled medical devices (Class II) and
special controlled medical devices (Class III and 1V).

Pharmaceutical and Medical Device Act

Manufacturers and sellers of medical devices in Japan are primarily subject to the
supervision of the Minister of Health, Labor and Welfare of Japan (the “Minister”) under the
Act on Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and
Medical Devices of Japan (the “Pharmaceutical and Medical Device Act”). A part of the work
performed under the authority of the Minister is delegated to prefectural governors.

Under the Pharmaceutical and Medical Device Act, a person who intends to conduct the
business of selling, leasing or providing medical devices that are manufactured (including
outsourcing the manufacturing process to a third party) or imported is required to obtain from
the Minister a manufacturing and sales license that has to be renewed every five years. The
Minister has the power not to grant the license if (i) the quality control methods for the
Designated Products are not in conformity with the Quality Management System (“QMS”)
standards as stipulated by the ministerial ordinance of the Ministry of Health, Labor and
Welfare of Japan (the “MHLW”); (ii) the post-sales safety control (i.e., the collection and
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analysis of information and data necessary for proper use, including those related to quality,
effectiveness and safety, and necessary measures to be taken based on the results thereof)
methods of the medical device are not in conformity with the Good Vigilance Practice
standards as stipulated by the ministerial ordinance of the MHLW; or (iii) an applicant falls
under certain disqualifying provisions of the Pharmaceutical and Medical Device Act.
Manufacturers and sellers that have obtained the manufacturing and sales license must appoint
a qualified general manufacturing and sales supervisor to supervise product quality control and
post-sales safety control. Such manufacturer and seller must also comply with various other
items stipulated by the ministerial ordinances of the MHLW in the process of conducting the
licensed business.

In order to conduct the business of manufacturing medical devices, the manufacturer is
also required to make a renewable, five-year manufacturing registration with the Minister for
each manufacturing site, which is classified in accordance with the ministerial ordinance of the
MHLW. The Minister has the power not to register the manufacturing site if an applicant falls
under certain disqualifying provisions of the Pharmaceutical and Medical Device Act.

In addition, the manufacture or sale of medical devices requires (i) product approval from
the Minister, (ii) third party certification or (iii) registration for each kind of product,
depending on the type of the medical device.

If any manufacturing and sales license holder becomes aware of matters concerning the
effectiveness and safety prescribed by the ministerial ordinance of the MHLW, such as an
alleged harm due to a defect in the medical device or an infection occurring from use of the
medical device, the manufacturing and sales license holder must notify the Minister in
accordance with the ministerial ordinance of the MHLW. Subject to the severity of the incident,
the notification must generally be made within 15 or 30 days of the license holder becoming
aware of the incident.

Furthermore, under the Pharmaceutical and Medical Device Act, the Minister or a
prefectural governor may take various measures to monitor the activities of licensed
manufacturers and sellers. For example, if deemed necessary to monitor their compliance with
the laws and regulations, the Minister or a prefectural governor may require licensed
manufacturers and sellers of medical devices to submit reports or carry out inspections at their
factories or offices. The Minister has the power to order licensed manufacturers and sellers to
temporarily suspend the selling, leasing or providing the medical devices in order to prevent
or mitigate any risks to public health. Further, the Minister may revoke a license granted to or
registration made by a manufacturing and sales license holder, or order a temporary business
suspension under certain limited circumstances such as the violation of laws relating to medical
devices.
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Registration and Marketing of Medical Device

In relation to medical devices to be placed on Japan market, there are two types of
licenses: (i) a business license and (ii) a license for a product, in Japanese regulation on

medical devices.

With respect to the business license, a company who intends to engage in the business of
manufacturing medical devices must obtain registration for each manufacturing facility (a
company who intends to manufacture medical devices in a foreign country and export such
medical devices to Japan must obtain registration as a Foreign Manufacturer of Medical
Devices for each manufacturing facility). Our Group has obtained a Registration Certificate for
Manufacturing Medical Devices for the manufacturing of medical devices in Japan.

In addition, a company who intends to engage in the business of marketing medical
devices must obtain a marketing license in accordance with the criteria for medical devices set
forth in the following table:

Criteria for medical devices Criteria for license

Specially-controlled medical devices First-class marketing license for medical
devices

Controlled medical devices Second-class marketing license for
medical devices

General medical devices Third-class marketing license for medical
devices

With respect to the license for a product, a company who intends to market medical
devices must make a notification (todokede), or obtain certification (ninsho) or marketing
approval (shonin) for each product, depending on the class of the product (with respect to
medical devices to be manufactured in foreign countries and exported to Japan, a Foreign
Manufacturer of Medical Devices (which is referred to as a “person with special approval for
foreign-manufactured medical devices”), instead of the marketer, can (and is not obliged to)
apply for the marketing authorization of such product, but the marketing authorization will
belong to the marketer (which is referred to as a “designated holder of marketing authorization
for foreign-manufactured medical devices”) appointed by such applicant even in such case).
Our Group has obtained a First-Class Marketing License for Medical Devices (55— Btk
oS R 72 2EFF T #5), a Sales License for Specially Controlled Medical Devices, etc. (%—E%
PR BT E 5 EFT A #8) issued by Ohta-ku and a Sales License for Specially Controlled
Medical Devices, etc. (/538 ML B R E M 5E 37 1T #) issued by Shibuya-ku for its sales
and marketing activities of medical devices in Japan.
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U.S. REGULATORY OVERVIEW

The U.S. Food and Drug Administration’s Regulation of Medical Devices

In the United States, the Food and Drug Administration (FDA) regulates medical devices
under the Federal Food, Drug, and Cosmetic Act (“FDCA”) and its implementing regulations.

1.  Classification of Medical Device in the U.S.

Medical devices are classified as Class I, Class II and Class III in the U.S. based on
elevated risks from general control and special control to premarket approval. The regulatory
requirements varies per the product class. In U.S. Code of Federal Regulation, Part 21 (Title
21 CFR) sets the classification regulations and the corresponding controls by product group
from Part 862 (clinical chemistry and clinical toxicology devices) through Part 892 (radiology
devices).

Class I devices possess minimal potential risk for patients and are comparatively simpler
in design than Class II and Class II devices. Due to the lowest risk Class I devices pose to
patients, they are 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 in limited instances, premarket
notification.

Class II devices possess risk level between Class I and Class III; most medical devices
are Class II devices. Class II devices are devices which the abovesaid general controls are not
sufficient to ensure their safety and effectiveness. The FDCA imposes special controls on top
of general controls. Special controls are usually device-specific, and include performance
standards, post market surveillance, patient registries, special labelling requirements, and pre
market data requirements. Class II devices are usually subject to premarket notification
requirements (i.e. 510(k) clearance). Our JADE NC Balloon Catheter and Scoreflex PTA BTK
scoring balloon, for example, are Class II devices.

Class IIT devices possess the highest risk level to patients, they are usually devices used
to sustain or support life, implants and can present potential unreasonable risks of illness and
injury. General controls in the abovesaid cannot ensure the safety and effectiveness of Class III
devices. Class IIT devices are subject to premarket approval requirements. For example, our
TricValve and Sapphire 3 Semi compliant balloon are Class III devices.

FDA also provide an online classification database to allow the users to identify the

product classification by product general name. The database will return the classification, the

corresponding regulation number and submission type.
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II. FDA Regulatory Regime

The FDA has three levels of clearance for medical devices; 510(k), premarket approval

and the De Novo Pathway, each of which needs specific criteria to be fulfilled in order to be

granted. Such three levels of clearance and their respective criteria are summarized as below:

Level of FDA
Clearance

510(k) Clearance

Premarket Approval
66PMA”

De Novo Pathway

Description

A 510(k) clearance is granted when it has been shown to be at
least as safe and effective as another similar, legally marketed
medical device. The submitter seeking this clearance must
provide substantial proof of equivalence in their application.
Without an approval of being substantially equivalent to the other
medical device, the one pending approval cannot be legally
marketed.

Premarket approval is issued to Class III medical devices which
have a large impact on human health and as such, their evaluation
undergo more thorough scientific and regulatory processes to
determine their safety and effectiveness. In order to approve an
application, the FDA determines that the device’s safety and
effectiveness is supported by satisfactory scientific evidence.
Upon approval, the applicant can proceed with commercialization
of the product.

Regarding the de novo classification, it is used to classify those
novel medical devices for which there are no legally
commercialized counterparts, but which offer adequate safety and
effectiveness with general controls. The FDA performs a risk
based assessment of the device in question before approval and
allowing the device to be commercialized.

Investigational Device Exemption

An investigational device exemption (IDE) allows the investigational device to be

used in a clinical study in order to collect safety and effectiveness data. All clinical

evaluations of investigational devices, unless exempted, must have approved IDEs before

any study can be initiated.

Clinical evaluation of devices that have not been cleared for marketing requires:

. an investigational plan approved by an institutional review board (IRB). If the

study involves a significant risk device, the IDE must also be approved by the

FDA;
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1.

. informed consent from all patients;

. labeling stating that the device is for investigational use only;

. monitoring of the study; and

. required records and reports.

Breakthrough Device Program

The Breakthrough Devices Program is a voluntary program for certain medical
devices that provide for more effective treatment or diagnosis of life-threatening or
irreversibly debilitating diseases or conditions. The goal of the Breakthrough Devices
Program is to provide patients and health care providers with timely access to these
medical devices by speeding up their development, assessment and review, while
preserving the statutory standards for 510(k) clearance, premarket approval, and De Novo
marketing authorization, in order to protect and promote public health.

The Breakthrough Devices Program offers manufacturers an opportunity to interact
with the FDA’s experts through several different program options to efficiently address
topics as they arise during the premarket review phase, which can help manufacturers
receive feedback from the FDA and identify areas of agreement in a timely way.
Manufacturers can also expect prioritized review of their submission.

Our TricValve was designated as a “breakthrough device” by the FDA in December
2020 as it provides for more effective treatment in irreversibly debilitating human
conditions and offers significant advantages over existing approved or cleared alternative
medical devices. The designation also indicates that the product represents breakthrough
technology and its availability is in the best interest of patients. After the designation, the
product was entitled to an expedited process of the development, assessment, and review
by the FDA.

Regulatory pathway for Medical Device in the U.S.

Generally speaking most of Class I medical devices are subject to general control, and can

be put into market after establishment registration and device listing. Most of Class II medical

devices will need a 510(k) notification to FDA, and after the receipt of the 510(k) clearance,

the product can be put into market on the basis of fulfilling the other special control

requirements outlined in Title 21 CFR. Normally Class III device will need Premarket

Approval from FDA.
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General controls usually include device registration and listing, Good Manufacturing
Practice requirements embodied in Part 820 Quality System Regulation (“QSR”) of Title 21
CFR. Special controls, per Title 21 CFR, include device specific performance standards,
postmarket surveillance, patient registries, special labeling requirements, and premarket data
requirements.

For instance, per regulation 870.5100 of Title 21 CFR, a standard Percutaneous
Transluminal Coronary Angioplasty (PTCA) Catheter is classified as Class II. The special
control for this device is “Class II Special Controls Guidance Document for Certain
Percutaneous Transluminal Coronary Angioplasty (“PTCA”) Catheters.” While per the same
regulation, a Cutting/scoring PTCA Catheter is classified as Class III, and will need approval
before commercial distribution.

IV. Pre-Clinical and/or Clinical Evaluations

The marketing authorization for medical devices requires a developer of the medical
device in development to prepare information and data demonstrating the device’s safety and
effectiveness. Certain devices, such as implantable devices, their safety and effectiveness may
need to be demonstrated through clinical evaluations. When conducting clinical evaluations,
the manufacturers, sponsors, clinical investigators and institutional review boards are subject
to the FDA regulation known as the Good Clinical Practices, and 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) need to be complied with.

Investigational Device Exemptions

Before starting clinical evaluations, the FDA may request the sponsors to submit
IDE applications, usually when there is a significant risk device that will be used in the
clinical studies, or when the clinical study is exempt from the informed consent
requirement or if the FDA deemed necessary otherwise. A significant risk device is a
device that is intended to be used as an implant, or a device to be used in supporting or
sustaining human life, or a device intended to be used with substantial importance in
diagnosing, curing, mitigating, or treating disease; or otherwise a device which can
prevent impairment of human health; and therefore possesses the potentially serious risks
to the health, safety and welfare of the test subject. If the FDA requires the sponsors to
submit an IDE application, then the clinical study cannot proceed until the FDA has
approved the IDE application. Vice versa, if a device to be studies is not a significant risk
device, then an FDA’s review of the IDE application will not be necessary. If the sponsors
or investigators want to make changes to the investigation plan that may affect its
scientific soundness, study indication, or the rights, safety, or welfare of human subjects,
IDE supplements must be submitted to and approved by the FDA.
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The FDA may disapprove and deny an IDE application upon review if the FDA has
reasons to believe that the risks to the test subjects outweigh the anticipated benefits to
the test subjects or the data and information to be collected or gained. The FDA can
disapprove and deny an IDE application if it believes there isn’t adequate informed
consent, the clinical studies are scientifically unsound, or it questions the safety and the
effectiveness of the devices. The FDA can also disapprove and deny an IDE application
if the sponsors fail to respond to the FDA’s requests for additional information, if there
is/are untrue statement(s) of material facts or omission of material facts in the application,
or the FDA has other concerns in general.

Clinical Studies for Medical Devices

There are several types of clinical studies that may be needed to demonstrate the
safety and effectiveness of a medical device in development; they are early feasibility
studies, traditional feasibility studies and pivotal studies.

An ecarly feasibility study is a limited clinical investigation of a medical device
before non-clinical testing can be used, or information is lacking for advancing the
development process. Early feasibility studies are designed to test specific indications, for
example, to test an innovative device for a new or existing intended use, or a
commercialized device for a new clinical application, and usually involve limited number
of test subjects, typically less than ten. A traditional feasibility study aims to provide
preliminary safety and effectiveness information or data on a final or near-final product
design, for the purpose of preparing for a pivotal study. A traditional feasibility study
does not necessarily need to be preceded by an early feasibility study. A pivotal study is
a clinical study that is design to provide definitive evidence of a device’s safety and
effectiveness for its specific indication. Pivotal studies are usually conducted on a
statistically justified testing group size. A pivotal study may or may not be preceded by
a traditional feasibility test.

