. -

ScmESERNRERBIRALS

Acotec Scientific Holdings Limited *L = 7

(Incorporated in the Cayman Islands with Ilguted liability)
»
»

Stock Code: 6669

GLOBAT-
OFFERING | ./

Joint Sponsors, Joint Global Coordinators, Joint Bookrunners and Joint Lead Managers

MorganStanley @ CICCth&22a

Joint Bookrunners and Joint Lead Managers

@ s ngas




IMPORTANT

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

acoXtec

Acotec Scientific Holdings Limited
EREBENEERBERAFA

(Incorporated in the Cayman Islands with limited liability)

GLOBAL OFFERING

Number of Offer Shares under the Global : 68,633,000 Shares (subject to the Over-
Offering allotment Option)
Number of Hong Kong Offer Shares : 6,864,000 Shares (subject to reallocation)
Number of International Offer Shares : 61,769,000 Shares (subject to reallocation
and the Over-allotment Option)
Maximum Offer Price : HK$23.80 per Offer Share, plus brokerage of
1%, SFC transaction levy of 0.0027 %, and
Stock Exchange trading fee of 0.005%
(payable in full on application in Hong
Kong dollars and subject to refund)
Nominal value : US$0.00001 per Share
Stock code : 6669

Joint Sponsors, Joint Global Coordinators, Joint Bookrunners and Joint Lead Managers

MorganStanley @ CICCrth&2a]

Joint Bookrunners and Joint Lead Managers

@ et

Valuable Capital Limited

Hong Kong Exchanges and Clearing Limited, The Stock Exchange of Hong Kong Limited and Hong Kong Securities Clearing Company Limited take no responsibility
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The Joint Global Coordinators (for themselves and on behalf of the Underwriters), with our consent, may reduce the number of Offer Shares being offered
under the Global Offering and/or the indicative Offer Price range stated in this prospectus at any time on or prior to the morning of the last day for lodging
applications under the Hong Kong Public Offering. In such a case, an announcement will be published on the websites of the Stock Exchange at
www.hkexnews.hk and our Company at www.acotec.cn not later than the morning of the day which is the last day for lodging applications under the Hong
Kong Public Offering. Details of the arrangement will then be announced by us as soon as practicable. For further information, please see the sections headed
“Structure of the Global Offering” and “How to Apply for Hong Kong Offer Shares”.
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This prospectus is available at the website of the Hong Kong Stock Exchange at www.hkexnews.hk and our website at www.acotec.cn. If you require a printed
copy of this prospectus, you may download and print from the website addresses above.
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IMPORTANT

IMPORTANT NOTICE TO INVESTORS:
FULLY ELECTRONIC APPLICATION PROCESS

We have adopted a fully electronic application process for the Hong Kong Public
Offering. We will not provide printed copies of this prospectus or printed copies of
any application forms to the public in relation to the Hong Kong Public Offering.

This prospectus is available at the website of the Hong Kong Stock Exchange at
www.hkexnews.hk under the “HKEXnews > New Listings > New Listing Information”
section, and our website at www.acotec.cn. If you require a printed copy of this
prospectus, you may download and print from the website addresses above.

To apply for the Hong Kong Offer Shares, you may:

(1) apply online through the White Form eIPO service at www.eipo.com.hk;

(2) apply through the CCASS EIPO service to electronically cause 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 by calling +852
2979 7888 (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 at 1/F, One & Two Exchange Square, 8
Connaught Place, Central, Hong Kong by completing an input request.

If you have any question about the application for the Hong Kong Offer Shares, you may
call the enquiry hotline of our Hong Kong Share Registrar and White Form eIPO Service
Provider, Computershare Hong Kong Investor Services Limited, both at +852 2862 8690
on the following dates:

Thursday, August 12, 2021 - 9:00 a.m. to 9:00 p.m.
Friday, August 13, 2021 - 9:00 a.m. to 9:00 p.m.
Saturday, August 14, 2021 - 9:00 a.m. to 6:00 p.m.
Sunday, August 15, 2021 - 9:00 a.m. to 6:00 p.m.
Monday, August 16, 2021 - 9:00 a.m. to 9:00 p.m.
Tuesday, August 17, 2021 - 9:00 a.m. to 12:00 noon

We will not provide any physical channels to accept any application for the Hong Kong
Offer Shares by the public. The contents of the electronic version of this prospectus are
identical to the printed prospectus as registered with the Registrar of Companies in Hong
Kong pursuant to Section 342C of the Companies (Winding Up and Miscellaneous
Provisions) Ordinance.

If you are an intermediary, broker or agent, please remind your customers, clients or
principals, as applicable, that this prospectus is available online at the website addresses
above.

Please refer to the section headed “How to Apply for Hong Kong Offer Shares” for
further details of the procedures through which you can apply for the Hong Kong Offer
Shares electronically.
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Your application must be for a minimum of 1,000 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.
Acotec Scientific Holdings Limited
(Stock Code 6669)
(HK$23.80 per Hong Kong Offer Share)
NUMBER OF HONG KONG OFFER SHARES THAT
MAY BE APPLIED FOR AND PAYMENTS

No. of No. of No. of No. of
Hong Kong Amount  Hong Kong Amount  Hong Kong Amount  Hong Kong Amount
Offer Shares payable on  Offer Shares payable on  Offer Shares payable on  Offer Shares payable on
applied for application applied for application applied for application applied for application
HK$ HK$ HK$ HK$
1,000 24,039.83 14,000 336,557.66 70,000 1,682,788.28 500,000 12,019,916.30
2,000 48,079.67 16,000 384,637.32 80,000  1,923,186.61 600,000  14,423,899.56
3,000 72,119.50 18,000 432,716.99 90,000 2,163,584.93 700,000  16,827,882.82
4,000 96,159.33 20,000 480,796.65 100,000 2,403,983.26 800,000  19,231,866.08
5,000 120,199.16 25,000 600,995.82 150,000 3,605,974.89 900,000  21,635,849.34
6,000 144,239.00 30,000 721,194.98 200,000 4,807,966.52 1,000,000  24,039,832.60
7,000 168,278.83 35,000 841,394.14 250,000 6,009,958.15 1,500,000 36,059,748.90
8,000 192,318.66 40,000 961,593.30 300,000 7,211,949.78 2,000,000  48,079,665.20
9,000 216,358.49 45,000 1,081,792.47 350,000  8,413,941.41 2,500,000 60,099,581.50
10,000 240,398.33 50,000 1,201,991.63 400,000 9,615,933.04 3,432,000 82,504,705.48

12,000 288,477.99 60,000  1,442,389.96 450,000  10,817,924.67

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

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

any such application is liable to be rejected.
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EXPECTED TIMETABLEY

If there is any change in the following expected timetable of the Hong Kong Public
Offering, we will issue an announcement in Hong Kong to be published on the Company’s

website at www.acotec.cn and the website of the Stock Exchange at www.hkexnews.hk.

Hong Kong Public Offering commences . ........... ... ... ......... 9:00 a.m. on
Thursday, August 12, 2021

Latest time to complete electronic applications under

White Form eIPO service through the designated
website at www.eipo.com.hk® . ... ... 11:30 a.m. on
Tuesday, August 17, 2021

Application lists open™® .. ... ... 11:45 a.m. on
Tuesday, August 17, 2021

Latest time to (a) lodge completing payment of
White Form eIPO applications by effecting internet banking
transfers(s) or PPS payment transfer(s) and (b) giving
electronic application instructions to HKSCC™ .. .. ... ........... .. 12:00 noon on
Tuesday, August 17, 2021

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

Tuesday, August 17, 2021

Expected Price Determination Date® ... ................... Tuesday, August 17, 2021

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 under
the Hong Kong Public Offering to be published and on
the website of the Stock Exchange at www.hkexnews.hk

and the Company’s website at www.acotec.cn ©
on or before . ... ... . Monday, August 23, 2021

—iii —
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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 Stock Exchange at
www.acotec.cn and www.hkexnews.hk respectively ... .. Monday, August 23, 2021

. 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
Monday, August 23, 2021
to 12:00 midnight on
Sunday, August 29, 2021

. from the allocation results telephone enquiry by
calling +852 2862 8555 between 9:00 a.m. and
6:00 pm. ON . ... Monday, August 23, 2021,
Tuesday, August 24, 2021,
Wednesday, August 25, 2021 and
Thursday, August 26, 2021

Share certificates in respect of wholly or partially
successful applications to be dispatched/collected
or deposited into CCASS on or before'” ... ............... Monday, August 23, 2021

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 maximum Offer
Price per Offer Share initially paid on application
(if applicable) or wholly or partially unsuccessful
applications to be dispatched/collected on or before®™®® . .. . . Monday, August 23, 2021

Dealings in the Shares on the Stock Exchange expected
fO0 COMMENCE AL . .. .ottt e 9:00 a.m. on
Tuesday, August 24, 2021

The application for the Hong Kong Offer Shares will commence on Thursday,
August 12, 2021 through Tuesday, August 17, 2021. The application monies (including
brokerage, SFC transaction levy and Stock Exchange trading fee) will be held by the
receiving bank on behalf of the Company and the refund monies, if any, will be returned
to the applicant(s) without interest on Monday, August 23, 2021. Investors should be
aware that the dealings in Shares on the Stock Exchange are expected to commence on
Tuesday, August 24, 2021.
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EXPECTED TIMETABLEY

Notes:
(1)
(2)

(3)

)

(5)

(6)

N

(@)

€))

Unless otherwise stated, all times and dates refer to Hong Kong local times and dates.

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

If there is/are a “black” rainstorm warning or a tropical cyclone warning signal number 8 or above and/or an
announcement of “extreme conditions” caused by a super typhoon by the Government of Hong Kong in
accordance with revised “Code of Practice in Times of Typhoons and Rainstorms” issued by the Hong Kong
Labour Department in June 2019 in force in Hong Kong at any time between 9:00 a.m. and 12:00 noon on
Tuesday, August 17, 2021, the application lists will not open and will close on that day. For further details,
please see the section headed “How to Apply for Hong Kong Offer Shares — 11. Effect of Bad Weather on the
Opening and Closing of the Application Lists” in this prospectus.

Applicants who apply for Hong Kong Offer Shares by giving electronic application instructions to HKSCC
via CCASS should refer to the section headed “How to Apply for Hong Kong Offer Shares — 7. Applying
through CCASS EIPO service” in this prospectus.