The sponsors may start the clinical studies 30 days after the FDA receives the IDE
application, but sponsors cannot proceed with the clinical studies if the FDA notifies the
sponsor of any delay.

Informed Consent Requirement

Given the fact that many devices used in the abovementioned clinical studies have
not previously been approved by the FDA for its safety and effectiveness, most FDA
regulations require informed consent from test subjects so to ensure that the subjects are
fully aware of the potential risks involved with participating in the clinical study along
with other necessary information. FDA regulations require the investigator of a clinical
investigations to obtain legally effective informed consent from the test subjects before
the investigation can begin. Although there are exemptions from the informed consent
requirement, it is still required for most clinical investigations.
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Institutional Review Boards (IRBs)

IRBs are designated to ensure, in advance and periodically, that appropriate
measures are taken to protect the rights, safety and welfare of humans subjects in a
research. The IRB has the authority to approve, require modifications in (to secure
approval), or disapprove research. IRBs use a group process to review research protocols
and related materials (e.g., the informed consent documents referenced above) and they
must monitor and review an investigation throughout the clinical study. If an IRB decides
that a clinical investigation involves a significant risk device, then it must inform the
investigator and the sponsor if necessary. The sponsor may not proceed with the
investigation until the FDA has approved it.

FDA regulations govern that IRBs are group of professionals that has been engage
to review and monitor biomedical research on human subjects. IRBs have to be registered.
IRBs must fully comply with all applicable IRB regulation requirements. The FDA does
periodic inspections of the IRB’s records and procedures to determine compliance with
the regulations.

V. U.S. Pricing and Reimbursement

Sales of medical devices in the U.S. market, will depend, in part, on their coverage by
third-party payors, such as government health programs, commercial insurance and managed
healthcare organizations. Therefore, pricing of our products are predominately subject to
market forces.

The Patient Protection and Affordable Care Act (ACA) came into effect in 2010. The ACA
intends to widen the coverage of health insurance, including for at least a portion of drug costs,
through the combination of insurance market reforms, an expansion of Medicaid and its
subsidies. The ACA has many provisions designed to generate the enough revenues to fund the
expanding coverage and to lower the costs of Medicare and Medicaid. The ACA also included
provisions that created programs requiring all individuals to have health insurance with limited
exceptions, and imposed increased taxes, shifting the industry to value-based care. One of
these taxes is a 2.3% excise tax on United States sales of most medical devices.

General legislative cost control measures may also affect reimbursement for our products.
The Budget Control Act of 2011, as amended, resulted in the imposition of 2% deductions in
Medicare (but not Medicaid) payments to providers in 2013 and, except for a suspension from
May 1, 2020 through December 31, 2020, will remain in effect through 2030 unless additional
Congressional action is taken. Significant spending reductions affecting Medicare, Medicaid or
other publicly funded or subsidized health programs that may be implemented and/or any
significant taxes or fees that may be imposed on us could have an adverse impact on our results
of operations.
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VI. Quality system and Post-market Requirements

Quality System Regulation

Putting a medical device onto the U.S. market, from a manufacturer perspective, is
legally bonded with quality system compliance to Part 820 of Title 21 CFR, the QSR.
Similar as ISO 13485 but as a high level regulation, QSR covers the typical operation
functions including design control, document control, purchasing control, production and
process control and etc. All the applicable requirements shall be fulfilled according to the

functions of the entity for the marketed devices.

As one of the initiator of Medical Device Single Audit Program (“MDSAP”), FDA
accepts compliance to the QSR if the manufacturer passes the MDSAP audit.

Factory inspection for Quality system compliance

FDA performs onsite inspection of factories if necessary. FDA categorizes the
results of its onsite inspection as follows:

No action indicator (“NAI”) which means no observations are found during the

inspection;

- Voluntary action indicator which represents non-conformity(ies) in Form 483

requiring the manufacturer’s response;

—  Official action indicator (“OAI”) which means systemic issues usually caused
by major findings or multiple findings, in case of OAI, the manufacturer will
receive a warning letter.

The recent FDA inspection to OrbusNeich was a pre-PMA inspection at the end of
December of 2020 with the result of NAIL

Establishment Registration and Device Listing

Establishment registration and device listing typically happen after either 510(k)
clearance or PMA approval, or for devices exempted from premarket notification, before
placing the products onto market. Besides the manufacturer, certain companies will also
be required for the registration including the contract manufacturer, contract sterilizer,
initial importer and among others. This registration enables the agency to keep track of
the establishment information for medical devices that are being marketed in the United
States. Foreign manufacturers will need a U.S. agent as the liaison with FDA. All
facilities must renew their registrations between October 1 and December 31 of each
fiscal year.
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Device listing as part of the establishment registration will need the manufacturer to
provide the cleared/approved product information and the products exempted from
premarket notification.

The online system which is known as FDA Unified Registration and Listing System
will then return a Firm Establishment Identifier number for the entity and a listing
number(s) for the device which will be used for the Unique Device Identifier (“UDI”)
system uploading in the Global Unique Device Identification Database (“GUDID”).

Labeling and Packaging

Part 801 of Title 21 CFR outlines the requirements to labeling including general
requirements and special requirements for specific devices, as well as the UDI
requirements.

UDI includes a Device identifier, a mandatory, fixed portion of a UDI that identifies
the labeler and the specific version or model of a device, and a Production identifier, a
conditional, variable portion of a UDI that identifies one or more of the following when
included on the label of a device:

Lot or batch number within which a device was manufactured;

- Serial number of a specific device;

—  Expiration date of a specific device;

—  Date a specific device was manufactured;

- Distinct identification code required by §1271.290(c) for a human cell, tissue,
or cellular and tissue-based product (HCT/P) regulated as a device.

The FDA Unique Device Identification System final rule (UDI Rule) requires device
labelers (typically, the manufacturer) to:

- Include a unique device identifier (UDI) on device labels and packages, except
where the rule provides for an exception or alternative.

o If a device is intended for more than one use and intended to be
reprocessed before each use, the device labeler must also mark the UDI
directly on the device.

- Submit device information to the GUDID.

Promotion and advertising materials are considered as part of the product labeling
and subjected to regulatory control.
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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.

MDR may be submitted through FDA’s electronic Medical Device Reporting
database, and must include known or reasonably known 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.

VII. Advertisements of Medical Devices in the U.S.

A product can be subject to different regulatory schemes (drug, device, food, cosmetic,
consumer product, etc.) depending on how the FDA categorizes them based on their intended
use. The FDA regulates the labels, labelling and advertising of over-the-counter, prescription
and restricted medical devices. Labels and labelling of medical devices must contain specific
information, including but not limited to:

. statement of identity;

. manufacturer, packer and/or distributor;

. net quantity;

. directions for usage;

. frequency and duration of administration or application;
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o 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;

. warning statements (if any);

. indication for use;

. Risks (if applicable);

Labels, labeling and advertisement of medical devices cannot claim that a device is safe
and effective for uses which that FDA has not reviewed and approved. Non-compliance or
violation of these advertising and promotion 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 enforcement actions. Off-label promotion violations may
too render a device adulterated or misbranded, and subject 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.

VIII. Registration and Listing

Under the FDCA, all persons and parties that own or operate any establishment which
engages in manufacturing, preparing, propagating, compounding or processing a medical
device, needs to be registered with the FDA, in order to allow the FDA to keep track of the
establishment information for medical devices that are being marketed and sold in the United
States. All facilities must renew their registrations between October 1 and December 31 of each
fiscal year, failures of which constitutes a violation of the FDCA.

The FDA also requires a list of the medical devices in commercial distribution from the
owner or operator of the 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 if applicable, the parent, subsidiary, or affiliate of the
owner or operator. The list must be provided at the time of registering the establishment. Any
changes must be reflected on FDA’s database within 30 days of such change, failures of which
constitutes a violation of the FDCA.

HONG KONG REGULATORY OVERVIEW
In Hong Kong, an entity involving medical device distribution and sales are subject to
regulatory controls including the requirements to the entity, and the listing requirements.

Regulatory requirements to the entity include commercial registration, company listing,

medical device listing and other applicable corporation laws and regulations.
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Regulatory Requirements to Medical Device Company in Hong Kong

Regulatory requirements to a medical device company can be divided into general
corporation laws and regulations, and then the laws and regulations issued by Medical Device
Division (formerly known as Medical Device Control Office) under Department of Health
(“DOH”).

Laws and Regulations on the General Business in Hong Kong

Business Registration and other General Regulations

All companies incorporated or registered in Hong Kong (including “shelf” companies and
Hong Kong companies carrying out business outside Hong Kong) are required to register. In
addition, every person carrying on any business in Hong Kong has to apply for business
registration.

Where the business of a company or person is carried out through a branch of the
business, application for branch registration is also required.

Once registered, the corporation shall comply with other applicable social and financial

regulations, including employment, fund schemes, occupational and health safety, tax etc.

Listing Requirements under Medical Device Administrative Control System

Per the Guidance Notes: GN-01, Overview of the Medical Device Administrative Control
System (“MDACS”), issued by DOH, the importer, local manufacturer and the distributor may
be listed in the MDACS per GN-07, GN-08 and GN-09 respectively, though the requirements
now is voluntary.

If an oversea manufacturer of the medical devices does not have an office in Hong Kong,
a Local Responsible Person (“LRP”) is required, and will need to take the obligations of
application for listing medical devices, complaint handling, reporting of adverse events and
other field actions as per GN-01. LRP will need to be listed while a device listing which will
be required for the usage of a device in public hospital as explained in the section below.

Listing and Classification of a Medical Device
As per GN-01, listing of a device is voluntary. However, since using a medical device in
public hospital will need the approval from Hospital Authority (“HA”). The application to HA

will reference the listing number of the device, which makes the listing of a device as
necessary.
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Medical device classification in Hong Kong adopts the classification rules promulgated
by the International Medical Device Regulator Forum. According to TR-003, Classification
Rules for Medical Devices, Medical Devices are classified as Class I, II, III, IV for low risk
devices, low-moderate risk devices, moderate-high risk devices and high risk devices.

Class I devices are free from the listing. Other devices shall follow GN-02: Guidance
Notes for Listing Class II/III/IV General Medical Devices to prepare the application with
supporting documents, and then submit to Medical Device Division. Medical Device Division
will review the application and issue a Certificate of Listing after the completeness of review.
The certificate will be valid for 5 years and renewal of the certificate shall be started at least
3 months before the expiry date as per GN-01.

Product Quality and Liability

The contract sale of medical devices in Hong Kong are governed by the Sale of Goods
Ordinance (Cap. 26) (“SOGO”). SOGO provisions impose certain implied terms, conditions
and/or warranties on the goods sold, including goods supplied must be of merchantable quality;
reasonably fit for the purpose for which the purpose made known to the seller; and corresponds
with the description and sample (if applicable).

The Consumer Goods Safety Ordinance (Cap. 456) imposes a statutory duty on
manufactures, importers and suppliers of consumer goods, medical devices included, to ensure
the reasonable safety having considered all the relevant circumstances of their products. Under
the Consumer Goods Safety Ordinance (Cap. 456), it is an offence for a person to supply,
manufacture or import into Hong Kong consumer goods which fail to meet the general safety
requirements or product-specific safety requirements. Failure of compliance may result in
product withdrawal, fines and/or imprisonment. The Consumer Goods Safety Regulations
(Cap. 456A) requires that any warning or caution related to the safe keeping, use, consumption
or disposal of any consumer goods must be given in both English and Chinese. The warning
or caution label must be legible and placed in a conspicuous position on the consumer goods,
or any package of the consumer goods, or on a label securely affixed to the packaging or a

document enclosed in the package.

Packaging, Advertising and Promotion

Under the Trade Descriptions Ordinance (Cap. 362), false trade descriptions, false,
misleading or incomplete information, false marks and misstatements in respect of goods
supplied are prohibited. The Trade Descriptions Ordinance (Cap. 362) requires information or
instructions related to the good to be marked, accompanied with the goods, or to be included
in advertisements.

- 189 —



REGULATORY OVERVIEW

The Undesirable Medical Advertisements Ordinance (Cap. 231) prohibits the use of any
advertisements that will likely lead to the use of any surgical appliance or treatment, including
the use of medicine and surgical appliances, of certain diseases or conditions, including, among
others, any disease of the heart or cardiovascular system, including rheumatic heart disease,
arteriosclerosis, coronary artery disease, arrythmias, hypertension, cerebrovascular disease,
congenital heart disease, thrombosis, peripheral artery disease, oedema, retinal vascular change
and peripheral venous disease.

Transfer Pricing Laws and Regulations in Hong Kong

Regulations concerning transfer pricing between associated enterprises can be found in
the Inland Revenue Ordinance (Chapter 112 of the Laws of Hong Kong) (the “IRO”) and the
comprehensive double taxation agreements (the “DTAs”) between Hong Kong and other

countries or territories, including the Mainland China.

Under section 60 of the IRO, where it appears to an assessor that for any year of
assessment any person chargeable with tax has not been assessed or has been assessed at less
than the proper amount, the assessor may, within the year of assessment or within six years
after the expiration thereof, assess such person at the amount or additional amount which,
according to his judgment, such person ought to have been assessed, and, provided that where
the non-assessment or under-assessment of any person for any year of assessment is due to
fraud or wilful evasion, such assessment or additional assessment may be made at any time
within 10 years after the expiration of that year of assessment.

Section 61A of the IRO stipulates that where it would be concluded that person(s) entered
into or carried out transactions for the sole or dominant purpose to obtain a tax benefit (which
means the avoidance or postponement of the liability to pay tax or the reduction in the amount
thereof), liability to tax of the relevant person(s) will be assessed (a) as if the transaction or
any part thereof had not been entered into or carried out; or (b) in such other manner as the
supervising authority considers appropriate to counteract the tax benefit which would
otherwise be obtained.