The Price Determination Date is expected to be on or about Tuesday, August 17, 2021, and in any event, not
later than Monday, August 23, 2021. If, for any reason, the Offer Price is not agreed between the Joint Global
Coordinators (for themselves and on behalf of the Underwriters) and us on or before Monday, August 23, 2021,
the Global Offering will not proceed and will lapse.

None of the websites 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 — Hong Kong Public Offering — Grounds for Termination™ has not been exercised. Investors who
trade Shares on the basis of publicly available allocation details prior to the receipt of Share certificates or
prior to the Share certificates becoming valid certificates of title do so entirely at their own risk.

e-Refund payment instructions/refund cheques will be issued in respect of wholly or partially unsuccessful
applications pursuant to the Hong Kong Public Offering and in respect of wholly or partially successful
applicants in the event that the final 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 Monday, August 23,
2021 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 the
section headed “How to Apply for Hong Kong Offer Shares — 15. Despatch/Collection of Share Certificates
and Refund Monies — Personal Collection — (ii) if you apply through CCASS EIPO service” in this prospectus
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 the sections headed “How to Apply for Hong Kong Offer Shares — 14. Refund
of Application Monies” and “How to Apply for Hong Kong Offer Shares — 15. Despatch/Collection of Share
Certificates and Refund Monies”.
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The above expected timetable is a summary only. For further details of the structure of
the Global Offering, including its conditions, and the procedures for applications for Hong
Kong Offer Shares, please see the sections headed “Structure of the Global Offering” and
“How to Apply for Hong Kong Offer Shares” in this prospectus, 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 case, the Company will make 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 and is qualified in its entirety by, and should be read in conjunction with, the
more detailed information and financial information appearing elsewhere in this
prospectus. As this is a summary, it does not contain all the information that may be
important to you and we urge you to read the entire prospectus carefully before making
your investment decision. There are risks associated with any investment. In particular,
we are a biotechnology company seeking to list on the Main Board of the Stock
Exchange under Chapter 18A of the Listing Rules on the basis that we are unable to
meet the requirements under Rule 8.05(1), (2) or (3) of the Listing Rules. We may not
be able to successfully develop and market our Core Products indicated for the
treatment of AVF stenosis, VAO stenosis and vasculogenic ED and other product
candidates in pipeline. 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 leading innovative medical device company in China focusing on providing
“leave nothing behind” treatment solutions for vascular diseases. We have developed a suite of
interventional medical devices featuring world-leading technologies, notably in the fields of
drug-coated balloons (DCB) and thrombus aspiration catheters. We developed and launched the
first peripheral DCB product in China in 2016, approximately four years ahead of the closest
runner-up, and had a dominating market share of approximately 86.9% in the peripheral DCB
market in China in terms of revenue generated in 2020. Our second DCB product was
designated as a “breakthrough device” by the FDA in 2019 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. The product also obtained the NMPA
approval in December 2020, making it the world’s first (and, as of the Latest Practicable Date,
only) below-the-knee (BTK) DCB product receiving regulatory approval based on multi-center
randomized controlled clinical trial results. Our DCB products feature one of the most
advanced drug-coating technologies among all the DCB products worldwide, and had
demonstrated good clinical performance based on the results of the clinical trials conducted by
us for such products. We are also in the process of developing a comprehensive product
pipeline, with 24 product candidates in various stages of development as of the Latest
Practicable Date. We believe our first-mover advantages, world-leading technologies,
dominating market share in China, and comprehensive product pipeline established high entry
barriers difficult for our competitors to surpass. Our mission is to become a global leader that
provides full-suite “leave nothing behind” interventional solutions for vascular diseases. We
are also expanding indications of our DCB products for the treatment of AVF stenosis, VAO
stenosis and vasculogenic ED. There are unique challenges, risks and uncertainties associated
with this. We may not be able to successfully develop and market our Core Products
indicated for these diseases.

Interventional treatment of vascular diseases caused by atherosclerosis is regarded as one
of the most innovative fields of modern medical research. In recent years, the growing
prevalence of vascular diseases caused by atherosclerosis such as peripheral artery disease
(PAD), coronary artery disease (CAD), and stroke boosted the adoption of minimally invasive
interventional procedures worldwide. Treatment solutions used in these interventional
procedures have evolved from percutaneous transluminal angioplasty (PTA) balloons to stents,
and further to DCBs. The major drawback of PTA balloons is the high incidence of short-term
vessel restenosis. Stents are effective in preventing vessel restenosis, but may cause
complications such as thrombosis, stent fracture, and in-stent restenosis (ISR). DCB therapy is
an innovative therapy using angioplasty balloons coated with anti-proliferative drugs. As
compared to PTA balloons, DCB can effectively inhibit neointimal hyperplasia, thereby
reducing the risks of vessel restenosis. As compared to stenting, DCB therapy can significantly
reduce the risk of thrombosis, avoid stent fracture and ISR, and more importantly, offers a
unique value proposition of “leaving nothing behind” in human bodies. As a result of such
benefits, DCBs are becoming increasingly popular and have been progressively replacing
stents in vascular interventions, according to Frost & Sullivan. We primarily focus on the
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peripheral artery disease DCB market, which accounted for approximately 13.4% of the overall
DCB market in China in 2019, but is expected to account for approximately 50.0% of the
overall DCB market in China by 2030, according to Frost & Sullivan.

The concept of DCB therapy was first envisioned by our CTO, Dr. Ulrich Speck, who
invented the first DCB product in the world, the drug-coating technology used in B. Braun’s
SeQuent Please, the world’s No. 1 coronary DCB product in terms of sales volume up to the
Latest Practicable Date, as well as the drug-coating technology used in Medtronic’s IN.PACT,
the world’s No. 1 peripheral DCB product in terms of sales volume up to the Latest Practicable
Date, according to Frost & Sullivan. Thereafter, Dr. Speck made several other breakthrough
discoveries in drug-coating technology, which we use in our DCB products and product
candidates.

As of the Latest Practicable Date, we had two DCB products approved by the NMPA.

. AcoArt Orchid® & Dhalia™, our Core Product, is indicated for treating superficial
femoral artery (SFA) and popliteal artery (PPA) lesions. AcoArt Orchid® &
Dhalia™ was approved by the NMPA in May 2016, approximately four years ahead
of the closest runner-up. We started to sell AcoArt Orchid® in China since June 2016
and AcoArt Dhalia™ in China since August 2016. As of the Latest Practicable Date,
we had launched AcoArt Orchid® & Dhalia™ in China and AcoArt Orchid® in
eleven other countries, including medically-advanced countries such as Germany,
Italy and Switzerland.

. AcoArt Tulip™ & Litos™, our Core Product, is indicated for treating BTK lesions.
We obtained the NMPA approval for AcoArt Tulip™ & Litos™ through a fast-track
program in December 2020. We started to sell AcoArt Tulip™ & Litos™ in China
since January 2021. According to Frost & Sullivan, as of the Latest Practicable Date,
AcoArt Tulip™ & Litos™ was the only BTK DCB product approved by the NMPA,
and there was no ongoing clinical trial conducted in China for any other BTK DCB
product candidates. We expect that we can maintain our leading position in the BTK
DCB market in China for at least five years considering that AcoArt Tulip™ &
Litos™ was the first BTK DCB approved for market in China, and as of the Latest
Practicable Date, there was no ongoing clinical trial conducted in China for any
other BTK DCB product candidates. AcoArt Litos™ was designated as a
“breakthrough device” by the FDA in 2019, and was the first (and, as of the Latest
Practicable Date, one of the only four) domestically-manufactured device(s)
receiving such designation, according to Frost & Sullivan. As of the Latest
Practicable Date, we had launched AcoArt Tulip™ & Litos™ in China and eleven
other countries including Germany, Italy and Switzerland.

We are also a pioneer in expanding indications of DCB products. The narrowing of
arteries may result in different types of diseases. Depending on the different arteries affected,
such diseases include CAD, PAD, stroke, arteriovenous fistula (AVF) stenosis in hemodialysis
(HD) patients and erectile dysfunction. DCB therapy, as a proven therapy for the treatment of
CAD and PAD, is a promising therapy for treating these other types of vascular diseases. We
do not plan to devote our resources competing in the CAD DCB market, which accounted for
approximately 86.6% of the overall DCB market in China in 2019, but is expected to account
for only approximately 42.0% of the overall DCB market in China by 2030, according to Frost
& Sullivan. We are actively exploring the opportunities to expand the indications of our Core
Products to nephrology, neurology and andrology, to address the unmet or underserved clinical
needs of patients suffering from other types of vascular diseases, such as arteriovenous fistula
(AVF) stenosis, vertebral atherosclerotic stenosis and erectile dysfunction. With our strong
research and development capabilities, accumulated experience in product registration, and our
established commercialization network, we believe that we can efficiently replicate our success
in the lower extremity DCB market, and capture the growth potential of the large and fast
growing vascular disease treatment market in China.

We are also offering and developing many other therapeutic, procedural and ancillary
medical devices such as thrombus aspiration devices and radiofrequency systems.
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OUR PRODUCTS AND PRODUCT CANDIDATES

The following chart summarizes the indication expansion status of our Core Products as
of the Latest Practicable Date:

Department] I“di?aﬁ?m/ Key . _ Phase _ _ Up‘coming
Applications |Technologies| Pre-clinical Studies Clinical Studies Registration  Milestone

Superficial
femoral China [« }UN
Vascular artery (SFA)
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I N/A
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Tulip™ & artery disease coating,
Litos™ pdymﬂ
eep e FDA IDE
- approval
Vasculogenic Registration
Andrology  erectile [ 4 approval
dysfunction (2025)

k Core product [§§] Commercialization

It is expected that once an indication expansion is approved by the NMPA, the registration
certificate for AcoArt Orchid & Dhalia or AcoArt Tulip & Litos, as the case may be, will be
updated, and the new indication will be added to the “Usage Scope” (% #i[&) section of the
relevant registration certificate. No separate registration certificate will be issued for such
indication expansions.

All of our products and product candidates are Class III medical devices under the
classification criteria of the NMPA. The following chart summarizes the key information of our
full product portfolio as of the Latest Practicable Date, including four commercialized
products, the indication expansion for our Core Products in three therapeutic areas, and 24
additional product candidates:
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SUMMARY

OUR STRENGTHS

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

. a China-based global leader in the large, fast-growing and under-penetrated
peripheral artery disease interventional medical device industry;

. unique technology platform built upon four synergetic core technologies (including
drug-coating technology, aspiration platform technology, polymer material
technology, and radiofrequency ablation technology), and a globalized research and
development team capable of connecting world-class technologies with the China
market;

. comprehensive product pipeline covering five therapeutic areas, providing full-suite
vascular “leave nothing behind” solutions;

. proven commercialization capabilities, well-established promotion channels and
extensive distribution network; and

. a visionary and globalized management team committed to R&D and
commercialization and strong shareholder support.