The DTAs contain provisions mandating the adoption of arm’s length principle for pricing
transactions between associated enterprises. The arm’s length principle uses the transactions of
independent enterprises as a benchmark to determine how profits and expenses should be
allocated for the transactions between associated enterprises. The basic rule for DTA purposes
is that profits tax charged or payable should be adjusted, where necessary, to reflect the
position which would have existed if the arm’s length principle had been applied instead of the

actual price transacted between the enterprises.
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The Departmental Interpretation and Practice Notes No. 45—Relief from Double Taxation
due to Transfer Pricing or Profit Reallocation Adjustments issued by the Inland Revenue
Department in April 2009 makes it available that where double taxation arises as a result of
transfer pricing adjustments made by the tax authorities of another jurisdiction, a Hong Kong
taxpayer may potentially claim relief under the tax treaty between Hong Kong and that country
(jurisdictions that entered into tax arrangements with Hong Kong includes the Mainland
China).

The Inland Revenue Department also issued Departmental Interpretation and Practice
Notes No. 46 (“DIPN 46”) in December 2009 on Transfer Pricing Guidelines — Methodologies
and Related Issues. As stated in DIPN 46, transfer pricing documentation is not mandatory
under the TRO and the taxpayers are not expressly required to create specific documents
showing compliance with the arm’s length principle. The Inland Revenue Department further
issued Departmental Interpretation and Practice Notes No. 48 in March 2012 which provides
a mechanism for taxpayers to pre-agree their transfer pricing arrangements with the Inland
Revenue Department.

In July 2018, the Inland Revenue (Amendment) (No. 6) Ordinance 2018 (the
“Amendment Bill”) was enacted to introduce a legislative framework to codify how the
pricing for the supply of goods and services between associated parties should be determined
and implemented. Codified international transfer pricing principles include, amongst others,
the arm’s length principle for provision between associated persons, the separate enterprises
principle for attributing income or loss of non-Hong Kong resident person, and the three-tier
transfer pricing documentation relating to the master file, local file and country-by-country
reporting. Based on the Amendment Bill, a person who have a Hong Kong tax advantage if
taxed on the basis of a non-arm’s length provision (the “advantaged person”) will have
income adjusted upwards or loss adjusted downwards. The advantaged person’s income or loss
is to be computed as if arm’s length provision had been made or imposed instead of the actual
provision. If the advantaged person fails to prove to the satisfaction of the assessor of the
Inland Revenue Department (“IRD”) that the amount of the person’s income or loss as stated
in the person’s tax return in an arm’s length amount, the assessor of the IRD must estimate an
amount as the arm’s length amount and, taking into account the estimated amount (a) make an
assessment or additional assessment on the person; or (b) issue a computation of loss, or revise
a computation of loss resulting in a smaller amount of computed loss, in respect of that person
pursuant to section SOAAF of the IRO. In July 2019, the Inland Revenue Department further
issued the Departmental Interpretation and Practice Notes No. 58 (“DIPN 58”), No. 59 (“DIPN
59”) and No. 60 (“DIPN 60”) to set out interpretations to the Amendment Bill.
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PRC REGULATORY OVERVIEW
Laws and Regulations Relating to Medical Devices Administration

Our business operations in the Mainland China are subject to a number of laws and
regulations relating to the medical devices administration. The main regulatory authorities of
the PRC’s medical devices industry are National Medical Products Administration ([H %44},
RS MR) (“NMPA”) and its local counterparts, whose predecessor were China Food and
Drug Administration (B & 255 5 BHEFEAE)S) (“CFDA”) and its local counterparts.

Classification of Medical Devices

According to the Regulation on the Supervision and Administration of Medical Devices
(BRI S BHE B 9]) (“Regulation on Medical Devices”) which was promulgated on
January 4, 2000 and latest amended on February 9, 2021 by the State Council, the PRC
implements classified administration of medical devices which are classified as Class I, Class
II and Class III based on the degree of risks from low to high. Class III medical devices are
those with high risks, such as life sustaining, life-supporting or implantable devices, whose
safety and effectiveness shall be ensured through special measures for strict control and
management.

The classification of a medical device, among others, determines (i) whether a
manufacturer or a seller needs to obtain a production license or an operation license in order
to manufacture or sell this medical device in the PRC and which level of regulatory authority
has jurisdiction over such license and (ii) which type of registration requirements is applicable
to such medical device.

During the Track Record Period and up to the Latest Practicable Date, our finished
medical products were all registered as Class III medical devices with NMPA.

Registration of Medical Devices

According to the Measures for the Administration of Medical Devices Registration and
Filing (B4 bt it BLAG 22 FEAF%) promulgated by the State Administration for Market
Regulation (“SAMR”) on August 26, 2021 and effective from October 1, 2021, Class III
medical devices are subject to product registration-based administration. NMPA is responsible
for reviewing the registration of both domestic and imported Class III medical devices and

issuing the relevant registration certificates.
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A.  Technical requirements and registration testing

As stipulated by the Measures for the Administration of Medical Devices
Registration and Filing (BEFR&MEE M B 2 HIHE), prior to applying for the
registration of Class III medical devices, the registrant shall draw up the product technical
requirements applicable to such medical devices. The product technical requirements
shall mainly include the functional and safety indicators that can be objectively assessed
for the finished medical devices products and testing methods.

Furthermore, it is required to conduct registration testing in accordance with the
product technical requirements and submit a testing report to apply for the registration of
Class III medical devices. The testing report of such medical device products submitted
for registration can be self-testing report issued by the applicant itself or the testing report
issued by a qualified medical device testing institution. Only those medical devices
testing as qualified can be further submitted to conduct clinical trials or apply for
registration.

B.  Clinical evaluation

Clinical evaluation is required for the registration of Class III medical devices, with
some specific exceptions. According to the Regulation on Medical Devices and the
Measures for the Administration of Medical Devices Registration and Filing (5 Bt#8 Wit
ﬂﬂﬁi%%%ﬁﬁ?ﬁ%), in the clinical evaluation, the safety and effectiveness of medical
devices can be proved through (i) clinical trials or (ii) the analysis of clinical literatures
and materials, by taking into account the product feature, clinical risk, existing clinical
data, etc., and medical devices may be exempt from clinical evaluation under any of the
following circumstances: (i) the medical device has clear working mechanisms, finalized
design and mature manufacturing process, and the medical devices of the same type that
are available on the market have been used in clinic for years without any record of
serious adverse event, and the medical device will not change the general purposes
thereof; (ii) the safety and effectiveness of such medical device can be proved through
other non-clinical evaluation methods. NMPA has the authority to formulate, adjust and
publish the catalog of the medical devices exempt from clinical evaluation (the
“Exemption Catalog”).

As of the Latest Practicable Date, the latest version of the Exemption Catalog was
the Notice on Publishing Medical Device Catalog Exempted from Clinical Evaluation ([
A EE AT G A i PR R B AR H #% 1038 %) promulgated by NMPA on September 16,
2021 and effective on October 1, 2021.

During the Track Record Period and up to the Latest Practicable Date, certain of our

balloons and microcatheter products have been listed in the Exemption Catalog and
therefore had been exempted from clinical evaluation.
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C. Registration process

The registrant shall apply for medical devices registration after completing the
safety and effectiveness research of the medical devices, and shall be well prepared to
accept the the quality management system verification. The application documents shall
include the applicable technical requirements, registration testing report and clinical trial
evaluation report (if applicable) and other documents as required by the regulators. For
medical devices which meet the requirements of safety, effectiveness, and quality control,
the medical devices regulatory authority will issue a medical device registration
certificate.

The medical device registration certificate is valid for 5 years. In the event of any
substantial change of the design, raw material, production process, scope of application
or use methods, etc., that may affect the safety and effectiveness of the registered Class
IIT medical devices, the registrant shall apply for the registration of such change; in the
event of any other change of the registered Class III medical devices thereof, registrant
shall apply for filing of such change. If the medical device registration certificate needs
to be renewed upon expiration, the registrant shall make the application for registration
renewal at least 6 months prior to the expiry date of the medical device registration
certificate.

We obtained the Class III medical device registration certificates for our stents and
angioplasty balloons in the PRC, which are within the validity term as of the Latest
Practicable Date.

Production Supervision and Quality Management
Medical Devices Production License

According to (i) the Regulation on Medical Devices, (ii) the Measures for the Supervision
and Administration of the Production of Medical Devices (Eastlizt & BB HHEHE)
promulgated by CFDA on July 30, 2014 and latest amended on November 17, 2017 and (iii)
the measures of the same name of (ii) which was promulgated by SAMR on March 10, 2022
and was effective and replaced (ii) on May 1, 2022, the enterprises which intend to engage in
the production of Class III medical devices shall apply for medical devices production license
(BRI AE S 7P n] #%) at the provincial level of the medical product regulatory authority
which will issue to the applicant a medical device production license if the relevant
requirements are satisfied. The medical device production license is valid for five years. In the
event of a change to the content of the medical device production license, the manufacturer
shall make an application to license-issuing authority for change of licensed items or change
of registered items (as the case may be). If medical device production license needs to be
renewed upon expiration, the manufacturer shall make the application for renewal within the

prescribed time limit prior to the expiry date of the medical device production license.
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As of the Latest Practicable Date, ONM Shenzhen held the medical device production
license with the expiry date of July 17, 2024, which was issued by Guangdong Medical Product
Administration on May 15, 2020.

Quality Assurance

As stipulated by the Regulation on Medical Devices and the Measures for the Supervision
and Administration of the Production of Medical Devices (2&%Ess i/ i BB B, the
medical device manufacturing enterprises shall comply with the standards of medical devices
production and quality assurance, establish a quality assurance system and maintain its
effective operation. The medical device manufacturing enterprises shall conduct
comprehensive self-inspection on the performance of the quality assurance system on a regular
basis. A medical device manufacturer shall record the process for procurement, manufacturing
or inspection of raw materials and shall assure the record to be true, accurate and complete and
be traceable.

The Medical Devices Good Manufacturing Practice (%% kA a2 &% H i) which
was promulgated by CFDA on December 29, 2014 and came into effect on March 1, 2015, sets
out the detailed requirements for the medical device production enterprises to establish and
effectively maintain a quality control system commensurate with the medical devices produced
and to integrate the risk management into the whole process of medical device design,
development, production, sale and after-sales service where the measures to be taken shall be
compatible with the risk relating to the products.

Post-Market Quality Surveillance

In accordance with the Administration Measures for Medical Device Adverse Events
Monitoring and Re-evaluation (F&BERMAS B 344 B HIAN R EE FEHHE), the holder of
medical device registration certificate is obliged to collect information with respect to medical
device adverse events and report to the monitoring technical regulators timely. The medical
device adverse events are classified as individual medical device adverse events and group
medical device adverse events. In the event an individual medical device adverse event occurs,
the holder is required to conduct investigations immediately and report within 7 days in case
of death or within 20 days in case of serious injury, possible serious injury or possible death.
In the event a group medical device adverse event occurs, the holder, other business operator
or user who is aware of the group medical device adverse event shall report to the competent
regulators within 12 hours.

The Administrative Measures for Medical Device Recalls (BEEE#SH A B L),
which was promulgated on January 25, 2017 and came into effect on May 1, 2017, regulates
that a medical device manufacturer, as the responsible person for controlling and eliminating
product defects, shall take the initiative to recall defective products. Medical device
manufacturers shall determine the level of recall based on the specific situation and properly
formulate and implement the recall plan based on the recall level and the sale and use of the
medical devices.
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According to the Regulation on Medical Devices, the medical devices regulatory
authorities have the authority to conduct onsite supervision and inspection on product samples.
In practice, NMPA and its local counterparts may publish the results of inspection on the
product samples on their websites.

Product Liability

According to the Civil Code of the PRC ("% A\ RILANE 1% ) which was passed by
the National People’s Congress (22 A RACFE K E) on May 28, 2020 and effective on January
1, 2021, if a patient suffers damages due to defects of medical devices, the patient is entitled
to claim compensation against the manufacturer of such medical devices or the medical
institution. If a patient claims compensation against the medical institution, the medical
institution has the right to recover the compensation from the manufacturer of such medical
devices after it pays the compensation to the patient.

The Product Quality Law of the PRC ("1 & A\ R 3L FI B 2 5y B 5 7%), which was passed by
the Standing Committee of the National People’s Congress (the “SCNPC”) on February 22,
1993 and latest amended on December 29, 2018, applies to all production and marketing
activities within the territory of the PRC. Pursuant to this law, a manufacturer shall be
responsible for the quality of products it manufactures and shall be liable for compensation for
damages (including personal injuries and property damages) caused by its products with
defects. In addition, the enterprise, which manufactures or sells the products failing to meet the
national or industry standards for ensuring human health, personal safety and property safety,
may face the administrative liabilities, such as suspension of production or sales activities,
payment of penalties and confiscation of illegal income, and, in serious scenario, revocation of
business license, and it may even face the criminal liabilities if such act constitutes a crime.

Sales or Distribution of Medical Devices
Medical Device Operation License

Under the Measures for the Supervision and Administration of the Operation of the
Medical Devices (F&ME&MARE BB & ML) promulgated on July 30, 2014 and latest
amended on November 17, 2017 by CFDA and the measures of the same name of the former
which was promulgated by SAMR on March 10, 2022 and was effective and replaced the
former on May 1, 2022, the enterprise to engage in the operation activities of Class III medical
devices shall obtain the medical device operation license (BEREARMALE FFrla) from the
municipal level of medical product regulatory authority and operation activities of medical
devices include wholesale and retail of medical devices in which the enterprises engaging are
required to establish the sales record system. The medical device operation license is valid for
five years. In the event of a change to the medical device operation license, the enterprise shall
make an application to license-issuing authority for change of the license. If medical device
operation license needs to be renewed upon expiration, the enterprise shall make the
application for renewal within the prescribed time limit prior to the expiry date of the medical
device operation license.
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As of the Latest Practicable Date, ONM Shenzhen held the medical device operation
license with the expiry date of July 26, 2023, which was issued by Shenzhen Administration
for Market Regulation on July 27, 2018 and re-issued on February 8, 2021.

Centralized Procurement of Medical Devices

In the PRC, the public medical institutions are required to, implement the centralized
procurement for their purchase of the high-value medical consumables which are brought into
the centralized procurement scope. The Code on Centralized Procurement of High Value
Medical Consumables (Trial) (/i 5 F#EM 4E o R I TAE RIS (7417)) issued on December 17,
2012, provides that (i) the provincial level government should establish and maintain the online
centralized procurement platform of high value medical consumables and formulate the
centralized procurement catalog for its administrative region; (ii) all public medical institutions
in that administrative region should purchase through the centralized procurement platform the
high value medical consumables listed in the centralized procurement catalog and cannot
purchase, in principle, the ones not listed in the above catalog; and (iii) the manufacturer of the
high value medical consumables (including the deemed manufacturer, such as the PRC general
agent for imported products) should directly bid on the centralized procurement platform.

In recent years, the PRC governments strengthened the implementation of centralized
procurement system of high-value medical consumables with the aim of improving the pricing
mechanism and reducing the inflated prices of the high-value medical consumables.

On July 19, 2019, the General Office of the State Council of the PRC promulgated the
Notice on Printing and Distributing the Reform Plan on Managing High-value Medical
Consumables (BAENEE GRILEEE FHAEM B 77 %) MFF). One of the key tasks of the
reform plan is to improve the methods of classified and centralized procurement by, among
others, (i) requiring all the public medical institutions to purchase the high-value medical
consumables on the procurement platforms via public trading or “sunlight” procurement; and
(i1) encouraging the provincial governments to carry out the centralized procurement of the
high-value medical consumables, which are in large clinical demand, high purchase amount,
mature clinical use and produced by multiple enterprises, by means of collecting or combining
the demand from multiple hospitals in one provincial region or even several provincial regions
and having volume-based negotiations with bidders. The above task was scheduled to start in
the second half of 2019 with continuous improvement. After the issuance of the above reform
plan, vascular interventional balloon products were gradually brought into the scope of the
centralized procurement (also known as volume-based procurement and/or the centralized
volume-based procurement, hereinafter referred to as “centralized procurement”) in Jiangsu,
Hubei, Zhejiang, Sichuan, Shanxi, Liaoning, Jilin, Heilongjiang, Guangdong, Beijing, Tianjin,
Hebei and other regions from the second half of 2019 to 2021 according to their centralized
procurement notices and were expected to be implemented across the PRC.
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On April 30, 2021, eight departments of the State Council jointly promulgated the
Guidance on Centralized Volume-based Procurement and Use of High-Value Consumables
Organized by the State (BB B 5K 4H 4k & (B8 FHRE A 42 Al SR IS AN 1 P58 ),
which provides the overall norms and requirements on the centralized procurement by
specifying that, among others, (i) the scope of centralized procurement will include the
high-value medical consumables that are in large clinical demand, high purchase amount,
mature clinical use, fully competitive market and high level of homogenization; and (ii) the
enterprises eligible to participate in the centralized procurement shall be the registrant of
medical device in the scope of centralized procurement and shall meet the relevant

requirements on quality standards, production capacity, supply stability and enterprise credit.

The above policies influenced the PRC sales environment of the high-valued medical
consumables in the scope of centralized procurement mainly in the following respects: (i) the
manufacturers (including the deemed manufacturer, such as the general agent of the imported
products) or the holders of the medical device registration certificate are required to directly
participate in the bidding or tender process of the centralized procurement, and (ii) the end
prices of the high-value medical consumables within the scope of centralized procurement
generally drop significantly caused by the pricing mechanism of the bidding or tender process
and volume-based negotiations for preferential price.

As of the Latest Practicable Date, seven out of 13 products we sold in the PRC market
were included in the scope of centralized procurement. Our sales activities in the PRC market
was affected by the implementation of the above policies and, as a result, starting from 2021
we started to directly participate in the sales activities in the PRC and changed our distribution
model in the PRC from the exclusive distributorship for the entire PRC market to the
combination of direct sales (mainly for our products in the scope of centralized procurement)
and regional distributors (mainly for our products outside the scope of centralized
procurement).

Two-Invoice System

In the PRC, some provinces or regions implement the “Two-Invoice System” in the
procurement of the medical consumables. According to the rules mentioned below, the
“Two-Invoice System” (W:iil) means that in the distribution chains of the medical
consumables only two value-added tax invoices (FS{EFi#52%) can be issued when the medical
consumables are ultimately sold to the public medical institutions, one is the value-added tax
invoice issued by a manufacturer or a deemed manufacturer (such as the PRC domestic general
agent of the imported medical devices) to its distributor, the other one is the value-added tax
invoice issued by such distributor to a public medical institution.

On June 24, 2016, the National Health and Family Planning Commission together with
other ministries issued the Main Points of Special Governance to Correct Medical Malpractice
in the Sale of Drugs and the Process of Providing Medical Services in 2016 (201644} I & 4%

HE B RN B BRI A5 AN IE 2 JRLER TE VR B T/E 228, which stipulates that the provinces (regions
and municipalities) for pilot comprehensive medical reform and the cities for pilot public
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hospital reform shall implement the “Two-Invoice System” in procurement of medical
consumables. Some provincial governmental authorities also issued local regulations to require
public medical institutions in their respective administrative regions to implement the
“Two-Invoice System” in the procurement process of medical consumables, such as Two-
invoice System Implementation Opinions on the Procurement of Medical Consumables in
Public Medical Institutions in Anhui Province (Trial) (ZEBUE /A L B A B8 FFE A BRI Ty
R LGET)) promulgated on November 20, 2017 and the Notice on Further
Promotlng the “Two Invoice System” for Medicines and Medical Consumables (B #E— 24

HEE 4 1 RN B8 FE A < W S5 AU 4B HT) in Shaanxi promulgated on July 23, 2018, according to
which, if the manufacturers or distributors of medical consumables fail to implement the
“Two-Invoice System”, they may lose the qualification to bid for, win a bid of or distribute
medical consumables and they may also be included in the bad credit record for medical

consumables procurement.
Advertisements of Medical Devices

SAMR promulgated on December 24, 2019 the Interim Measures for the Review and
Administration of Advertisements for Pharmaceuticals, Medical Devices, Health Foods, and
Formulas for Special Medical Purposes (85l ~ B BR M ~ ORI S - FrokBe 2 FR R 7 & b
JE A Y AT HEE) effective from March 1, 2020 (the “Interim Measures for
Advertisements”), according to which the provincial market supervision and regulation
authorities and medical product regulatory authorities are responsible for the review of
advertisements for medical devices. No advertisements for medical devices may be published
without approval and the approval number shall be conspicuously indicated on the
advertisements.

The contents of an advertisement on a medical device shall be subject to the contents of
the registration certificate or the registered product instructions approved by the medical
product regulatory authorities. The validity term of the approval number of advertisement
conforms to the earliest expiry date of the registration certificates or production licenses for the
relevant medical devices. If no validity term specified in the above documents, the validity

term of approval number would be two years.

As of the Latest Practicable Date, ONM Shenzhen had obtained approvals for publishing
advertisements for certain medical devices from Guangdong Medical Products Administration,
and the approvals of the advertisements that were material to our current business operation
were all within the valid period.

Foreign Exchange

Under the Foreign Exchange Administration Regulations of the PRC (H 3 A F& 31 B 71
FE A HLGEf91]), promulgated on January 29, 1996 and latest amended on August 5, 2008 by the
State Council, from the perspective of administration on the foreign exchange, the international
receipts and payments shall be classified into current account items and capital account items.
The current account item refers to a transaction involving goods, services, gains or frequent
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transfers in the international receipts and payments. The capital account item refers to a
transaction which causes the changes in external assets and liabilities in international receipts
and payments, including capital transfers, direct investments, investments in securities,
derivatives and loans, etc.. No prior approval from or registration with SAFE is required for
the international receipts and payments under current account items, however, certain
procedural requirements should be followed and the handling banks in the PRC should verify
whether the international receipts and payments are based on true and legal transactions.
Compared to the current account items, the international receipts and payments under capital
account items are subject to a deeper supervision by SAFE and it is normally required to
register with SAFE or its local counterparts before such international receipts and payments are
made.

As the cross-border capital flows are common to us based on our business model, the PRC
laws and regulations in relation to the foreign exchange are material to our Group’s business.

Environmental Protection
Environmental Impact Assessment

According to the Environmental Impact Assessment Law of the PRC (H7#E A\ A B

B R 2EHE{ETX) which was passed by the SCNPC on October 28, 2002 and latest amended on
December 29, 2018, and the Regulations on the Administration of Construction Project
Environmental Protection (&% H BRI (R 35 P ]) which was promulgated on November
29, 1998 and latest amended on July 16, 2017 by the State Council, the PRC implements an
environmental impact assessment system for construction projects and the administration of
construction projects are classified into three types in accordance with the degree of their
respective environmental impact. On December 28, 2020, Shenzhen Ecology and Environment
Bureau promulgated the Environment Assessment Approval and Filing Administration Catalog
of Construction Projects in Shenzhen (2021 Version) ({RYITTEEIE H BR 5 5 28518 S L g
ZEMAER(20214M)) to further clarify the classified administration of the environment
impact assessment on the construction projects in Shenzhen, according to which, a medical
devices manufacturing project equipped with pollution prevention and control facilities for
waste water and gas should be administrated by means of the environmental impact form (B
SR i[ﬁt:'?i%), which means, according to the Environmental Impact Assessment Law of the
PRC, the environmental impact of the construction project is mild and the construction
enterprise should submit an environmental impact form containing the analysis or a specialized
assessment on its environmental impact to the competent environmental authority and obtain
the approval from the same.

Our Shenzhen production facility was administrated by means of the environmental
impact form. ONM Shenzhen had submitted the environmental impact form regarding our
Shenzhen facility to the competent environmental authorities and obtained the relevant
environmental impact approval.
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Pollutant Discharge

According to the Regulation on the Administration of Permitting of Pollutant Discharges
(BEI5FFr] & FE0B1) which was promulgated by the State Council on January 24, 2021 and
came effective on March 1, 2021 and Measures for Pollutant Discharge Permitting
Administration (Trial)(PEi5 #F n] & #EHHZE (i17)) promulgated by the Ministry of Ecology and
Environment of the PRC on January 10, 2018 and amended on August 22, 2019, the PRC
implements the classified administration on pollutant discharges of enterprises in line with the
amount of pollutants produced, emissions, the environmental impact and other factors, which
means (i) a pollutant discharger who generates large amount of pollutants or emissions or has
material impact on the environment should be under the key administration of pollutant
discharge permit, (ii) a pollutant discharger who generates relatively small amount of
pollutants and emissions and has mild impact on the environment should be under the
simplified administration of pollutant discharge permit, and (iii) a pollutant discharger who
generates very small amount of pollutants and emissions and has very small impact on the
environment should be under the administration of pollutant registration.

ONM Shenzhen has been included the scope of simplified administration of pollutant
discharge permit since November 9, 2021 and it obtained the relevant pollutant discharge
permit on the same day with the validity period of 5 years. Prior to that, ONM Shenzhen was
under the administration of pollutant registration and it completed the submission of the
relevant pollutant discharge registration form on the national pollutant discharge permit
administration information platform.

Employment
Labor Law

The Labor Law of the PRC (¥ A RILFIE 45 H)i%), which was passed by the SCNPC
on July 5, 1994 and was latest amended December 29, 2018, provides that employees are
entitled to equal opportunities in employment, selection of occupations, receiving labor
remuneration, rest days and holidays, protection of occupational safety and healthcare, social
insurance and welfare, etc.. Employers must establish and improve the system for occupational
safety and healthcare, provide training on occupational safety and healthcare to employees,
comply with national local regulations on occupational safety and healthcare, and provide
necessary labor protective supplies to employees.

Labor Contract Law

The Labor Contract Law of the PRC (H#¢ A\ R I A1 258 57 7%) (the “Labor Contract
Law”) which was passed by the SCNPC on June 29, 2007, came into effect on January 1, 2008,
and was amended on December 28, 2012, and the Implementation Regulations on the Labor
Contract Law (B AFRIEEMMH]) which was promulgated by the State Council on
September 18, 2008, and came into effect on the same day, provide that the labor contracts
must be executed in order to establish the labor relationship between employers and

-201 -



REGULATORY OVERVIEW

employees. The Labor Contract Law stipulates that an employer shall inform the employees
truthfully the scope of work, working conditions, workplace, occupational hazards, production
safety conditions, labor remuneration and other information requested by the employees. The
Labor Contract Law also stipulates that employer and employee shall fully perform their
respective obligations in accordance with the terms set forth in the labor contract. In addition,
employer shall pay employees the labor remuneration timely and in full amount in accordance
with terms in the labor contract. The Labor Contract Law also provides for the scenario of
rescission and termination, except the situation explicitly stipulated in the Labor Contract Law
which will not subject to economic compensation, the economic compensation shall be paid to

the employees by the employer for the illegally rescission or termination of the labor contract.
Social Insurance and Housing Provident Funds

Under the Social Insurance Law of the PRC ('3 A R ALAE A& R FR1%), promulgated
by the SCNPC on October 28, 2010 and amended on December 29, 2018, the Regulations on
Work-Related Injury Insurance ( L5 -F %), promulgated by the State Council on April 27,
2003 and amended on December 20, 2010, the Regulations on Unemployment Insurance (%3¢
{RBg W f1), promulgated by the State Council on January 22, 1999, and took effective on the
same day, the Provisional Measures on Maternity Insurance of Employees (&% T4 & R Fx
AT, promulgated on December 14, 1994 and came into effective on January 1, 1995, and
the Interim Regulations on Collection of Social Insurance Premiums (F& B 2 B 1715
fi), promulgated by the State Council on January 22, 1999 and amended on March 24, 2019,
an employer is required to make contributions to social insurance schemes for its employees,
including basic pension insurance, basic medical insurance, unemployment insurance,
maternity insurance and work-related injury insurance. Employers are also required to
withhold and remit to the social insurance schemes the social insurance premiums payable by
the employees. If the employer fails to make social insurance contributions in full and on time,
the social insurance authorities may demand the employer to make payments or supplementary
payments for the unpaid social insurance within a specified period together with a 0.05% per
day surcharge of the unpaid social insurance from the date on which the payment is due. If the
employer fails to settle the overdue payment within a specified period, the relevant regulatory
authorities may impose on such employer a fine equivalent to one to three times of the amount
of the overdue payment.