OUR STRATEGIES

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

. leverage the synergistic effects from our four core technologies to further expand
our product offerings;

. continue to grow sales of AcoArt Orchid® & Dhalia™;

. rapidly advance the clinical development and commercialization of late-staged
product candidates;

. expand our geographic presence and worldwide footprint to become a global leader;
and

. strengthen our research and development capabilities and expand manufacturing
capacities.

OUR CORE PRODUCTS
AcoArt Orchid® & Dhalia™

AcoArt Orchid® & Dhalia™ is a paclitaxel DCB used to prevent stenosis or occlusion in
superficial femoral artery (SFA) and popliteal artery (PPA) for the treatment of lower extremity
artery disease (LEAD) with a vascular interventional approach. It is compatible with the
guidewire of 0.035” (Orchid®) and 0.018” (Dhalia™").

We received the CE Marking for AcoArt Orchid® in 2014 and the NMPA approval for
AcoArt Orchid® & Dhalia™ in 2016. AcoArt Orchid® & Dhalia™ was the first peripheral
DCB product launched in China. As of the Latest Practicable Date, we had also launched
AcoArt Orchid® in eleven other countries such as Germany, Italy and Switzerland. As of the
Latest Practicable Date, there had not been any material unexpected or adverse changes since
the date we received the relevant regulatory approvals or registrations. We are in the process
of obtaining approvals or completing registrations for AcoArt Orchid® in Brazil. For 2019 and
2020 and the three months ended March 31, 2020 and 2021, our revenue generated from the
sales of AcoArt Orchid® & Dhalia™ in China and overseas was RMB120.2 million,
RMB187.2 million, RMB18.5 million and RMB43.3 million, respectively.

For details of AcoArt Orchid® & Dhalia™, please refer to the paragraphs headed

“Business — Our Products and Product Candidates — Our Core Products — 1. AcoArt
Orchid® & Dhalia™ in this prospectus.

_5_
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AcoArt Tulip™ & Litos™

AcoArt Tulip™ & Litos™ is a paclitaxel DCB used to prevent stenosis or occlusion in
below-the-knee (BTK) arteries for the treatment of chronic limb-threatening ischemia with a
vascular interventional approach. It is compatible with the guidewire of 0.018” (Tulip™") and
0.014” (Litos™).

We received the CE Marking for AcoArt Tulip™ & Litos™ in 2014, the FDA
“breakthrough device” designation for AcoArt Litos™ in 2019 and the NMPA approval for
market for AcoArt Tulip™ & Litos™™ in December 2020, and successfully launched it in China
in January 2021. According to Frost & Sullivan, AcoArt Litos™ is the first domestically-
manufactured device receiving FDA “breakthrough device” designation, and AcoArt Tulip™
& Litos™ was the world’s first BTK DCB product approved by the NMPA and launched in
China. As of the Latest Practicable Date, we had also launched AcoArt Tulip™ & Litos™ in
eleven other countries such as Germany, Italy and Switzerland. As of the Latest Practicable
Date, there had not been any material unexpected or adverse changes since the date we received
the relevant regulatory approvals or re%istrations. We are in the process of completing
registrations for AcoArt Tulip™ & Litos™ in Brazil and India. We are also selecting business
partners for conducting clinical trials for AcoArt Litos™™ in the U.S. and will initiate the
relevant application procedures in due course. For 2019 and 2020, we only sold AcoArt
TulipTM & Litos™ in overseas countries, and generated revenue from the sales of RMB2.6
million and RMB3.0 million, respectively. For the three months ended March 31, 2021, our
revenue generated from sales of AcoArt Tulip™ & Litos™™ in China and overseas was RMB9.5
million.

For details of AcoArt Tulip™ & Litos™, please refer to the paragraphs headed “Business
— Our Products and Product Candidates Our Core Products — 2. AcoArt Tulip™ &
in this prospectus.

As of the Latest Practicable Date, we owned eight registered patents and had two pending
patent applications in relation to our Core Products. For details of the material patents, please
refer to the paragraphs headed “Business — Intellectual Property Rights” in this prospectus.

MARKET OPPORTUNITY AND COMPETITIVE LANDSCAPE
Lower Extremity DCB Market

AcoArt Orchid® & Dhalia™ is indicated for treating SFA and PPA lesions, and AcoArt
Tulip™ & Litos™ is indicated for treating BTK lesions, respectively. According to Frost &
Sullivan, the prevalence of lower extremity artery disease (LEAD) in China increased from
35.8 million in 2015 to 39.6 million in 2019 at a CAGR of 2.5%, and is expected to further
increase to 49.8 million in 2030, at a CAGR of 2.1% from 2019 to 2030.

According to Frost & Sullivan, the market size of lower extremity DCB products in China
increased from nil in 2015 to RMB141.8 million in 2019. It is estimated to increase to RMB1.3
billion in 2024 (including RMB363.3 million for BTK DCB products) at a CAGR of 55.1%
from 2019 to 2024, and further increase to RMB2.9 billion in 2030 (including RMB1.5 billion
for BTK DCB products) at a CAGR of 14.6% from 2024 to 2030.

DCB Product Indicated for treating SFA/PPA Lesions

According to Frost & Sullivan, as of the Latest Practicable Date, there were only four
NMPA-approved DCB products indicated for the treatment of SFA and PPA lesions on the
market in China. According to Frost & Sullivan, we are the dominating market leader in the
SFA/PPA DCB market in China, with a market share of approximately 86.9% in terms of
revenue generated in 2020.

DCB Product Indicated for Treating BTK Lesions

According to Frost & Sullivan, as of the Latest Practicable Date, AcoArt Tulip™ &
Litos™ was the first and only BTK DCB product approved by the NMPA and there was no
ongoing clinical trial conducted in China for any other BTK DCB product candidates. So it is
expected that we can maintain our leading position in the BTK DCB market in China for at
least five years.

_6—
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Arteriovenous Fistula (AVF) DCB Market

We are expanding the indications of AcoArt Orchid® & Dhalia™ to nephrology for
treating AVF stenosis. AVF are often surgically created for use in hemodialysis (HD)
procedures for patients with end-stage renal disease, but AVF may become narrowed over time,
and repeated HD procedures may further increase the chance of AVF stenosis. According to
Frost & Sullivan, the number of patients who underwent HD procedures in China increased
from 385.1 thousand in 2015 to 632.7 thousand in 2019 at a CAGR of 13.2%. It is estimated
to increase to 1.3 million in 2024 at a CAGR of 16.2% from 2019 to 2024, and to further
increase to 3.8 million in 2030 at a CAGR of 18.8% from 2024 to 2030.

According to Frost & Sullivan, as of the Latest Practicable Date, there was only one
NMPA -approved arteriovenous access DCB product in China, and we were one of the only two
companies conducting clinical trials in China for arteriovenous access DCB product
candidates.

Intracranial DCB and Vertebral Artery DCB Market

We are expanding the indications of AcoArt Orchid® & Dhalia™ to neurology for
treating vertebral atherosclerotic (VAO) stenosis. Intracranial and vertebral atherosclerotic
stenosis of a major cerebral artery is one of the most common causes of stroke worldwide,
especially for ischemic stroke. According to Frost & Sullivan, the number of patients with
ischemic stroke caused by intracranial atherosclerosis disease increased from 1.4 million in
2015 to 1.6 million in 2019 at a CAGR of 4.1%. It is estimated to increase to 1.9 million in
2024 at a CAGR of 3.7% from 2019 to 2024, and to further increase to 2.2 million at a CAGR
of 1.9% from 2024 to 2030.

According to Frost & Sullivan, as of the Latest Practicable Date, there was no
NMPA-approved DCB product indicated for the treatment of intracranial or vertebral
atherosclerosis in China, and we were the only company conducting clinical trials in China for
a DCB product for the treatment of intracranial atherosclerotic stenosis and extracranial
vertebral artery stenosis.

Internal Iliac Artery DCB Market

We are expanding the indications of AcoArt Orchid® & Dhalia™ and AcoArt Tulip™ &
Litos™ to andrology for treating vasculogenic erectile dysfunction (ED). According to Frost
& Sullivan, the number of patients with ED in China increased from 130.4 million in 2015 to
146.2 million in 2019 at a CAGR of 2.9%. It is estimated to increase to 170.6 million in 2024
at a CAGR of 3.1% from 2019 to 2024, and to further increase to 196.4 million in 2030 at a
CAGR of 2.4% from 2024 to 2030.

According to Frost & Sullivan, as of the Latest Practicable Date, there was no
NMPA-approved DCB product indicated for the treatment of vasculogenic ED in China, and no
similar product candidate had even entered into the clinical trial stage in China. We had
initiated a single-center pilot study to evaluate the safety and efficacy of our DCB product for
the treatment of vasculogenic ED. According to Frost & Sullivan, as of the Latest Practicable
Date, we were one of the very few companies in China conducting pre-clinical studies for DCB
product candidates for the treatment of vasculogenic ED.

Radiofrequency Ablation Catheters Market

Our radiofrequency ablation system is indicated for treating varicose vein (VV).
According to Frost & Sullivan, the number of patients with VV in China increased from 371.9
million in 2015 to 399.4 million in 2019 at a CAGR of 1.8%. It is estimated to increase to 433.3
million in 2024 at a CAGR of 1.6% from 2019 to 2024, and to further increase to 476.6 million
in 2030 at a CAGR of 1.6% from 2024 to 2030.

According to Frost & Sullivan, as of the Latest Practicable Date, there were only three
NMPA-approved radiofrequency ablation catheter products indicated for the treatment of VV
in China, and we were one of the only two companies conducting clinical trials in China for
radiofrequency ablation catheter product candidates for the treatment of VV.
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Thrombus Aspiration Catheters Market

Our peripheral aspiration system is indicated for treating venous thromboembolism
(VTE). VTE includes pulmonary thromboembolism (PTE) and deep vein thrombosis (DVT).
According to Frost & Sullivan, the number of DVT incidence in China increased from 1.1
million in 2015 to 1.5 million in 2019 at a CAGR of 8.3%. It is estimated to increase to 2.2
million in 2024 at a CAGR of 7.8% from 2019 to 2024, and to further increase to 3.3 million
in 2030 at a CAGR of 6.9% from 2024 to 2030.

Percutaneous mechanical thrombectomy (PMT) is a type of interventional procedures for
DVT. According to the Frost & Sullivan, as of the Latest Practicable Date, there were ten
NMPA-approved peripheral PMT catheter products on the market in China, all manufactured
by international companies. A number of leading domestic players are conducting pre-clinical
studies for their respective peripheral PMT catheter product. Our peripheral aspiration system
is currently under development and is expected to be the first domestically-manufactured
peripheral aspiration system approved by the NMPA, according to Frost & Sullivan.

For more details, please refer to the section headed “Industry Overview” in this
prospectus.

RESEARCH AND DEVELOPMENT

We primarily adopted a self-development business model. Our research and development
team self-developed most of the key technologies used in our products and product candidates,
and we own substantially all the rights pertaining to all our products and product candidates,
except that the formula of the excipient used in our DCB products (which we believe is a key
differentiating aspect of our products) was licensed from InnoRa GmbH, our business partner.
Please refer to the paragraphs headed “— Collaboration with our Business Partners —
Collaboration with InnoRa GmbH” for more details.

In 2019, 2020 and the three months ended March 31, 2020 and 2021, we incurred research
and development expenses of RMB25.5 million, RMB83.5 million, RMB6.5 million and
RMB36.1 million, respectively. Our research and development expenses directly attributable to
the Core Products amounted to RMB20.7 million, RMB24.2 million, RMB4.7 million and
RMB6.4 million, respectively, in 2019, 2020 and the three months ended March 31, 2020 and
2021. The increase of our research and development expenses not directly attributable to our
Core Products from 2019 to 2020 was mainly resulting from (i) an increase in materials (which
primarily consisted of balloons, lumen tubes, marker bands, anti-proliferative drugs, excipients
and other chemicals) consumed in relation to the continuous development of our other product
candidates (such as our lower limb sirolimus DCB, coronary sirolimus DCB, peripheral scoring
balloon, and peripheral aspiration system product candidates); (i) an increase in consultancy
fee incurred for third-party advisory services for the development of our product candidates,
which primarily consisted of the one-off technology service fees we paid to Pacific Vascular
Technologies, Inc., a reputable vascular testing service provider in the U.S. in 2020 for the
development of our peripheral aspiration system; and (iii) an increase in employee benefits
expenses mainly due to an increase in the number of research and development employees as
a result of our acquisition of VascuPatent Medical, as well as an increase in their salaries. The
increase of our R&D expenses not directly attributable to our Core Products from the three
months ended March 31, 2020 to the three months ended March 31, 2021 was mainly resulting
from (i) our payment of share-based compensation of RMB13.9 million to our research and
development employees in the three months ended March 31, 2021; and (ii) an increase in
employee benefits expenses of RMBS5.3 million mainly due to an increase in the number of
research and development employees as a result of our acquisition of VascuPatent Medical, as
well as an increase in their salaries. For more details of our research and development
expenses, please refer to the paragraphs headed “Financial Information — Description of
Selected Components of Statements of Profits or Loss and Other Comprehensive Income Items
— Research and Development Expenses” in this prospectus. Furthermore, we have a robust
intellectual property portfolio, consisting of 25 registered patents and 15 pending patent
applications.
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COLLABORATION WITH OUR BUSINESS PARTNERS
Collaboration with InnoRa GmbH

Similar to most competing products currently available, our DCB products use paclitaxel,
a drug that can effectively inhibit neointimal growth and thus prevent restenosis, as the
anti-proliferative drug. The key differentiating aspects of the DCB products manufactured by
different industry players include the excipients used to carry the anti-proliferative drug, and
the methods used to coat the anti-proliferative drug and the excipient to the balloon surface.
We made substantial investments, and accumulated extensive experience and know-how, in the
development of advanced coating methods, and we cooperate with InnoRa GmbH to develop
formula of the excipients we use in our DCB products. InnoRa GmbH is a lab-based technology
development company founded by our CTO, Dr. Ulrich Speck, and a dominant supplier of
drug-coating technologies used by many leading players in the DCB industry. During the Track
Record Period and as of the Latest Practicable Date, Dr. Speck held approximately 33.33% of
the equity interest in InnoRa GmbH. The research and development team of InnoRa GmbH
consists of world renowned scholars and scientists with extensive experience in developing
drug-coating technologies used in DCB products. As of the Latest Practicable Date, we had
established a collaboration relationship with InnoRa GmbH for around ten years. In May 2011,
we entered into a research and development cooperation agreement (the “R&D Cooperation
Agreement”) with InnoRa GmbH in relation to the research and development of certain
drug-coating technologies. Pursuant to the R&D Cooperation Agreement, InnoRa GmbH was
primarily responsible for performing research activities required for defining a drug-coating
formulation, conducting experiments to test drug contents, adherence and chemical stability,
and providing support to us when we conduct animal studies and clinical trials and when we
seek relevant regulatory approvals for our DCB products in China; while we were mainly
responsible for supply of materials, such as stents and catheters, accessories for animal studies,
such as plastic tubes and wires, as well as the prototype products. Any IP created by InnoRa
GmbH under the R&D Cooperation Agreement shall be offered to us for (i) exclusive licensing
in China and (ii) non-exclusive licensing outside China, subject to our right of first refusal.

In October 2013, InnoRa GmbH and we entered into a patent license agreement (the
“License Agreement”), which was later amended in February 2015, in relation to the license
granted by InnoRa GmbH to us. Pursuant to the License Agreement, we were granted a
perpetual, irrevocable and transferable license (the “License”), consisting of an exclusive
license for China and a non-exclusive license for countries outside China, for the relevant
intellectual property rights created, owned and/or controlled by InnoRa GmbH in relation to the
drug-coating technologies developed under the R&D Cooperation Agreement. In consideration
to the License, we shall pay InnoRa GmbH an annual maintenance fee of EUR 20,000, an
annual royalty fee amounting to 5% of our net sales of the relevant DCB products, and 20%
of the revenue we received from sub-licensing the relevant IP.

In January 2019, to further deepen our cooperation with InnoRa GmbH, we entered into
a strategic cooperation agreement (the “Strategic Cooperation Agreement”) with them and
formed a strategic cooperation relationship to jointly develop DCB products. Under the
Strategic Cooperation Agreement, we have a right of first refusal over all the intellectual
property rights in relation to the projects InnoRa GmbH and we jointly develop under the
agreement. The relevant intellectual property rights must be offered to us first, and we are
entitled to choose at our sole discretion to either (i) have InnoRa GmbH serve as the registered
owner of the intellectual property rights, while we obtain a license to use such intellectual
property rights by paying an annual maintenance fee and royalty fee to InnoRa GmbH; or (ii)
register the relevant intellectual property rights under our own name, and pay upfront fees and
annual royalty fees to InnoRa GmbH. The relevant intellectual property rights will not be
offered to any third party, regardless of how much such third party is willing to pay for them,
unless we choose neither to register such intellectual property rights under our own name nor
to license them from InnoRa GmbH.

During the Track Record Period and up to the Latest Practicable Date, we were obliged
under the R&D Cooperation Agreement, the License Agreement (as amended) and the Strategic
Cooperation Agreement (collectively, the “InnoRa Cooperation Agreements”) to pay annual
royalty fees and maintenance fees, on a combined basis, for our two Core Products, i.e., AcoArt
Orchid® & Dhalia™ and AcoArt Tulip™ & Litos™, and we did not generate any
sub-licensing revenue under the InnoRa Cooperation Agreements. For 2019, 2020 and the three
months ended March 31, 2020 and 2021, the total fees that we incurred under the InnoRa
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Cooperation Agreements and paid to InnoRa GmbH amounted to RMB6.1 million, RMBS.2
million, RMB1.0 million and RMB2.7 million, respectively.

The drug-coating technologies developed by InnoRa GmbH benefited a large number of
players in the DCB market, and many international medical device giants such as Medtronic
and B. Braun pay large amounts of royalty fees to InnoRa GmbH every year, for the
drug-coating technologies they licensed from InnoRa GmbH, according to Frost & Sullivan.
Our DCB products and product candidates are also developed through the collaboration with
InnoRa GmbH. We believe that the advanced drug-coating technologies we obtained through
the collaboration with, or jointly developed with, InnoRa GmbH had contributed to the good
clinical performance of our commercialized DCB products, and believe that our strategic
cooperation with InnoRa GmbH, and the advanced technologies we are jointly developing with
them, will solidify our leading position in the DCB markets and provide strong support to our
future growth.

For more details, please refer to the paragraphs headed “Business — Research and
Development — Collaboration with InnoRa” in this prospectus.

Relationships with CROs and SMOs

We collaborate with reputable CROs and SMOs for the support of our clinical trials.
When selecting CROs and SMOs, we consider a number of factors, including their expertise,
experience and reputation. For each new clinical trial, we generally enter into an agreement
with the CRO or SMO. The CROs and SMOs must comply with all applicable laws and
regulations and must follow our protocols to ensure that all clinical trial results are accurate
and authentic. Under the agreements with our CROs or SMOs, we are responsible for the trial
preparation, subject enrollment, trial implementation and management, while the CROs or
SMOs take responsibility for record keeping and report preparation to guarantee the clinical
trial process is in compliance with applicable laws, regulations and standards. In return for
their services, we make scheduled payments as agreed in the agreements. Our CROs and SMOs
may further assist us in trial preparation and management pursuant to our particular request,
for which extra fees will be incurred. Under the agreements, we generally own all the
intellectual property rights in relation to the clinical trials and the CROs must maintain strict
confidentiality with respect to the information they obtained during the clinical trials.

For more details, please refer to the paragraphs headed “Business — Research and
Development — Relationships with CROs and SMOs” in this prospectus.

MANUFACTURING

Our principal manufacturing facility is located at our headquarters in Beijing, China, with
an aggregate gross floor area of approximately 6,000 sq.m.. As of the Latest Practicable Date,
our facility was primarily used for the production of our balloon catheter products, including
DCB and PTA products and products candidates. For 2019 and 2020, our production capacity
for our balloon catheter products was 85,700 units, with a utilization rate of 56.8% and 52.7%
for the corresponding period. For the three months ended March 31, 2020 and 2021, our
production capacity for our balloon catheter products was 21,425 units and 39,156 units,
respectively, with a utilization rate of 37.0% and 46.9% for the corresponding period.