Under the Administrative Regulations on Housing Provident Funds (i 5/ 44 #A%
i), which was promulgated by the State Council on April 3, 1999 and latest amended on
March 24, 2019, employers are required to make contribution to housing provident funds for
their employees. Employers are also required to withhold and remit the contributions payable
by the employees to the housing provident funds. Where an employer fails to pay up housing
provident funds due in full within the prescribed time limit, the housing fund administration
center shall order it to make payment within a specified period. If the employer still fails to
do so, the housing fund administration center may apply to the court for enforcement of the

unpaid amount.
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Intellectual Property
Trademark Law

The Trademark Law of the People’s Republic of China (H#E A RILFIE PH1E7L), which
was promulgated by the SCNPC on August 23, 1982 and latest amended on April 23, 2019, and
the Regulations for the Implementation of the Trademark Law of the People’s Republic of
China (H#E A RILAE PAR L B % 49]), which was promulgated by the State Council on
August 3, 2002 and latest amended on April 29, 2014, provides for the application, review and
approval, renewal, alteration, transfer, use, and invalidity cases of trademark registration, and
protects the trademark registrant’s right to exclusive use of trademark. According to the
above-mentioned laws and regulations, the validity period of a registered trademark is 10
years, starting on the day when the registration is approved. If the valid period of a registered
trademark has expired and further use is required, the renewal procedures must be completed
in accordance with the regulations within 12 months before the expiration date. If the
procedures cannot be completed within the time limit, it can be extended further for six
months. The validity period of each renewal of registration is 10 years, starting from the day
after the expiration date of the previous validity period of the trademark. A trademark registrant
can authorize others to use his or her registered trademark by entering into a trademark license

contract.

Our Group has registered certain trademarks in the PRC which are protected and
regulated by the Trademark Law of the PRC and its implementation rules above.

Patent Law

According to the Patent Law of the People’s Republic of China (H#E A R A5 H A7),
which was promulgated by the SCNPC on March 12, 1984 and last amended on October 17,
2020, and the Regulations for the Implementation of the Patent Law of the People’s Republic
of China (*F# A\ R ILAN B H AL E MEAMHI), which was promulgated by the State Council on
June 15, 2001 and latest amended by the State Council on January 9, 2010, invention-creations
refer to inventions, utility models and designs. Inventions refer to new technical solutions
proposed for products, methods or improvements. Utility model refers to a new technical
solution suitable for practical use proposed for the shape, structure or combination of the
product. Design patents refer to a new design that is esthetically pleasing and suitable for
industrial applications based on the overall or partial shape, pattern, or combination of the
product, as well as the combination of color, shape, and pattern. The term of patent right for
inventions is 20 years, the term of patent right for utility models is 10 years, and the term of
patent right for designs is 15 years. All the terms of patent right start on the date of filing.

Our Group has been granted, by the PRC patent regulatory authority, certain invention

patents and utility model patents which are protected and regulated by the Patent Law of the

PRC and its implementation rules above.
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Property

The Land Administration Law of the PRC (H#E A RILAE + 4 #HY%), which was
promulgated by the SCNPC on June 25, 1986 with effect from January 1, 1987 and latest
amended on August 26, 2019, and the Implementation Regulations of the Land Administration
Law of the PRC ("3 A B AL 1 b 45 B B i (A i), which was promulgated by the State
Council on January 4, 1991 and latest amended on July 2, 2021 and took effective on
September 1, 2021, provide that the land-use regulation system and the land registration and
certification system are implemented in the PRC. Enterprises or individuals must use land in
strict accordance with the purposes of land use as specified in the overall land utilization plan.
Any change to the ownership and/or the use of the land requires the relevant approvals to be
obtained from and the relevant registrations to be made with the competent governmental
authorities according to the relevant laws and regulations. Under the Civil Code of the PRC (1
IE N R SLFNE R4 8), the creation, alteration, transfer or termination of the title of an
immovable property shall be subject to registration in accordance with the PRC laws.

Our Group has self-owned properties located in Shenzhen, the PRC, which are protected
and regulated by the PRC laws in relation to the properties.

Customs

Pursuant to the Customs Law of the PRC (13 A\ RALAIE 7 B%), which was adopted by
the SCNPC on January 22, 1987 and latest amended on April 29, 2021, all conveyance, goods
and articles entering or leaving the territory shall be subject to customs control, including
declaration, examination and supervision. Duties shall be levied accordingly. Unless otherwise
exempted or reduced by the laws or regulations, the consignee of import goods, the consignor
of export goods and the owner of inward and outward articles shall be the obligatory customs
duty payer. A fine may be imposed for acts which violate the regulations on customs control
prescribed in the Customs Law of the PRC, such as, the failure to make accurate declaration
of the import or export goods to the PRC customs authority, the failure to accept, in accordance
with relevant regulations, the checking and examination by the PRC customs authority of the
conveyance, goods or articles entering or leaving the territory, and to open or break seals
affixed by the PRC customs authority without authorization.

The State Council promulgated the Regulations on the Customs Supervision in Bonded
Areas (P81 @5 B B2 & HF) on January 8, 2011 which took effect on the same day. According
to the regulations, the bonded areas within the territory of the PRC are special areas under the
supervision of the PRC customs authorities and the flow of goods between the bonded areas
and abroad is subject to the administration and supervision with simple, convenient and
effective principle. The enterprise incorporated and located in the bonded areas shall set
account book and make statements and accounting based on the valid proof and shall record
the storage, transfer, relocation, sales, processing, use and loss of the goods and articles into
and out of the bonded areas. The goods brought from abroad into the bonded areas can be
bonded if they are raw materials, spare parts, primary components or packing materials. When
the finished product or the leftover materials produced by the processing enterprise in bonded
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areas are transported abroad, such enterprise shall complete the relevant customs procedures
and, unless otherwise provided by the laws and regulations, the export duties will be exempted.
The import procedures shall be completed when the goods brought from the bonded areas into
non-bonded areas in the PRC. When the finished products or the leftover materials produced
by the processing enterprise in bonded areas are transported into the non-bonded areas in the
PRC, such enterprise shall complete the import procedures and pay the tax in accordance with
laws.

Our Shenzhen factory is located in Futian Bonded Area and the flows of raw materials and
products of ONM Shenzhen between Futian Bonded Area and abroad or non-bonded areas in
the PRC shall be subject to the special customs rules under the Regulations on the Customs
Supervision in Bonded Areas and the related PRC regulations.

Transfer Pricing

According to the Enterprise Income Tax Law of the PRC (H 3 A R LA B 4> 2E i 15 B 1)
which was promulgated on March 16, 2007 and most recently amended on December 29, 2018,
the Implementation Regulations of the Enterprise Income Tax Law of the PRC (% A [ ALAN
B 1> 2E BT A5 B TA B i1 6)), which was promulgated on December 6, 2007 and amended on
April 23, 2019 and the Law on the Administration of Tax Collection of the PRC (¥ A [t
B RS #%), which was promulgated on September 4, 1992 and amended on
April 24, 2015, (i) the related party transactions shall comply with the arm’s length principle
(85228 % )5 All) and if the related party transactions fail to comply with the arm’s length
principle which results in the reduction of the enterprise’s taxable income, the PRC tax
authority has the power to make adjustments with reasonable methods within 10 years from the
taxable year when such related party transaction occurred; (ii) an enterprise shall fill in and
submit an annual related party transactions form (4 BB EB A HE ) along with its
submission of the annual enterprise income tax returns to its competent tax authority; and (iii)
an enterprise which has related party transactions shall prepare the contemporaneous
documentation ([F] ¥ ¥}) (such as the standards, calculation methods and explanation of the
pricing and expenses in respect of the related party transactions) and submit to the PRC tax
authority if requested. According to the Announcement on Promulgating the Administrative
Measures for Special Tax Investigation Adjustments and Mutual Agreement Procedures (P
A CRERI AR 58 A 5 B S B0 s R 7 B EE ) A 4h), which was issued by the State
Taxation Administration (the “SAT”) on March 17, 2017 and became effective on May 1, 2017,
if an enterprise receives a special tax adjustment risk warning from tax authorities or detects
in itself any special tax adjustment risk, it may carry out voluntary adjustments regarding tax
payment matters and the relevant tax authority may still proceed with special tax investigation
adjustment procedures according to the relevant provisions. In the event that the tax authority
determines to implement the special tax adjustment after investigations, the relevant enterprise
may be required to pay up the relevant tax. Besides, pursuant to the tax treaties signed by the
PRC with other jurisdictions, the SAT may activate mutual consultation procedures either upon
application by an enterprise or upon request by the competent tax authority of the contracting
counterparty of a tax treaty to consult and negotiate with the latter, so as to avoid or eliminate
international double taxation triggered by special tax adjustment.
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OVERVIEW

We are a major global medical device manufacturer specialized in interventional
instruments for PCI/PTA procedures. Headquartered in Hong Kong, China, we sell products to
over 70 countries and regions worldwide, and we are also the only PCI balloon manufacturer
headquartered in China that ranked among the top 6 players in all major overseas PCI balloon
markets including Japan, Europe and the U.S. In addition to PCI/PTA balloons, we also
specialize in coronary stent products and are actively expanding into neuro vascular
intervention and structural heart disease areas. Our Group’s history traces back to 2000 when
Mr. Teddy CHIEN, our Chairman Emeritus and founder, commenced our cardiovascular
interventional medical devices business through OrbusNeich Medical Company Limited (3£
BWEAH R/ F]) (under its former name, Top Charter Investments Limited) (“ONM HK”),
which primarily engages in the import and distribution of medical devices manufactured by our
Group, and subsequently other group companies. As the founder and the then chairman of
ONM HK, Mr. Teddy CHIEN was primarily responsible for making key decisions on business
strategies and plans of ONM HK. He also injected funds to our Group to meet capital needs
when required. Mr. Teddy CHIEN has worked with the medical community over the past 50
years in various capacities at pharmaceutical and medical device companies. Mr. Teddy CHIEN
first launched Cordis Neich, an exclusive distributor of medical devices for diagnostics and
interventional procedures for Cordis Corporation in Asia. After Cordis Corporation and assets
of Cordis Neich were acquired by Johnson & Johnson in 1996, Mr. Teddy CHIEN founded our
Group to focus on the development and manufacturing of endovascular interventional devices.
Mr. Teddy CHIEN also established the Chien Foundation to provide young interventional
cardiologists with financial resources and opportunities for training in enhanced techniques in
interventional cardiology, with an overall objective to raise the standard of healthcare for the
benefit of the general public in countries in Asia-Pacific region.

Under Mr. Teddy CHIEN’s leadership, in addition to balloons, we further expanded our
capacity to the research and development and the manufacturing of stents, as balloons and
stents are complementary devices in cardiovascular interventional procedures. In 2005, we
acquired Orbus Medical Technologies Inc., which primarily focused on developing and
manufacturing of stents. Through the acquisition, we established our manufacturing base and
operations in the Netherlands, and expanded our sales network in Europe. Mr. Teddy CHIEN
maintained a controlling interest in our Group through Belinfer Corporation until December
2017 when he transferred his entire equity interest in Belinfer Corporation to Mr. David
CHIEN, Mr. Teddy CHIEN’s son and the chairman of our Board, an executive Director and the
chief executive officer of our Company for family succession planning purpose. On February
1, 2021, Mr. David CHIEN procured Belinfer Corporation to transfer all of its shareholding in
Cosmic Ascent Limited (“COSMIC”), representing its indirect interest in our Group, to
himself. On February 16, 2021, Mr. David CHIEN transferred all of his shareholding in
COSMIC to Harmony Tree Limited (“HART”), which was jointly owned by Mr. David CHIEN
and Ms. Kwai Ching Denise LAU as to 55% and 45%, respectively. Subsequent to the
foregoing transfer, HART, Mr. David CHIEN and Ms. Kwai Ching Denise LAU became a
group of Controlling Shareholders of our Group.
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HART was incorporated in BVI in September 2020. For family asset planning purpose,
in January 2021, Mr. David CHIEN transferred 45% of the equity interest in HART to Ms.
Kwai Ching Denise LAU, Mr. David CHIEN’s spouse and an executive Director of our
Company. As of the date of this prospectus, Mr. David CHIEN and Ms. Kwai Ching Denise
LAU jointly hold a controlling interest of 67.46% in our Group through HART, please refer to

the section headed “Relationship with Our Controlling Shareholders” and the paragraph headed

“— Capitalization of our Company” for more details.

For the purpose of the Listing, we incorporated our Company in the Cayman Islands on

July 22, 2021, which became the holding company of our Group as a result of the

Reorganization. Please refer to the paragraph headed “— Pre-IPO Investments” and “—

Reorganization” for further details of our historical financing.

KEY DEVELOPMENT MILESTONES

The following table sets forth certain key development milestones of our Group:

Year

2001

2005

2007

2008

2016

2017

2018

Milestone

Our Group launched our R&D, product development and manufacturing
base in Shenzhen, the PRC.

Our Group received our first regulatory approval for our balloon catheter
from PMDA in September.

Our Group acquired Orbus Medical Technologies Inc. and its subsidiaries
for a research and development center in the United States and a
manufacturing base in the Netherlands, and expanded our sales network in

Europe.

Our first generation “Sapphire” received CE Mark in April, marking the
beginning of our Sapphire balloon catheter product family.

Our first generation “ScoreFlex” obtained CE Mark in May.

Mr. David CHIEN became our CEO, resetting the business strategy of our
Group.

We launched our second generation COMBO Plus dual therapy stent with
an advanced delivery system in June.