OUR SALES, CUSTOMERS, AND PRICING

During the Track Record Period, we 1\)generated revenue from four commercialized
products, namely AcoArt Orchid® & Dhalia™, AcoArt Tulip™ & Litos™, AcoArt Iris™ &
Jasmin™ and AcoArt Lily™ & Rosmarin™, among which AcoArt Iris™ & Jasmin™ and
AcoArt Lily™ & Rosmarin™ were only commercialized in China. During the Track Record
Period, we derived substantially all of our revenues from the sale of our DCB products in
China.

For 2019, 2020 and the three months ended March 31, 2021, the aggregate sales to our
five largest customers were RMB74.5 million, RMB161.6 million and RMB48.4 million,
representing 59.6%, 83.3% and 90.7% of our revenue, respectively. Sales to our largest
customer for the same periods were RMB36.6 million, RMB144.8 million and RMB44.3
million, representing 29.3%, 74.7% and 83.1% of our revenue, respectively. In line with
industry practice, we sell a significant portion of our products to hospitals and other medical
centers through distributors and/or platform distributors. Our five largest customers in 2019,
2020 and the three months ended March 31, 2021 mainly included our platform distributors.
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As of the Latest Practicable Date, we cooperated with 23 distributors and four platform
distributors for the sales of our products to hospitals and medical institutions in China. Each
of such 23 distributors we cooperated with has deep experience in the medical device
distribution industry, and each of such four platform distributors we cooperated with is a large,
state-owned platform distributor with extensive distribution network in China. We also
cooperated with nine distributors for the sales of our products overseas. As of the Latest
Practicable Date, we directly sold our products to two hospitals in China and five hospitals
overseas.

We sell our products to our distributors at Ex-factory Prices, which was determined based
on a number of factors, including the results of the extensive market research we conduct with
KOLs, hospitals, physicians and patients as well as regulatory bodies, our costs, the prices of
competing products, the differences in safety and efficacy profiles between our products and
competing products, the estimated demands for our products, and the possibility that our
products being subject to the centralized procurement programs organized by local
governments. Once the Ex-factory Prices are determined, the same prices will be applied to all
our domestic distributors without any discrimination or special arrangements. For overseas
distributors, the Ex-factory Prices are determined on a case by case basis. For platform
distributors, we offer them a single-digit discount on top of the Ex-factory Prices.

Our distributors and/or the sub-distributors under our platform distributors then sell our
products to hospitals at the Hospital Procurement Prices, which are often determined through
public tender processes organized by government agencies or the relevant hospitals. We
generally do not allow our distributors and/or such sub-distributors to sell our products to
hospitals at prices lower than the prices set during the tender processes.

The hospitals in turn sell our products to patients at the Retail Prices. We are not involved
in the determination of such prices, but in practice, for our domestic sales, the Retail Prices are
typically the same as the Hospital Procurement Prices.

The Retail Prices of our products general(l@y remained the same during the Track Record
Period. The Retail Price of AcoArt Orchid® & Dhalia™ ranged from RMB22,000 to
RMB33,000 per unit; the Retail Price of AcoArt Tulip'™ & Litos™ ranged from RMB24,750
to RMB36,000 per unit; the Retail Price of AcoArt Iris™ & Jasmin™ ranged from RMB2,330
to RMB2,860 per unit; and the Retail Price AcoArt Lily™ & Rosmarin™ ranged from
RMB5,200 to RMB5,800 per unit.

OUR SUPPLIERS AND RAW MATERIALS

For 2019, 2020 and the three months ended March 31, 2021, purchases from our five
largest suppliers in aggregate accounted for 30.3%, 30.8% and 25.8% of our total purchases
(including value added tax), respectively, and purchases from our largest supplier accounted
for 11.3%, 8.7% and 8.1% of our total purchases for the same periods (including value added
tax), respectively. During the Track Record Period, our suppliers mainly include research
institutions, raw material suppliers, technology developers and property management service
providers.

For our DCB products and PTA balloon products, we primarily use raw materials
including balloons, double lumen tubes, marker bands, etc. In 2019, 2020 and the three months
ended March 31, 2020 and 2021, our expenses of material consumed under research and
development expenses amounted to RMB6.4 million, RMB27.8 million, RMB1.9 million and
RMB5.4 million, respectively.

SUMMARY HISTORICAL FINANCIAL INFORMATION
The tables below include, for the years indicated, selected financial data derived from our
consolidated statements of comprehensive loss, the details of which are set forth in Appendix

I, and these should be read in conjunction with the financial statements in Appendix I,
including the related notes.
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Our Consolidated Statements of Profit or Loss and Other Comprehensive Income Items

The following table sets forth selected components of our consolidated statements of
profit or loss and other comprehensive income items for the periods indicated:

Year Ended December Three Months Ended

31, March 31,
2019 2020 2020 2021
RMB’000 RMB’000 RMB’000 RMB’000
(unaudited)
Revenue 124,910 193,975 19,624 53,320
Cost of sales (18,979) (30,195) (4,042) (6,639)
Gross profit 105,931 163,780 15,582 46,681
Other income 2,964 4,645 55 2,319
Other gains and losses, net 894 1,177 498 (2,766)
Impairment losses under expected credit
loss model, net of reversal 115 (1,130) (377) 444
Selling and distribution expense (36,266) (32,581) (7,603) (17,037)
Research and development expenses (25,479) (83,487) (6,514) (36,135)
Administrative expenses (20,972) (72,112) (5,115) (19,319)
Listing expenses - (10,317) - (11,236)
Finance costs (479) (1,422) (223) (1,045)
Profit (loss) before tax 26,708 (31,447) (3,697) (38,094)
Income tax (expense) credit (3,603) (12,845) 567 (1,922)
Profit (loss) and total comprehensive
income (expense) for the
year/period 23,105 (44,292) (3,130) (40,016)

Attributable to:
Owners of our Company 23,105 (43,482) (3,130) (40,016)
Non-controlling interest - (450) - _

23,105 (44,292) (3,130) (40,016)

We started to recognize revenue after the launch of our PTA balloon products and DCB
products. In 2019, 2020 and the three months ended March 31, 2020 and 2021, our revenue
from sales of products amounted to RMB124.9 million, RMB194.0 million, RMB19.6 million
and RMB53.3 million, respectively. During the Track Record Period, we incurred substantial
amount of selling and distribution expenses, research and development expenses and
administrative expenses, and as a result, we recorded profits of RMB23.1 million in 2019, and
losses of RMB44.3 million, RMB3.1 million and RMB40.0 million in 2020 and the three
months ended March 31, 2020 and 2021, respectively. Specifically, our research and
development expenses increased from RMB25.5 million in 2019 to RMB83.5 million in 2020,
primarily due to (i) an increase in third-party contracting expenses of RMB10.2 million
incurred for conducting pre-clinical studies and clinical trials, which primarily consisted of
payments to our CROs and SMOs; (ii) an increase in material consumed of RMB21.4 million
mainly due to the continuous development of our product candidates; (iii) an increase in
consultancy fee of RMB9.4 million incurred for third-party advisory services for the
development of our product candidates, which primarily consisted of the one-off technology
service fees we paid to a reputable vascular testing service provider in the U.S. in 2020 for the
development of our peripheral aspiration system; and (iv) an increase in employee benefits
expenses of RMB6.6 million mainly due to an increase in the number of research and
development employees as a result of our acquisition of VascuPatent Medical, as well as an
increase in their salaries. Our research and development expenses increased from RMB6.5
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million for the three months ended March 31, 2020 to RMB36.1 million for the three months
ended March 31, 2021, primarily due to (i) our payment of share-based compensation of
RMB13.9 million to our research and development employees in the three months ended March
31, 2021; (ii) an increase in employee benefits expenses of RMBS5.3 million mainly due to an
increase in the number of research and development employees as a result of our acquisition
of VascuPatent Medical, as well as an increase in their salaries; and (iii) an increase in
third-party contracting expenses of RMBS5.1 million incurred for conducting pre-clinical
studies and clinical trials. For more details, please refer to the paragraphs headed “Financial
Information — Description of Selected Components of Statements of Profit or Loss and Other
Comprehensive Income Items — Selling and Distribution Expenses”, “Financial Information
— Description of Selected Components of Statements of Profit or Loss and Other
Comprehensive Income Items — Administrative Expenses”, and “Financial Information —
Description of Selected Components of Statements of Profit or Loss and Other Comprehensive
Income Items — Research and Development Expenses” in this prospectus.

Selected Items from the Consolidated Statements of Financial Position

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

As at

As at December 31, March 31,
2019 2020 2021
RMB’000 RMB’000 RMB’000

Total non-current assets 39,010 54,700 56,081
Total current assets 73,229 218,241 86,690
Total assets 112,239 272,941 142,771
Total current liabilities 59,189 404,124 206,817
Total non-current liabilities 16,031 149,826 254,410
Net current assets (liabilities) 14,040 (185,883) (120,127)
Total liabilities 75,220 553,950 461,227
Net assets (liabilities) 37,019 (281,009) (318,456)

Our total assets increased from RMB112.2 million as at December 31, 2019 to RMB272.9
million as at December 31, 2020, primarily resulting from (i) an increase in our bank balances
and cash from RMB31.5 million to RMB147.1 million, primarily as a result of an increase in
revenue from the sales of our products and the proceeds received in relation to our equity
financing, (ii) an increase in our trade and bill receivables from RMB4.4 million to RMB29.5
million, primarily as a result of changes in the terms of our contracts with certain platform
distributors as well as our business growth. We previously recognized revenue for the sales to
our platform distributors when their customers received our products, because our sales
agreements with platform distributors contained a unilateral termination right through which
we had a discretion to request for returns of our products. In 2020, such unilateral termination
rights were removed from our sales agreements with platform distributors and since then, we
recognized revenue when platform distributors received our products, which contributed to
such increase in our trade and bill receivables; and (iii) an increase in property, plant and
equipment from RMB7.0 million to RMB22.7 million, primarily due to the addition of
machineries for VascuPatent Medical after the acquisition.