We commenced selling our balloon products in the United States.

Jade PTA received FDA 510(k) clearance in February.

-207 -



HISTORY, DEVELOPMENT AND CORPORATE STRUCTURE

Year

2019

2020

2021

2022

Milestone

Sapphire II Pro received FDA 510(k) clearance in March and became the
first 1.0mm diameter balloon in the United States.

Teleport, our first microcatheter product, obtained CE Mark and FDA
510(k) clearance in March and November, respectively.

We commenced worldwide distribution of coronary artery and peripheral
orbital atherectomy products for a United States medical device developer
and manufacturer.

Our latest generation Sapphire 3 obtained approval from PMDA in January.
ScoreFlex PTA received FDA 510(k) clearance in May.

COMBO Plus dual therapy stent obtained approval from PMDA.

Sapphire 3 and Sapphire NC 24 received CE Mark in March.

We acquired our distributor in Switzerland in August to actively expand
our direct sales network.

COMBO dual therapy stent obtained NMPA approval in August.

We formed a strategic joint venture with Products & Features International,
LDA for the development, manufacturing and distribution of structural
heart products in certain countries in Asia Pacific regions in October.

Sapphire II Pro OTW version and Jade PTA 14”/18”/35” OTW series were
launched in the United States.

We first opened to third party investments and completed two rounds of
financing within a few months, raising US$202.5 million in aggregate from

well-known institutional investors and family offices.

We expanded our direct sales network and established our direct sales team
in Mainland China.

Scoreflex NC was launched in Mainland China and the United States.
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OUR PRINCIPAL SUBSIDIARIES

As of the Latest Practicable Date, we had 29 subsidiaries and one joint venture. The
following table sets forth details of (i) the significant intermediate holding company of our
Group through which we received two rounds of equity financing and (ii) subsidiaries of our
Group which made material contribution to our results of operations during the Track Record
Period and up to the Latest Practicable Date (the “Material Subsidiaries”):

Authorized
Place of Date of share capital/ Principal business

Name incorporation incorporation Registered capital activities

OrbusNeich Medical ~ Cayman Islands June 8, 2017 US$600,000 Investment holding
Group Limited (3
PRREEARL
) (“ONM Group
Ltd.”)

OrbusNeich Medical ~ Hong Kong February 23, 1998 HK$10,000 Trading, sales and
Company Limited marketing
CERERARL
) (“ONM HK”)

OrbusNeich Medical PRC May 29, 2000 US$5,000,000 Research and
(Shenzhen) development,
Company Limited manufacturing
(GER BRI and sales
YA R 2D
(“ONM
Shenzhen”)

OrbusNeich Medical ~ Japan September 13, JPY90,000,000 Trading, sales and
K.K. (“ONM 2001 marketing
Japan”)

Orbus International Netherlands March 10, 1999 EUR45,320,279 Trading, sales and
B.V. (“OIBV”) marketing

OrbusNeich Medical ~ Netherlands July 13, 2006 EUR18,000 Manufacturing
B.V. (“ONM BV”)
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CORPORATE DEVELOPMENT

The following sets forth the major corporate history and shareholding changes of our
Company and our Material Subsidiaries.

Our Company
Incorporation and Initial Issuance of Shares

Our Company was incorporated in the Cayman Islands as an exempted company with
limited liability on July 22, 2021, with its share capital of US$50,000 divided into 500,000,000
Shares with par value of US$0.0001 each and one Ordinary Share issued to the initial
subscriber. On the same day, the initial subscriber transferred one Ordinary Share at par value
to HART.

Acquisition of COSMIC through Share Swap

On September 28, 2021, HART, our then sole Shareholder, resolved to increase the
authorized share capital from US$50,000 to US$600,000, which is divided to 6,000,000,000
Shares comprising 5,018,814,933 Ordinary Shares, 234,784,854 Series A Preferred Shares and
746,400,213 Series A-2 Preferred Shares, with par value of US$0.0001 each.

As part of the Reorganization, pursuant to instruments of transfer dated September 28,
2021, HART, the Initial COSMIC Shareholders and Mr. Kelvin Kai Hang LAU underwent the
First Share Swap with our Company pursuant to which COSMIC became a wholly-owned
subsidiary of our Company, and HART, the Initial COSMIC Shareholders and Mr. Kelvin Kai
Hang LAU became our direct Shareholders. Please refer to the paragraph headed “—
Reorganization — Step 1: Share Swap between our Company and COSMIC” for further details.

Acquisition of ONM Group Ltd. through Share Swap

As part of the Reorganization, the Series A Investors and the Series A-2 Investors
underwent the Second Share Swap with COSMIC, pursuant to which ONM Group Ltd. became
a wholly-owned subsidiary of COSMIC, a direct wholly-owned subsidiary of our Company,
and the Series A Investors and the Series A-2 Investors became our direct Shareholders. Please
refer to the paragraph headed “— Reorganization — Step 2: Share Swap between our Company
and ONM Group Ltd.” for further details.

Please refer to the paragraphs headed “— Capitalization of our Company” and “— Our
Structure Immediately Prior to the Global Offering” for the shareholding structure of our
Company and our corporate structure, respectively, upon completion of the Reorganization and
as of the date of this prospectus.
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ONM Group Ltd.
Incorporation and Initial Issuance of Shares

ONM Group Ltd. was incorporated in the Cayman Islands as an exempted company with
limited liability on June 8, 2017 with one ordinary share issued to the initial subscriber, an
Independent Third Party.

Transfer of shares to the Controlling Shareholders

On the same day, the initial subscriber transferred one ordinary share of ONM Group Ltd.
to ONM BVI, which held subsidiaries of our Group through ONM Investment Holdings at the
time. The then majority equity interest of ONM BVI was held by Belinfer Corporation, and the
then remaining shares of ONM BVI held by other minority shareholders were either redeemed
and cancelled by ONM BVI in May and July 2020 or transferred to Belinfer Corporation in
June and November 2020 (in respect of the shares held by the Initial COSMIC Shareholders).
After the foregoing shareholding changes, ONM BVI became wholly owned by Belinfer
Corporation. Belinfer Corporation was wholly owned by Mr. Teddy CHIEN as of June 8, 2017,
being the date of incorporation of ONM Group Ltd. and was subsequently transferred to Mr.
David CHIEN on December 19, 2017.

In return for ONM BVI’s transfer of the total issued share capital of ONM Investment
Holdings to ONM Group Ltd. on April 26, 2019, ONM Group Ltd. allotted and issued one
ordinary share to ONM BVI on September 20, 2019, upon which the then subsidiaries in our
Group became indirectly wholly owned by ONM Group Ltd., which was in turn wholly owned
by ONM BVI.

Transfer of shares between holding entities of the Controlling Shareholders

Pursuant to a sale and purchase agreement dated July 30, 2020, as an intra-group transfer,
ONM BVI transferred the total issued share capital of ONM Group Ltd. to COSMIC, which
was wholly-owned by Belinfer Corporation and the Initial COSMIC Shareholders before the
foregoing sale and purchase agreement was signed, at a consideration of US$187,827,882.30.

The consideration of the foregoing transfer was settled by COSMIC’s issuance of
promissory notes (the “COSMIC Promissory Notes”) to the shareholders of ONM BVI
(comprising Belinfer Corporation and the Initial COSMIC Shareholders) in proportion to their
respective shareholdings in ONM BVI. On July 31, 2020, the COSMIC Promissory Notes were
applied to set off the outstanding subscription price of shares of COSMIC held by Belinfer
Corporation and the Initial COSMIC Shareholders in full, which was payable by the
shareholders of ONM BVI (comprising Belinfer Corporation and the Initial COSMIC
Shareholders) for issuance of shares in COSMIC.
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Upon completion of the transfer of shares of ONM Group Ltd. and the settlement of the
COSMIC Promissory Notes on July 31, 2020, ONM Group Ltd. became wholly owned by
COSMIC, the fully-paid shares of which were held by the then shareholders of ONM BVI
(comprising Belinfer Corporation and the Initial COSMIC Shareholders).

Redenomination of share capital

Prior to the following changes in authorized share capital of ONM Group Ltd., the
authorized share capital of ONM Group Ltd. was HK$380,000 divided into 38,000,000
ordinary shares with par value of HK$0.01 each, and two ordinary shares with par value of
HK$0.01 each were held by COSMIC.

On October 29, 2020, the director and shareholder of ONM Group Ltd. resolved to (i)
increase the authorized share capital of ONM Group Ltd. by US$600,000, (ii) issue
1,878,278,823 ordinary shares of ONM Group Ltd. with par value of US$0.0001 each to
COSMIC, (iii) repurchase two ordinary shares with par value of HK$0.01 each from COSMIC,
and (iv) diminish and cancel the authorized share capital of HK$380,000. The subscription
price of 1,878,278,823 ordinary shares with par value of US$0.0001 each offsets the
repurchase price of two ordinary shares with par value of HK$0.01 each.

As a result of the foregoing resolutions, the denomination of ONM Group Ltd. was
changed from Hong Kong dollars to U.S. dollars. As of October 29, 2020, the authorized share
capital of ONM Group Ltd. consists of US$600,000 divided into 6,000,000,000 ordinary shares
with par value of US$0.0001 each, amongst which 1,878,278,823 ordinary shares were issued
to COSMIC.

Series A Financing

Pursuant to a share subscription agreement dated April 23, 2021, CICC Biomedical Fund
L.P. (P& RAE(E M) BE E Y B R R E A B A EE R EGH) (formerly known as W42 LTS
(ELF) BRI A 1 8 2L R B R B B (AR B ) (“CICC Biomedical Fund”), Bliss
Moment Limited (“Bliss Moment”) and Shenzhen Share Zeshan Precision Medical Limited
Partnership (YT ZES R EBEAERE AP LEEREY)) (“Shenzhen Share
Zeshan”) (collectively the “Series A Investors”) subscribed for 100,622,080, 67,081,387 and
67,081,387 series A preferred shares of ONM Group Ltd. at a consideration of US$15,000,000,
US$10,000,000 and US$10,000,000, respectively (the “Series A Financing”). The
consideration was determined after arms’ length negotiation between ONM Group Ltd. and the
Series A Investors with reference to the development status of our Group’s products, the scale
of business and development prospect of our Group.
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Upon completion of the initial closing and the subsequent closing of Series A Financing
on April 27, 2021 and June 18, 2021, respectively, the shareholding structure of ONM Group
Ltd. is as follow:

Number

of shares
Name of shareholders of Class of shares of of ONM
ONM Group Ltd. ONM Group Ltd. Group Ltd. Percentage
COSMIC Ordinary 1,878,278,823 88.89%
CICC Biomedical Fund Series A preferred 100,622,080 4.76%
Bliss Moment Series A preferred 67,081,387 3.17%
Shenzhen Share Zeshan Series A preferred 67,081,387 3.17%
Total 2,113,063,677 100.00%

Issuance of Shares as a result of Injection of ON HV

OrbusNeich P+F Company Limited (“ON P&F”) was incorporated on May 15, 2017 as
a company within our Group. After an intra-group transfer, OrbusNeich HeartValve Company
Limited (“ON HV”), an entity wholly owned by COSMIC and accounted for as a subsidiary
of our Group, holds one share of ON P&F, representing the then total issued share capital of
ON P&F as of September 29, 2020. ON P&F is the sole shareholder of OrbusNeich P&F (Hong
Kong) Company Limited CGEF AR (FU) ABRA ) (“ON P&F (HK)”), which is in turn the
sole shareholder of OrbusNeich P&F MedTech (Shenzhen) Company Limited (&5 5548 B
FAERINABRAF]) (“ON P&F (SZ)”).

In October 2020, ON HV entered into a joint venture arrangement with Products &
Features International, LDA (“P&F Int’l”), pursuant to which ON P&F allotted and issued 49
new shares to ON HV and 50 new shares to P&F Int’l at par. As a result, ON P&F was owned
by ON HV and P&F Int’l as to 50% and 50%, respectively. The consideration was fully settled
and the shares of ON P&F were credited as fully paid in October 2020. P&F Int’l is an
Independent Third Party principally engaged in the development, manufacturing,
commercialization and distribution of heart valve products. Pursuant to the joint venture
arrangement, ON P&F have the right to distribute certain heart valve products including the
TricValve Bicaval System in certain countries of the APAC region. Please refer to the
paragraph headed “Business — Our Collaborations with P&F Int’1” for further details.

As of July 6, 2021, ON HV was wholly owned by COSMIC. Pursuant to a sale and
purchase agreement dated July 7, 2021, COSMIC transferred the total issued share capital of
ON HV to ONM Group Ltd. (the “ON HV Transfer”), and in return, ONM Group Ltd. allotted
and issued an aggregate of 1,006,220,798 ordinary shares to COSMIC.

Subsequent to the ON HV Transfer, ON HV became wholly owned by ONM Group Ltd.
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Series A-2 Financing

Pursuant to a share subscription agreement dated June 10, 2021 (the “Series A-2
Subscription Agreement”), the following investors subscribed for 746,400,213 series A-2
preferred shares of ONM Group Ltd. to be issued to themselves or their respective offshore
affiliates (the “Series A-2 Investors™) at a total consideration of US$167,500,000 (the “Series
A-2 Financing”):

Number

of series

A-2 preferred
shares of ONM

Series A-2 Investors Consideration Group Ltd.
(US$)

Suzhou Red Earth Yeju Venture Capital

Investment LLP (BfIH4L LR AIZERES B

¥E(HRE%)) (“Suzhou Red Earth”)* 78,500,000 349,805,473
Kinetic Creation Global Investments Limited

(BT E A BRA F) (“Kinetic”) 30,000,000 133,683,620
Shenzhen Red Earth Healthcare Industry

Investment Fund Partnership (LP) (EIJIAL T8

PRl R GRS G R LEEREY))

(“Shenzhen Red Earth”)* 17,500,000 77,982,112
Shenzhen Capital Group Company, Ltd.

(IR B E R B A R AR (“SCGC)* 14,000,000 62,385,689
Worldstar Global Holdings Limited

(“Worldstar”) 10,000,000 44,561,207
Galaxy Capital International Limited

(R EAR B A BRA ) (“Galaxy Capital”) 10,000,000 44,561,207
Bliss Moment 5,000,000 22,280,603
B.W. Holding Limited (“B.W. Holding”) 2,500,000 11,140,302
Total 167,500,000 746,400,213
Note:
* The initial closing of Series A-2 Financing, which involves an aggregate investment of US$110 million

by SCGC, Suzhou Red Earth and Shenzhen Red Earth, was completed on July 20, 2021. Pursuant to
deeds of joinder dated July 20, 2021, SCGC, Suzhou Red Earth and Shenzhen Red Earth, the initial
subscribers in the Series A-2 Share Subscription Agreement, directed ONM Group Ltd. to issue its series
A-2 preferred shares to their offshore affiliates, namely SCGC Capital Holding Company Limited
(“SCGC Capital”), Suzhou Red Earth Yeju Investment Ltd. (“SZYJ”) and HTYL Investment Holdings

Limited (“HTYL”), respectively.
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The consideration was determined after arms’ length negotiation taking into account the
injection of ON HYV, the development status of our Group’s products, the scale of business and
development prospect of our Group.

Upon completion of the initial closing and the subsequent closing of Series A-2 Financing
on July 20, 2021 and August 10, 2021, respectively, the shareholding structure of ONM Group
Ltd. was as follow:

Number

of shares

Name of shareholders of Class of shares of of ONM
ONM Group Ltd. ONM Group Ltd. Group Ltd. Percentage
COSMIC Ordinary 2,884,499,621 74.62%

SCGC Entities

- S7Y]J Series A-2 preferred 349,805,473 9.05%
— HTYL Series A-2 preferred 77,982,112 2.02%
— SCGC Capital Series A-2 preferred 62,385,689 1.61%
Sub-total of SCGC Entities 490,173,274 12.68%
Kinetic Series A-2 preferred 133,683,620 3.46%
CICC Biomedical Fund Series A preferred 100,622,080 2.60%
Bliss Moment Series A preferred 67,081,387 1.74%
Series A-2 preferred 22,280,603 0.58%
Shenzhen Share Zeshan Series A preferred 67,081,387 1.74%
Worldstar Series A-2 preferred 44,561,207 1.15%
Galaxy Capital Series A-2 preferred 44,561,207 1.15%
B.W. Holding Series A-2 preferred 11,140,302 0.29%
Total 3,865,684,688 100.00 %

Share Swap between our Company and ONM Group Ltd.

As part of the Reorganization, the Series A Investors and the Series A-2 Investors
underwent the Second Share Swap with COSMIC pursuant to which ONM Group Ltd. became
a wholly-owned subsidiary of COSMIC and the Series A Investors and the Series A-2 Investors
became our direct Shareholders. Please refer to the paragraph headed “— Reorganization — Step
2: Share Swap between our Company and ONM Group Ltd.” for further details. Subsequent to
the Second Share Swap, ONM Group Ltd. reclassified and redesignated all of its shares to
ordinary shares on September 28, 2021.

Upon completion of the share swap between our Company and ONM Group Ltd. and as
of the date of this prospectus, ONM Group Ltd. is a wholly-owned subsidiary of COSMIC.
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ONM HK

ONM HK was incorporated in Hong Kong as a limited company on February 23, 1998
with one ordinary share held by each of Snatch Prize Limited and Boxing Company Limited,
which are Independent Third Parties. Each of the initial shareholders of ONM HK subsequently
transferred one ordinary share of ONM HK to Mr. Teddy CHIEN and his spouse on August 27,
1998 at nominal consideration, respectively.

On February 18, 2000, prior to the commencement of business by ONM HK in late
February 2000, each of Mr. Teddy CHIEN and his spouse transferred one ordinary share of
ONM HK (under its former name, Top Charter Investments Limited) to ONM BVI (then
operating under its former name, Multi-Well Development Limited) and Apex Score Limited,
respectively, at the par value of HK$1.00 per ordinary share. As the predecessor Companies
Ordinance requires a limited liability company incorporated in Hong Kong to have at least two
shareholders, Apex Score Limited held one ordinary share of ONM HK as a nominee
shareholder on behalf of ONM BVI.

On August 7, 2017, as the Companies Ordinance no longer requires a limited liability
company incorporated in Hong Kong to have at least two shareholders, ONM BVI directed its
nominee shareholder, Apex Score Limited, to transfer one ordinary share of ONM HK to itself
at nil consideration.

On July 13, 2018, ONM BVI transferred two ordinary shares of ONM HK to OrbusNeich
Medical Manufacturing Holdings (APAC) Company Limited (“ONM Manu Hold’s (APAC)”),
in exchange for the allotment and issuance of one share of ONM Manu Hold’s (APAC) to ONM
BVI. After the foregoing transfer, ONM HK became wholly owned by ONM Manu Hold’s
(APAC), which was wholly owned by ONM BVI. On April 26, 2019, as an intra-group transfer,
ONM BVI transferred two ordinary shares of ONM Manu Hold’s (APAC) to ONM Investment
Holdings, which is directly wholly owned by ONM Group Ltd.

Subsequent to the foregoing transfers and as of the Latest Practicable Date, ONM HK was
wholly owned by ONM Manu Hold’s (APAC), which was indirectly wholly owned by ONM
Group Ltd. and our Company.

ONM Shenzhen

ONM Shenzhen was incorporated in the PRC on May 29, 2000 with an initial registered
capital of US$3,000,000, which was fully paid and wholly owned by ONM HK.

On February 26, 2001, ONM HK resolved to increase the registered capital of ONM
Shenzhen to US$5,000,000, which was fully paid by ONM HK.

As of the Latest Practicable Date, ONM Shenzhen was wholly owned by ONM HK.
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ONM Japan

ONM Japan was incorporated in Japan as a stock company with limited liability on
September 13, 2001 with a total issued share capital of JPY10 million divided into of 200
shares, 199 shares of which were held by ONM HK and the remaining 1 share was held by Mr.
Takeshi OHBA, the president and representative director of ONM Japan and a nominee
shareholder on behalf of ONM HK.

On July 7, 2006, the share capital of ONM Japan was increased to JPY90 million divided
into 1,800 shares, with an additional 1,600 fully-paid shares allotted and issued to ONM HK.

On June 25, 2021, the share capital of ONM Japan was further increased to
JPY644,450,000 divided into 21,800 shares, with an additional 20,000 fully-paid shares
allotted and issued to ONM HK.

On September 3, 2021, the share capital of ONM Japan was reduced to JPY90 million.

Since the foregoing transfer and as of the Latest Practicable Date, ONM HK and Mr.
Takeshi OHBA were the registered shareholders of ONM Japan as to 99.995% and 0.005%,
respectively, with ONM HK holding 100.00% beneficial interest of ONM Japan.

OIBV

OIBV was incorporated in the Netherlands with limited liability on March 10, 1999, with
its share capital divided into 99,875 shares. As of the date of its incorporation, OIBV issued
40 ordinary shares and was wholly owned by OrbusNeich Medical Inc., a company
incorporated in Delaware, the United States and wholly owned by our Group.

On December 18, 2017, as an intra-group transfer, OrbusNeich Medical Inc. transferred
40 ordinary shares of OIBV to OrbusNeich Medical Investments Limited B.V. (“ONM
Investment BV”), a wholly-owned subsidiary of ONM HK, at a consideration of US$20,039.
Immediately following the intra-group transfer, OIBV was wholly owned by ONM Investment
BV.

On August 31, 2021, OIBV issued 94,371 ordinary shares to ONM HK to fully set off an
outstanding intra-group loan of EUR42,822,731 owed to ONM HK.

On March 31, 2022 OIBV issued 5,464 ordinary shares to ONM HK to fully settle an
outstanding intra-group loan of EUR2,479,399 owed to ONM HK.

As of the Latest Practicable Date, OIBV is owned by ONM HK and ONM Investment BV
as to 99.96% and 0.04%, respectively.
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ONM BV

ONM BV was incorporated in the Netherlands with limited liability on July 13, 2006 and
was wholly owned by OrbusNeich Medical Holding B.V. (“ONM Holding BV”), a company
within our Group since incorporation. As of the Latest Practicable Date, ONM BV was wholly
owned by ONM Holding BV, an indirect wholly-owned subsidiary of our Company.

ACQUISITION DURING THE TRACK RECORD PERIOD

During the Track Record Period, to strengthen our overseas direct sales network in
Europe and in light of the potential of the Swiss medical device market, we strategically
expanded our direct sales network into Switzerland and acquired the total issued share capital
of ON AG from two Independent Third Parties at a consideration of US$4,019,000, which was
determined through arms’ length negotiation between the parties after taking into account
factors including the customers and distribution network of ON AG and business prospect of
the Swiss medical device market. Upon completion of the acquisition in August 2020, ON AG
became a direct wholly owned subsidiary of ONM HK and its financial information has been
reflected in our consolidated financial statements for the Track Record Period. Our Directors
have confirmed that none of the applicable percentage ratios as stipulated under the Listing
Rules of the above-mentioned acquisition of ON AG exceeds 25%. Accordingly, the
acquisition of ON AG during the Track Record Period does not amount to a major acquisition
under Rule 4.05A of Listing Rules, and is not required to be disclosed pursuant to Rule 4.05A
of the Listing Rules. Please refer to Note 38 to the Accountant’s Report in Appendix I to this
prospectus for more details.

REORGANIZATION

In preparation for the Listing, we incorporated our Company in the Cayman Islands as an
exempted company with limited liability on July 22, 2021 and underwent the following steps
of Reorganization. Prior to the Reorganization, ONM Group Ltd. was the ultimate holding
vehicle of our subsidiaries. Set forth below is our simplified shareholding chart immediately
prior to the Reorganization:

Initial
HART coswic
Shareholders
[ 98.93% | 1.07%
COSMIC Series A Series A-2
(BVI) Investors Investors
| 74.62% 6.07% [19.31%
ONM Group Ltd."
(Cayman Islands)
* Please refer to the paragraph headed “— Our Structure Immediately Prior to the Global Offering” for

shareholding structure of our Material Subsidiaries.
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Step 1: Share Swap between our Company and COSMIC

COSMIC was incorporated in the BVI with limited liability on July 7, 2020. Prior to the
Reorganization, COSMIC was held by HART and the Initial COSMIC Shareholders as to
98.93% and 1.07%, respectively. Please refer to the paragraph headed “Transfer of shares
between holding entities of the Controlling Shareholders” for details. Prior to the
Reorganization, COSMIC was a shareholder of ONM Group Ltd., through which our Group
holds its subsidiaries. On August 20, 2021, Mr. David CHIEN and Ms. Kwai Ching Denise
LAU procured HART to transfer (i) 117,210,115 shares of COSMIC to Mr. Kelvin Kai Hang
LAU (2IExfi), the brother of Ms. Kwai Ching Denise LAU, for family asset planning and
succession planning purposes; and (ii) 42,977,042 shares of COSMIC to Ms. Pik Lin Barbara
WONG (ZHEBH), one of the Initial COSMIC Shareholders and a former senior management of
our Group in recognition and for award of her 14 years of service in overseeing the overall
corporate and financial functions of our Group. The foregoing transfers were made by way of
gift at nil consideration. Neither Mr. Kelvin Kai Hang LAU nor Ms. Pik Lin Barbara WONG
is given any special rights granted to the Series A Investors and/or the Series A-2 Investors. In
relation to the foregoing transfers, each of Mr. Kelvin Kai Hang LAU (with respect to
23,442,023 Ordinary Shares as adjusted by Share Consolidation) and Ms. Pik Lin Barbara
WONG (with respect to 8,595,408 Ordinary Shares as adjusted by Share Consolidation) will
be subject to a lock-up period of six months from the Listing Date. Upon completion of the
foregoing transfers, HART, the Initial COSMIC Shareholders and Mr. Kelvin Kai Hang LAU
hold 1,697,984,609, 63,084,099 and 117,210,115 shares of COSMIC, representing
approximately 90.40%, 3.36% and 6.24% of the total issued share capital of COSMIC,
respectively.

On September 28, 2021, HART, the Initial COSMIC Shareholders and Mr. Kelvin Kai
Hang LAU transferred the total issued share capital of COSMIC to our Company. In
consideration of the foregoing transfer, on September 28, 2021, our Company allotted and
issued Ordinary Shares to HART, the Initial COSMIC Shareholders and Mr. Kelvin Kai Hang
LAU based on a ratio of 1 share of COSMIC in exchange for approximately 1.54 Ordinary
Shares of our Company (the “First Share Swap”). The basis for determining the First Share
Swap ratio is to maintain effective percentage equity interest of the HART, Initial COSMIC
Shareholders and Mr. Kelvin Kai Hang LAU. As a result of the First Share Swap, COSMIC
became wholly owned by our Company, of which 2,607,619,220, 96,879,152 and 180,001,248
Ordinary Shares were held by HART, the Initial COSMIC Shareholders and Mr. Kelvin Kai
Hang LAU, representing approximately 90.40%, 3.36% and 6.24% of the then total issued
share capital of our Company, respectively. Save for 8,595,408 Ordinary Shares as adjusted by
Share Consolidation held by Ms. Pik Lin Barbara WONG as a result of the share transfer on
August 20, 2021 mentioned above, all Ordinary Shares held by the entire group of Initial
COSMIC Shareholders will not be subject to a lock-up period of six months from the Listing
Date.
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Set forth below is our simplified shareholding chart subsequent to the share swap between
our Company and COSMIC:

HART Initial COSMIC Mr. Kelvin
(BVI) Shareholders Kai Hang Lau
| 90.40% 3.36% 6.24%
Our Company
(Cayman Islands)
COSMIC Series A Series A-2
(BVI) Investors Investors
[ 74.62% 6.07% 19.31%
ONM Group Ltd.*
(Cayman Islands)
Note:
* Please refer to the paragraph headed “— Our Structure Immediately Prior to the Global Offering” for

shareholding structure of our Material Subsidiaries.

Step 2: Share Swap between our Company and ONM Group Ltd.