Our total assets decreased from RMB272.9 million as at December 31, 2020 to RMB142.8
million as at March 31, 2021, primarily due to (i) a decrease in bank balances and cash from
RMB147.1 million to RMB18.6 million, mainly resulting from our payment of dividend during
the three months ended March 31, 2021, (ii) a decrease in trade and bill receivables from
RMB29.5 million to RMB23.9 million, mainly as we settled bill receivables in the amount of
RMB15.8 million during the three months ended March 31, 2021, and (iii) the settlement of
amount due from a preferred shareholder of RMB3.3 million during the three months ended
March 31, 2021.
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Our total liabilities increased from RMB75.2 million as at December 31, 2019 to
RMB554.0 million as at December 31, 2020, primarily because of (i) an increase in dividend
payable from nil to RMB326.2 million, primarily as the dividends for the controlling
shareholder of the Company recognized as distribution during the year, (ii) an increase in
preferred shares from nil to RMB133.8 million, mainly as we entered into share purchase
agreements and issued preferred shares in 2020, and (ii1) an increase in our bank borrowing
from nil to RMB20.0 million, primarily resulting from our unsecured bank borrowing
denominated in RMB.

Our total liabilities decreased from RMB554.0 million as at December 31, 2020 to
RMBA461.2 million as at March 31, 2021, primarily due to a decrease of dividend payable from
RMB326.2 million to nil as we paid the dividends declared to our Controlling Shareholder
during the three months ended March 31, 2021, partially offset by an increase in bank
borrowings from RMB20.0 million to RMB144.9 million, which primarily resulted from
gliorébtgrlm bank borrowings dominated in USD we raised during the three months ended March

We had net current liabilities of RMB185.9 million, RMB120.1 million and RMB101.4
million as at December 31, 2020, March 31, 2021 and June 30, 2021, respectively, and net
liabilities of RMB281.0 million and RMB318.5 million as at December 31, 2020 and March 31,
2021. Our net current liabilities and net liabilities positions were primarily attributable to the
declaration of a special dividend amounting to US$50.0 million to one of our Controlling
Shareholders in December 2020 and the payment of the dividend in January 2021. For more
details of the special dividend, please refer to the paragraphs headed “Financial Information —
Dividend” and “History, Development and Corporate Structure — Corporate Development —
4. Investments by Our Management into CA Medtech” in this prospectus. Our net current
liabilities expose us to liquidity risk, and such positions may continue or recur after the Listing.
For more details, please refer to the paragraphs headed “Risk Factors — Risks Relating to Our
Financial Position and Need for Additional Capital — We had net current liabilities and net
liabilities during the Track Record Period, which expose us to liquidity risk, and such positions
may continue or recur after the Listing.” We plan to improve our net current liabilities position
through maintaining sufficient cash inflow from operating activities and replacing our
short-term borrowings with long-term bank borrowings in the future.

In addition, we had preferred shares of RMB133.8 million and RMB239.9 million as at
December 31, 2020 and March 31, 2021, respectively, primarily as a result of the Series
Crossover Preferred Shares we issued in December 2020 and the Series Crossover II Preferred
Shares we issued in January 2021. The Series Crossover Preferred Shares and the Series
Crossover II Preferred Shares will be re-designated from financial liabilities to equity as a
result of the automatic conversion into ordinary shares upon Listing, which, together with the
estimated net proceeds from the Global Offering, is expected to turn us into a net asset position.

Summary Consolidated Statements of Cash Flows

The following table sets forth our cash flows for the years/periods indicated:

Three Months Ended

As at December 31, March 31,
2019 2020 2020 2021
RMB’000 RMB’000 RMB’000 RMB’000
(unaudited)
Cash inflow from operating
activities before
movements in working
capital 32,337 30,625 (1,487) 2,793
Changes in working capital (10,952) (32,699) 3,533 6,214
Income taxes paid (1,529) (6,691) (3,672) (2,995)
Net cash from (used in)
operating activities 19,856 (8,765) (1,626) 6,012
Net cash used in investing
activities (2,317) (17,735) (21,616) (4,161)
Net cash (used in) from
financing activities (3,190) 142,520 (1,156) (127,204)
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Three Months Ended

As at December 31, March 31,
2019 2020 2020 2021
RMB’000 RMB’000 RMB’000 RMB’000
(unaudited)

Net increase in cash and cash

equivalents 14,349 116,020 (24,398) (125,353)
Cash and cash equivalents at

beginning of the

ear/period 17,175 31,524 31,524 147,097
Effect of foreign exchange
rate changes - (447) - (3,160)

Cash and cash equivalents at
end of the year/period,
represented by bank
balances and cash 31,524 147,097 7,126 18,584

We had a net cash inflow from operating activities in an amount of RMB19.9 million and
RMB6.0 million in 2019 and the three months ended March 31, 2021, but had a net cash
outflow from operating activities in an amount of RMBS&.8 million in 2020. Our net cash
outflow from operating activities in 2020 was primarily attributable to our loss before tax of
RMB31.4 million, which was in turn primarily because we incurred significant research and
development expenses and administrative expenses as a result of our business expansion and
the development of our various pipeline products in 2020. But after making adjustments for
non-cash items such as the costs and expenses incurred in the form of share-based payments
(which amounted to RMB52.0 million in total in 2020), we had a cash inflow from operating
activities before movements in working capital in an amount of RMB30.6 million. Therefore,
the direct reason for our net cash outflow from operating activities in 2020 was the downward
adjustments made in relation to the changes in our working capital, which primarily included
an increase in trade and bill receivables of RMB26.2 million and a decrease in refund liabilities
of RMB22.9 million, each of which was in turn primarily because we changed the terms of our
contracts with certain platform distributors in 2020. Please refer to the paragraphs headed
“Financial Information — Discussion of Certain Selected Items From the Consolidated
Statements of Financial Position” and Notes 21 and 26 of Appendix I to this prospectus for
more information about our trade and bill receivables and refund liabilities.

The change in the terms of our contracts with certain platform distributors in 2020
resulted in a sudden and significant increase in our trade and bill receivables and decrease in
our refund liabilities, which contributed to the temporary net cash outflow from operating
activities in 2020, but we believe that such one-off change would not have a material impact
on our long term financial performance, and as our business develops and expands, we expect
to generate more net cash inflow from our operating activities, and we expect to generate
positive cash flow from operating activities in 2021. In view of our net operating cash outflows
position as at December 31, 2020, going forward, we plan to improve such position by (i)
further increasing our sales of commercialized products; (ii) rapidly advancing our late-stage
pipeline products towards commercialization to generate revenue from product sales; (iii)
adopting comprehensive measures to effectively control our operating expenses; and
(iv) enhancing working capital management efficiency. For the three months ended March 31,
2021, we had net cash inflow from operating activities amounting to RMB6.0 million. For more
details, please refer to the paragraphs headed “Financial Information — Liquidity and Capital
Resources — Net Cash Inflow and Outflow from Operating Activities” in this prospectus.
During the Track Record Period and up to the Latest Practicable Date, we mainly relied on
capital contributions by our shareholders as well as the revenue generated from the sales of our
commercialized products as the major sources of liquidity. Our Directors are of the opinion
that, taking into account (i) the financial resources currently available to us, including our cash
and cash equivalents of RMB20.7 million as of June 30, 2021; (ii) the available bank facilities;
(ii1) the estimated future operating cash inflows, particularly in light of the estimated increase
in sales volume of our commercialized products, and (iv) the estimated net proceeds from the
Global Offering (calculated at HK$22.20 per Share, being the low-end of the indicative Offer
Price range), we have sufficient working capital to cover at least 125% of our costs, including
research and development costs, production costs, sales and marketing expenses,
administrative expenses, and finance costs, for at least the next 12 months from the date of this
prospectus, and we are able to maintain our financial viability in the foreseeable future.
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Taking into account the estimated net proceeds from the Global Offering (calculated at
HK$22.20 per Share, being the low-end of the indicative Offer Price range), our Directors
estimate that our cash and cash equivalents of RMB18.6 million as of March 31, 2021 are
sufficient to maintain our financial viability for at least three years, based on our Directors’ and
management team’s projection of our cash burn rate in the near future. Even without taking
into account the estimated net proceeds from the Global Offering, our Directors estimate that
our cash and cash equivalents as of March 31, 2021 are sufficient to maintain our financial
viability for approximately nine months, based on our Directors’ and management team’s
projection of our cash burn rate in the near future. We projected our cash burn rate for the near
future with references to, among others, the net cash outflow used in our operating activities
during 2020, the estimated increases in the sales of our commercialized products in 2021 and
onward, the estimated increases in our research and development expenses in 2021 and onward,
the cash outflow in relation to the payment of the Dividend in January 2021, our historical and
planned capital expenditure, and our plans to repay our bank borrowings, including the Loan
(Please refer to the paragraphs headed “— Dividend” for more information). Our Directors and
our management team will continue to monitor our working capital, cash flows, and our
business development status. In the event our business operations experience any material and
adverse impact (for example, if the situation of the COVID-19 outbreak significantly
deteriorates in China), we will proactively manage our cash flows and control our costs and
expenses, for example, by reducing our marketing efforts and sponsoring less industry
conferences; on the other hand, in the event we identify any additional promising research and
development projects, or identify any suitable target for investment or acquisition, we may
adjust our financing plans, to take advantage of such opportunities.

KEY FINANCIAL RATIO

The table below sets forth the key financial ratio of our Group as at the dates indicated:

As at

As at December 31, March 31,

2019 2020 2021

Current ratio'" 1.2 0.5 0.4

Quick ratio*® 0.7 0.5 0.3
Notes:

(I)  Current ratio represents current assets divided by current liabilities as at the same date.

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

For more information on our key financial ratio, please refer to the paragraphs headed
“Financial Information — Key Financial Ratio” in this prospectus.

RISK FACTORS

We believe that there are certain risks involved in our operations, many of which are
beyond our control. These risks are set out in the section headed “Risk Factors” in this
prospectus. Some of the major risks we face include: (i) our future growth depends
substantially on the successful development of our product candidates to commercialization;
(i) clinical product development involves a lengthy and expensive process with an uncertain
outcome; (ii1) if clinical trials of our product candidates fail to demonstrate safety and efficacy
to the satisfaction of regulatory authorities or do not otherwise produce positive results in a
timely manner or at all, we may incur additional costs or experience delays in completing, or
ultimately be unable to complete, the development and commercialization of our product
candidates; (iv) if physicians and hospitals are not receptive to our products, our results of
operations may be negatively affected; (v) failure to achieve broad market acceptance could
have a material adverse impact on our business and results of operations; (vi) the regulatory
approval processes are lengthy, expensive and inherently unpredictable; and (vii) the
manufacture of our products is highly complex and subject to strict quality controls.

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

The Pre-IPO Investments included Series Crossover financing and Series Crossover II
financing. The proceeds we received from the Pre-IPO Investments is US$20.5 million. Our
Pre-IPO Investors include companies and funds principally engaged in equity investments in
the healthcare sector. Please refer to the paragraph headed “History, Development and
Corporate Structure — Pre-IPO Investments” for more details.

OUR CONTROLLING SHAREHOLDERS

Immediately upon completion of the Global Offering (assuming the Over-allotment
Option is not exercised), our Company will be held as to approximately 48.60% by CA
Medtech, which is wholly-owned by CA Medtech II, and in turn wholly-owned by CA Medtech
III, a subsidiary owned as to approximately 85.61% by CPEChina Fund III, an exempted
limited partnership registered in the Cayman Islands, whose general partner is CPE Funds III,
and as to approximately 14.39% by CPE Global Opportunities Fund, an exempted limited
partnership registered in the Cayman Islands, whose general partner is CPE GOF.

As CPE Funds III and CPE GOF could jointly control the exercise of the voting power
held by CA Medtech, accordingly, CA Medtech, CA Medtech II, CA Medtech III, CPEChina
Fund III, CPE Funds III, CPE Global Opportunities Fund and CPE GOF are considered as our
Controlling Shareholders upon Listing. Please refer to the section headed “Relationship with
Controlling Shareholders” for more details.

DIVIDEND

Under the share purchase agreement entered into by and between Beijing Acotec, Pine
Medical, the Pine Medical Shareholders, CA Medtech and CPEChina Fund III (the “CA
Medtech SPA”) in connection with the historical acquisition of Pine Medical by CA Medtech,
CA Medtech agreed to make several earn-out payments to the Pine Medical Shareholders (the
“Earn-out Payment Obligations”), if Beijing Acotec can meet certain business milestones
prior to relevant deadlines set forth in the CA Medtech SPA. It was agreed between CA
Medtech and our management team that we will declare and pay a special dividend to CA
Medtech to facilitate CA Medtech’s payment of the Earn-out Payment Obligations. Considering
the business development status of Beijing Acotec, our Directors expected that CA Medtech
would become obligated to make additional earn-out payments in an amount of approximately
US$50.0 million. Please refer to the paragraphs headed “History, Development and Corporate
Structure — Corporate Development” and “History, Development and Corporate Structure —
Reorganization” for more information about the background of the Earn-Out Payment
Obligations and the consensus reached among our management, CA Medtech and CPEChina
Fund IIT to have our Company facilitate such payments. In December 2020, we declared a
dividend (the “CA Medtech Dividend”) in an amount of US$50.0 million to be paid to CA
Medtech.

In January 2021, we paid such Dividend to CA Medtech, using a combination of (i) our
existing cash at hand at the time, and (ii) proceeds from a term loan we borrowed from Silicon
Valley Bank in an amount of US$19.0 million in January 2021 (the “Loan”). We plan to utilize
approximately 6% of the net proceeds from the Global Offering and cash generated from sales
of our commercialized products to fully repay such Loan upon its maturity. Please refer to the
paragraphs headed “Future Plans and Use of Proceeds — Use of Proceeds” for more
information.

The declaration and payment of the Dividend was approved by our Board. Our Board
determined that we had sufficient distributable reserves for the declaration of the CA Medtech
Dividend in December 2020 based on the advice we received from our Cayman Islands legal
adviser, who confirmed that such declaration and payment was made in compliance with
Cayman Companies Act as well as our constitutional documents.

Primarily because of the declaration and payment of the Dividends, as of March 31, 2021,
we had deficits of RMB318.5 million. As previously discussed, our Cayman Islands legal
adviser confirmed that such declaration and payment of the Dividends was made in compliance
with Cayman Companies Act as well as our constitutional documents. We expect that our
deficit position will substantially improve upon the consummation of the Listing, by which
time our Preferred Shares will be automatically converted into Ordinary Shares, and the
difference between the par value and the fair value of our Ordinary Shares would be accounted
for as our share premium. We currently expect that we will have positive share capital upon the
consummation of the Listing, even if the fair value of our Ordinary Shares is calculated based
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on the low-end of the indicative Offer Price range. Based on the advice of our Cayman Islands
legal adviser, our Directors believe that even if the Offer Price is further adjusted downwards
and therefore we continue to have deficits position after the consummation of the Listing, we
will still be in compliance with the applicable Cayman Islands laws as well as our
constitutional documents. Our Directors believe that the net proceeds we expect to receive
from the Global Offering will further improve our liquidity, and we will be able to pay our
debts as they fall due in the ordinary course of our business.

We currently expect to retain all future earnings for use in the operation and expansion
of our business, and do not have any dividend policy to declare or pay any dividends in the near
future. Any declaration and payment as well as the amount of dividends will be subject to our
constitutional documents and the Cayman Companies Act. The declaration and payment of any
dividends in the future will be determined by our Board, in its discretion, and will depend on
a number of factors, including our earnings, capital requirements, overall financial condition
and contractual restrictions. Our Shareholders in a general meeting may approve any
declaration of dividends, which must not exceed the amount recommended by our Board.

Our PRC subsidiaries may also allocate a portion of their after-tax profits to discretional
reserve where our PRC subsidiaries have set aside statutory reserve from their after-tax profits,
subject to a resolution of the shareholders. These reserves are not distributable as cash
dividends. Furthermore, if our PRC subsidiaries incur debt on their own behalf, the instruments
governing such debt may restrict their ability to pay dividends or make other payments to us.

THE GLOBAL OFFERING
The Global Offering by us consists of:

. the offer by us of initially 6,864,000 Shares, or Hong Kong Offer Shares, for
subscription by the public in Hong Kong, referred to in this prospectus as the Hong
Kong Public Offering; and

o the offer by us of initially 61,769,000 Shares, or International Offer Shares, outside
the United States (including to professional, institutional and other investors within
Hong Kong) in offshore transactions in reliance on Regulation S and in the United
States to QIBs in reliance on Rule 144A or another exemption from the registration
requirements under the U.S. Securities Act, referred to in this prospectus as the
International Offering.

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

APPLICATION FOR LISTING ON THE STOCK EXCHANGE

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

GLOBAL OFFERING STATISTICS

Based on the Based on the

Offer Price of Offer Price of

HK$22.20 HK$23.80

HK$6,957.2 HK$7,458.7

Market capitalization of our Shares' million million
Pro forma adjusted consolidated net tangible

assets of the Group attributable to owners of RMB3.06 RMB3.37

our Company per Share” (HK$3.68) (HK$4.05)

Notes:
1. The calculation of market capitalization is based on 313,389,171 Shares expected to be in issue immediately

after completion of the Global Offering, assuming no additional Shares are issued pursuant to the
Over-allotment Option.

2. The pro forma adjusted consolidated net tangible assets of the Group attributable to owners of our Company
per Share is calculated after making the adjustments referred to in the paragraphs headed “Financial
Information — Unaudited Pro Forma Statement of Adjusted Net Tangible Assets” and on the 313,389,171
Shares expected to be in issue immediately after completion of the Global Offering, assuming no additional
Shares are issued pursuant to the Over-allotment Option.
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USE OF PROCEEDS

We estimate that we will receive net proceeds from the Global Offering of approximately
HK$1,473.6 million, after deducting underwriting commissions, fees and estimated expenses
payable by us in connection with the Global Offering, and assuming the Over-allotment Option
being not exercised and at the Offer Price of HK$23.00 per Offer Share (being the mid-point
of the indicative Offer Price range). If the Over-allotment Option is exercised in full, the net
proceeds that we will receive will be approximately HK$1,702.1 million. We currently intend
to apply these net proceeds for the following purposes:

Amount of the
estimated net proceeds Intended use of net proceeds

32%, or HK$471.6 million For the ongoing research and development and
commercialization _of our Core Products, AcoArt
Orchid® & Dhalia™ and AcoArt Tulip™ & Litos ™,
of which:

16%, or HK$235.8 million, will be used for the
ongoing research and development activities, clinical
trials and product registration of our Core Products in
China, the U.S. and emerging markets

16%, or HK$235.8 million, will be used for the
ongoing sales and marketing activities of our Core
Products in China and overseas

23%, or HK$338.9 million For the development and commercialization of the
remaining products in our current product pipeline

24%, or HK$353.7 million For the expansion of our product portfolio through
in-house research and development, collaborations,
mergers and acquisitions, in-licensing, and/or equity

investments
7%, or HK$103.2 million For the strengthening of our manufacturing
capabilities
8%, or HK$117.9 million For working capital and general corporate purposes
6%, or HK$88.4 million For the repayment of the Loan

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

LISTING EXPENSES

We estimate that listing expenses of approximately RMB87.2 million (HK$105.0 million)
(including underwriting commissions of approximately RMB39.5 million (HK$47.5 million),
and non-underwriting related expenses of approximately RMB47.8 million (HK$57.5 million)
which consist of financial and legal adviser fees and expenses of approximately RMB26.4
million (HK$31.8 million) and other fees and expenses of approximately RMB21.3 million
(HK$25.6 million), assuming the Over-allotment Option is not exercised and based on the
Offer Price of HK$23.00 per Offer Share, being the mid-point of the indicative Offer Price
range of HK$22.20 to HK$23.80), or 6.65% of the gross proceeds estimated to be received by
us from the Global Offering, will be incurred by our Company, approximately RMB38.8
million (HK$46.7 million) of which is expected to be charged to our consolidated statements
of profit or loss and other comprehensive income, and approximately RMB48.4 million
(HK$58.2 million) of which is expected to be capitalized. During the Track Record Period, we
incurred listing expenses in the amount of RMB21.5 million, and deferred issue cost in the
amount of RMBS5.3 million. The listing expenses above are the latest practicable estimate for
reference only, and the actual amount may differ from this estimate.
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LEGAL PROCEEDINGS

In 2014, when we were conducting clinical trials for AcoArt Lily™ & Rosmarin™ (the
“Relevant Clinical Trial”), a clinical trial subject enrolled at the China Academy of Chinese
Medical Sciences Xiyuan Hospital (¢'¢§ﬁ%lﬁ@§ﬁ%fﬁ) (“Xiyuan Hospital”) suffered
from a severe adverse event. The trial subject then received further treatments at Xiyuan
Hospital for several years before passing away in February 2019 (collectively, the “Event”).
Physicians at Xiyuan Hospital and the principal investigator for the Relevant Clinical Trial
analyzed the reasons for the Event, and concluded that the occurrence of Event was not related
to the use of AcoArt Lily™ & Rosmarin™. However, pursuant to the applicable PRC laws and
regulations, in the event a trial subject suffers from personal injuries or death in relation to a
clinical trial conducted for a medical device, the sponsor for the clinical trial could be found
liable for the relevant damages regardless of whether the relevant medical device was defective
or not. Pursuant to the contract we entered into with Xiyuan Hospital in relation to the Relevant
Clinical Trial, if any trial subject suffers from any severe adverse event, and such severe
adverse event has a causal relationship with the clinical trial or such causal relationship cannot
be ruled out, then we shall be responsible for the relevant damages regardless of the underlying
causes of such severe adverse event.