Upon completion of Series A-2 Financing on August 10, 2021, ONM Group Ltd. was
owned by COSMIC, the Series A Investors and the Series A-2 Investors as to 74.62%, 6.07%
and 19.31%, respectively. Please refer to the paragraph headed “— Corporate Development —
ONM Group Ltd. — Series A-2 Financing” for further details.

Pursuant to a share exchange agreement dated September 28, 2021, (i) the Series A
Investors and the Series A-2 Investors transferred their shareholdings in ONM Group Ltd. to
COSMIC in exchange for issuance of their corresponding classes of Shares by our Company
on 1:1 basis (the “Second Share Swap”), and (ii) in consideration of the foregoing issuance
of Shares by our Company, one share of COSMIC was issued to our Company (the “Share
Contribution”). Upon completion of the Second Share Swap and Share Contribution, ONM
Group Ltd. became wholly owned by COSMIC, a direct wholly-owned subsidiary of our
Company.
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Set forth below is our simplified shareholding chart as of September 28, 2021

immediately after the Reorganization:

HART Initial COSMIC
(BVI) Shareholders

Mr. Kelvin Kai
Hang Lau

Series A
Investors

Series A-2
Investors

| 67.46% 2.51%

4.66%

6.07%

[19.31%

Note:

Our Company
(Cayman Islands)

| 100.00%

COSMIC
(BVI)

[ 100.00%

ONM Group Ltd.*
(Cayman Islands)

* Please refer to the paragraph headed “— Our Structure Immediately Prior to the Global Offering” for

shareholding structure of our Material Subsidiaries.

PRE-TPO INVESTMENTS

The Pre-IPO Investments include Series A Financing and Series A-2 Financing.

Principal Terms of the Pre-IPO Investments

The principal terms of the Pre-IPO Investments are set out as below:

Date of agreement

Date of which investment was
fully settled

Cost per Share paid by each of
the Pre-IPO Investors

(in approximation)™

Post-money valuation

Series A Financing

April 23, 2021

June 18, 2021

US$0.75 (equivalent to
approximately HK$5.84)

Approximately
US$315 million
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Series A-2 Financing

June 10, 2021

August 10, 2021

USS$1.12 (equivalent to
approximately HK$8.72)

Approximately
US$868 million
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Bases of consideration
and valuation

Discount to the Offer Price

(in approximation)®

Amount of consideration paid

Lock-up Period

Series A Financing

The consideration of Series A
Financing was determined
after arms’ length negotiation
between ONM Group Ltd.
and the Series A Investors
conducted in late 2020 with
reference to the development
status of our Group’s
products, the scale of
business and development
prospect of our Group, taking
into account the then market
sentiment and uncertainty to
the economic recovery in the
midst of the COVID-19
pandemic.

33.68%

US$35,000,000

Series A-2 Financing

The consideration of

Series A-2 Financing was
determined after arms’ length
negotiation taking into
account the ON HV Transfer,
the development status of our
Group’s products, the scale of
business and development
prospect of our Group. Our
valuation increased from
approximately US$315
million post Series A
Financing to approximately
US$868 million post Series
A-2 Financing due to (i) the
then financial performance of
our Companys; (ii) nine new
product registration approvals
being obtained for in
jurisdictions across four
continents, including major
markets such as the PRC and
the United States in the

first quarter of 2021;

(iii) developing our own
direct sales team to further
strengthen our market
presence in the PRC; and
(iv) the product portfolio of
ON P&F.

0.97%

US$167,500,000

The equity interest of our Company acquired by the Pre-IPO
Investors in the Pre-IPO Investments will be subject to a lock-up
period of six months from the Listing Date.
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Series A Financing Series A-2 Financing
Use of proceeds from the The proceeds have been used to repay the outstanding bank
Pre-IPO Investments loans of approximately US$39.0 million, purchase financial

assets with pre-determined coupon at maturity of US$20.0
million and deposited as short-term bank deposit of US$129.0
million, respectively. As of the Latest Practicable Date,
approximately 93% of the net proceeds from the Pre-IPO
Investments by the Pre-IPO Investors were utilized.

Strategic benefits of the At the time of the Pre-IPO Investments, our Directors were of
Pre-IPO Investors brought the view that our Company could benefit from the additional
to our Company capital that would be provided by the Pre-IPO Investors’

investments in our Company and the Pre-IPO Investors’
knowledge and experience. The investments by our Pre-IPO
Investors, who are reputable investors in the PRC, also increases
our brand awareness in the PRC and facilitates our marketing
efforts. The Directors nominated and appointed by our Pre-IPO
Investors complement our Board to support good corporate
governance.

Notes:

1. The cost per Share paid by each of the Pre-IPO Investors is calculated based on the consideration paid
by each of Pre-IPO Investors divided by the number of Shares held by each of the Pre-IPO Investors
after Share Consolidation.

2. The discount to the Offer Price is calculated based on the Offer Price of HK$8.80 per Share and the
exchange rate of US$1 to HK$7.7813.

3. For further details of accounting treatment of the Series A Preferred Shares and Series A-2 Preferred
Shares, please refer to the paragraph headed “Financial Information — Indebtedness — Convertible
Redeemable Preferred Shares™ in this prospectus.

Special Rights of the Pre-IPO Investors

All Preferred Shares shall be converted into Ordinary Shares of our Company
immediately before the completion of the Global Offering on a 1:1 ratio. All the shareholders
(including the Pre-IPO Investors) of our Company are bound by shareholders’ agreement dated
September 28, 2021 (as amended from time to time) (the “SHA”) and the articles of association
of our Company which superseded all previous agreements among the contracting parties in
respect of the shareholders’ rights in our Company.

The Pre-IPO Investors were granted customary special rights, including protective
provisions and information rights, etc. Except for the redemption right which has been waived,
all other special rights (including the conversion right and the director nomination right as set
out below) shall cease to be effective and be discontinued upon Listing.
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Redemption Right

Each Pre-IPO Investor is given a redemption right to, upon occurrence of specified
events, sell to HART all or a portion of the Preferred Shares it then holds in accordance with
the terms of the SHA at a specified redemption price. Each of the relevant Pre-IPO Investors
has executed a waiver undertaking by September 28, 2021 to terminate the aforementioned
redemption right with effect from the date of the waiver undertaking. The redemption right is
only exercisable if the Listing does not take place and shall be automatically restored upon the
earlier of, among others, (i) failure on the part of our Company to complete its initial public
offering before a specified deadline, or (ii) upon the earlier of the rejection, withdrawal or lapse
of the Company’s listing application.

Conversion Right

Each Pre-IPO Investor is given a conversion right to convert, at its option, its Preferred
Shares to Ordinary Shares at an initial conversion ratio of 1:1. The conversion from Preferred
Shares to Ordinary Shares will automatically take place upon an initial public offering of
shares of the Company and commencement of trading of the Shares of the Company on the
Stock Exchange at the pre-IPO market capitalization that (i) implies a valuation of Preferred
Shares held by the Pre-IPO Investors immediately prior to the Global Offering at no less than
100% of the aggregate purchase price paid by such Pre-IPO Investors for the issuance of their
respective Preferred Shares if the Global Offering is consummated within twenty four months
from July 20, 2021; or (ii) is equal to or exceed US$1,000,000,000 if the Global Offering is
consummated after the second anniversary of July 20, 2021 ((i) or (ii) referred to as “Qualified
IPO”). The Global Offering is a Qualified IPO and all Preferred Shares will be automatically
converted into Ordinary Shares upon Listing.

Director Nomination Right

Pursuant to the Series A share subscription agreement, so long as the outstanding Series
A Preferred Shares represent no less than 5% of the total issued share capital of the Company
(on a fully-diluted and as-converted basis) in aggregate, CICC Biomedical Fund shall be
entitled to nominate a Director (the “Series A Director”). The Series A Director, Ms. Ying
LIANG, was appointed as a director of ONM Group Ltd. from June 23, 2021 to September 28,
2021, and was appointed as a Director of our Company on September 2021. Pursuant to the
resolutions of the Board dated September 29, 2021, the Series A Director will resign effective
before the date of this prospectus. The Series A director has resigned on November 28, 2022.
Both CICC Biomedical Fund and the SCGC Entities enjoy director nomination right pursuant
to the relevant subscription agreements. As such director nomination right will be terminated
upon Listing, the Company has discussed with CICC Biomedical Fund and the SCGC Entities
as to whether the directors they nominated would remain on the Board upon Listing. It was
agreed by the Company and the relevant parties (including the directors nominated by CICC
Biomedical Fund and the SCGC Entities) that the Series A Director will resign with effect
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before the date of this prospectus whilst Dr. Yi Zhou, being the director nominated by the
SCGC Entities, will remain on our Board upon Listing, having taken into account
considerations such as the respective shareholding of CICC Biomedical Fund and the SCGC
Entities.

Information about the Pre-IPO Investors

Our Pre-IPO Investors include certain well-known and experienced institutional
investors. Set out below is a description of our Pre-IPO Investors.

SCGC Entities

Each of SCGC Capital Holding Company Limited (“SCGC Capital”), Suzhou Red Earth
Yeju Investment Ltd. (“SZYJ”) and HTYL Investment Holdings Limited (“HTYL”)
(collectively the “SCGC Entities”) is a company incorporated under the laws of the BVI. The
SCGC Entities are affiliates of Shenzhen Capital Group Co., Ltd. (‘@ﬂ”l—‘ﬁﬁ”%ﬁ&g%@ﬁﬁﬁ/z}
F]), which was established in 1999 by the Shenzhen Municipal Government with a focus on
venture capital investment to nurture entrepreneurship and innovation and is ultimately
controlled by the State-owned Assets Supervision and Administration Commission of the
People’s Government of Shenzhen Municipal (ZEYII T A BB B A & 2 B BHE P2 B ). The
SCGC Entities focus, among other things, on investments in innovative growth-oriented
enterprises. We became acquainted with the SCGC Entities through our then financial advisor,
CITIC Securities Company Limited, a company listed on the Main Board of the Stock
Exchange (stock code: 6030) (“CITIC Securities”). As of the date of this prospectus and
immediately following completion of the Global Offering, the SCGC Entities are interested in
12.68% and 11.84% of the total issued share capital of the Company (without taking into
account any Shares which may be allotted and issued under the Share Incentive Schemes),
respectively. Accordingly, Shenzhen Capital Group Co., Ltd. is a substantial shareholder of our
Company.

Kinetic

Kinetic is a limited liability company incorporated under the laws of Hong Kong and is
an investment holding company indirectly wholly owned by CCB International (Holdings)
Limited (8RB FRHFER)A FRZ Al), which is in turn an indirect wholly-owned subsidiary of
China Construction Bank Corporation (4 Bl 5% $R17 %1/ 45 FR /A 7). China Construction Bank
Corporation is a joint stock company incorporated in the PRC with limited liability and the
shares of which are listed on the Main Board of the Stock Exchange (stock code: 00939) and
Shanghai Stock Exchange (stock code: 601939), which offers comprehensive financial
services, including personal banking, corporate banking, investment and wealth management.
We were introduced to Kinetic by the SCGC Entities upon their decision to proceed with their

investments. Kinetic has invested in companies which are listed on the Main Board of the Stock
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Exchange, such as Bison Finance Group Limited (stock code: 0888) and Tongcheng Travel
Holdings Limited (stock code: 0780). To the best of the Directors’ knowledge, each of Kinetic,
CCB International (Holdings) Limited and China Construction Bank Corporation is an
Independent Third Party.

CICC Biomedical Fund

CICC Biomedical Fund L.P. (1B M) AR LY B 4RI E S B REAEREY)
(formerly known as "<& RUEE(E AT A Y B ERFERE RS AR EEEREGE))) (“CICC
Biomedical Fund”) is a private equity fund managed by CICC Capital Management Co., Ltd.
as the general partner and is focused on world-leading innovative medicines and technologies.
CICC Capital Management Co., Ltd. is a wholly-owned subsidiary of China International
Capital Corporation Limited, a company listed on the Main Board of the Stock Exchange (stock
code: 3908) and Shanghai Stock Exchange (stock code: 601995). China International Capital
Corporation Hong Kong Securities Limited is wholly owned by China International Capital
Corporation (Hong Kong) Limited, which is a wholly-owned subsidiary of China International
Capital Corporation Limited. We were introduced to CICC Biomedical Fund by China
Merchants Securities Investment Co., Ltd., a wholly-owned subsidiary of China Merchant
Securities Co., Ltd (a company listed on the Main Board of the Stock Exchange (stock code:
6099) and Shanghai Stock Exchange (stock code: 600999)) (“CMS”), which is the indirect
holding company of Bliss Moment, upon their decision to proceed with their investments.
CICC Biomedical Fund has 30 limited partners, none of them is holding 30% or more
partnership interests. To the best of the Directors’ knowledge, each of the general partner and
limited partners of CICC Biomedical Fund is an Independent Third Party.

Bliss Moment

Bliss Moment Limited is a company incorporated in the BVI and is wholly owned by
China Merchants Securities Investment Management (HK) Co., Ltd. (4 i i 5 & HL(CH)
AR/ E]) (“CMSHK”), an Independent Third Party. CMSHK is a wholly-owned subsidiary of
China Merchants Securities International Company Limited, a company incorporated in Hong
Kong in July 1999 acting as the main overseas business platform of CMS, and offers security
brokerage, corporate financing, sales and trading, asset management, private equity, and
commodities trading services. We became acquainted with Bliss Moment through CITIC
Securities.

Shenzhen Share Zeshan

Shenzhen Share Zeshan Precision Medical Limited Partnership (ZEIIITH 7> S48 5 A5 HE R
WAIERE R B AEEREY)) (“Shenzhen Share Zeshan”) is a limited partnership
managed by Shenzhen Share Growth Investment Management Co., Ltd. (I MR E
EHA R/ F]). The general partner of Shenzhen Share Zeshang is Shenzhen Share Growth
Investment Management Co., Ltd. (I E MR EEHABR/AR), which is in turn
owned as to 62.08% by Mr. Bai Went