In 2015, the families of the trial subject filed a medical dispute proceeding against Xiyuan
Hospital and us, which proceeding was finallly adjudicated in July 2019. Although the relevant
court did not find any defect in AcoArt Lily™ & Rosmarin™, we and Xiyuan Hospital were
still found to be liable for 70% and 30% of the damages, respectively. We made a total payment
of RMB286,818.7 to the plaintiffs in August 2019 in accordance with the court judgement, and
the case was closed.

In 2018, Xiyuan Hospital filed a legal proceeding against us, seeking for compensation
by us for the unsettled medical fees incurred by the trial subject. As of the Latest Practicable
Date, the proceeding was still under consideration by the relevant court. Our maximum
exposure in relation to this proceeding was apjproximately RMBI1.62 million. Although the
Event was not related to the use of AcoArt Lily'™ & Rosmarin™, we still anticipate that the
court will request us to pay a portion of the unsettled medical fees to Xiyuan Hospital. We
made a provision in an amount of approximately RMB1.5 million as of December 31, 2019 and
2020 and March 31, 2021 regarding the contingent liabilities in connection with such legal
proceeding. Please refer to the paragraphs headed “Business — Legal proceedings in relation
to a clinical trial subject — Ongoing legal proceedings” for more information.

We do not believe the above-mentioned proceedings would have any material and adverse
effect on our business, financial condition or results of operation, and as of the Latest
Practicable Date, we were not involved in any other legal, arbitral or administrative
proceedings which we believe would, individually or in the aggregate, have a material and
adverse effect on our business, financial condition or results of operation.

RECENT DEVELOPMENTS AND NO MATERIAL ADVERSE CHANGE

Since the end of the Track Record Period, we have continuously developed our business,
and we expect to continue to incur significant expenses to fund the development and
commercialization of our products and product candidates. Particularly, we expect that we will
experience material increase in costs and expenses in 2021 as a result of, among others, the
initiation of several clinical trials for our pipeline products. Please refer to the paragraphs
below for details.

Initiation of Clinical Trials for Pipeline Products

Since the end of the Track Record Period and up to the Latest Practicable Date, we had
initiated five clinical trials for our pipeline products in China, including the RCT for our
AcoArt Orchid® & Dhalia™ indicated for treating VAO stenosis, the RCT for our coronary
sirolimus DCB product candidate, the RCT for our radio frequency ablation product candidate,
and the RCT for AcoArt Daisy™, a DCB product indicated for the treatment of intracranial
atherosclerotic stenosis. We also initiated a pilot study for our DCB products indicated for
vasculogenic erectile dysfunction. For more details, please refer to the paragraphs headed
“Business — Our Products and Product Candidates™ in this prospectus. We expect to incur
significant research and development expenses as a result of these clinical trials in 2021.
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Impact of the COVID-19 Outbreak

Since late 2019, the outbreak of a novel strain of coronavirus causing coronavirus disease
2019 (COVID-19) has materially and adversely affected the global economy. As of the Latest
Practicable Date, the spread of COVID-19 continued to affect many countries and regions in
the world, including mainland China.

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

. Clinical trials: We experienced slight delays in the patient enrollment, data
collection and data analyses processes for certain of our clinical trials. Specifically,
we experienced approximately three-month delays in the patient enrollment process
for our RCTs for AcoArt Orchid® & Dhalia™ indicated for treating AVF stenosis
and VAO stenosis in China. With respect to our chmcal trials in the Germany, We
initiated a post-market clinical trial for AcoArt Orchld in June 2020 in Germany,
and experienced approximately six-month delays in the patient enrollment process.
Having said that, the outbreak of COVID-19 did not cause any early termination of
our clinical trials or necessitated removal of any patients enrolled in our clinical
trials. We have employed various measures to mitigate the negative impact the
COVID-19 outbreak may have on our ongoing clinical trials in China, including
providing alternative methods for safety and efficacy assessment, continuing patient
follow-ups through remote access, and engaging in necessary communications with
the principal investigators for the clinical trials to identify and address any issues
that may arise.

We had resumed the normal patient enrollment and data analyses for our clinical
trials in China since April 2020. In addition, we worked with the CROs we engaged
and designed a protocol deviation plan, to further mitigate the possible negative
impact of future pandemic outbreak. Based on the foregoing, we currently do not
expect the COVID-19 outbreak will have any material long-term impact on our
clinical trials or our overall clinical development plans.

. Operations: In China, to protect our employees, we required all of our employees to
work remotely since January 2020, and had resumed our normal operations since
March 2020 in accordance with applicable laws and regulations, and had adopted a
thorough disease prevention scheme to protect our employees. Since the outbreak of
the pandemic and up to the Latest Practicable Date, we had no suspected or
confirmed COVID-19 cases on our premises or among our employees.

. Product sales: The sales of our DCB products in China for 2020 have been
s1gn1flcant1y affected by the COVID-19 pandemic. The sales amount of AcoArt
Orchid® & Dhalia™ decreased by 70.7% from the fourth quarter of 2019 to the first
quarter of 2020, mainly because in the first quarter of 2020, many hospitals in China
primarily allocated their medical resources to the diagnosis and treatment of
COVID-19 patients, and many patients avoided visiting hospitals for non-critical
procedures such as DCB procedures, which resulted in temporary decreases m the
use of DCB products by the hospitals. Our sales amount of AcoArt Orchid® &
Dhalia™ gradually bounced back since April 2020, and significantly increased by
208.1% from the first quarter of 2020 to the second quarter of 2020.

. Supply chain: We did not experience any shortage of raw materials from our
suppliers in the U.S., as before the outbreak of COVID-19, we had stored enough
balloons to avoid any shortage in supply caused by the potential trade wars between
China and the U.S. We currently do not expect our supply chain will be materially
and negatively impacted by COVID-19. Our major domestic suppliers had all
resumed normal operations, and none of our overseas suppliers had reported any
material disruption to their business operations as a result of COVID-19, as of the
Latest Practicable Date. We had not experienced any material difficulties in
procuring our major raw materials and have not experienced significant fluctuations
in the prices of our supplies.

The above analyses are made by our management based on currently available
information concerning COVID-19. Although we expect the situation to continue to improve
with the sustained implementation of the disease prevention and containment policies in China
and the development of vaccines, it is uncertain whether the COVID-19 outbreak can continue
to be largely contained in China. If the situation of the pandemic deteriorates in China or in
any other countries or regions where we or any of our major suppliers are located in, it may
have a material adverse effect on our results of operations, financial position or prospects.
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For more details, please refer to the paragraphs headed “Risk Factors — Risks Relating
to Our Operations Our business, results of operations and financial position could be
adversely affected by the ongoing COVID-19 pandemic” and “Financial Information — Impact
of the COVID-19 Outbreak” in this prospectus. We will continue to monitor and evaluate any
impact of the COVID-19 outbreak on us and adjust our precautionary measures according to
the latest developments of the outbreak.

Our Directors confirm that, other than as stated above, there has been no material adverse
change in our business, financial condition and results of operations since March 31, 2021,
being the latest balance sheet date of our consolidated financial statements as set out in the
Consolidated Financial Statements included in Appendix I to this prospectus, and up to the date
of this prospectus.

Recent Amendments on PRC Laws and Regulations Relating to Medical Devices

On December 21, 2020, the State Council of the PRC adopted an amendment on the
Supervision and Administration of Medical Devices ( { BIE#IHE B E PG ) (as amended
in 2017) (the “2017 Medical Device Regulation”) and the amended regulation was publicly
issued on March 18, 2021 with an effective date of June 1, 2021 (the “2021 Medical Device
Regulation”). Compared with the 2017 Medical Device Regulation, the primary amendments
under the 2021 Medical Device Regulation include (i) establishing the registrant/holder
accountability system, under which the registrant or holder of the marketing approvals of
medical devices assumes the legal responsibilities for the safety and effectiveness of medical
devices during their entire lifecycle (including the processes of research, development,
production, operation and use); (ii) optimizing the administrative examination and approval
procedures to allow self-inspection report for the registration of Class II and Class III medical
devices and to introduce the exemption of clinical assessment for qualified medical devices;
(iii) encouraging innovation through measures such as prioritizing the examination and
approval of innovative medical devices and encouraging companies to cooperate with
universities and scientific research institutions; (iv) strengthening the post-market regulation of
medical devices; and (v) increasing penalties for illegal acts. For more details, please refer to
the paragraphs headed “Regulatory Overview — Laws and Regulations Relating to Medical
Device — Regulations Relating to Medical Device Registration” in this prospectus.

We have fully complied with the 2021 Medical Device Regulation since it became
effective, and will continue to ensure our compliance with the 2021 Medical Device Regulation
in our future operations. We focus on developing innovative medical devices in China and
expect to make full use of the various optimized procedures and systems under the 2021
Medical Device Regulation to speed up the development and commercialization of our product
candidates, and as a result, we believe that the 2021 Medical Device Regulation will be
beneficial to our businesses and operations in the long run.
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In this prospectus, the following expressions shall have the meanings set out below
unless the context otherwise requires.

“Accountants’ Report”

“affiliate(s)”

“Application Lists”

“Articles” or “Articles of
Association”

“associate(s)”

“Beijing Acotec”

“Blue Lake”

’

“Board” or “Board of Directors’

“Business Day”

“CA Medtech”

“CA Medtech II”

the accountants’ report prepared by Deloitte Touche
Tohmatsu, details of which are set out in Appendix I to
this prospectus

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

the application lists for the Hong Kong Public Offering

our articles of association, as conditionally adopted on
June 23, 2021 and will come into effect upon Listing (as
amended, supplemented or otherwise modified from time
to time), a summary of which is set out in Appendix III
to this prospectus

has the meaning ascribed thereto under the Listing Rules

Acotec Scientific Co., Ltd.* (AL 5 JoEniE BR B A BRA
A]), a limited liability company incorporated under the
laws of PRC on January 28, 2008, being an indirect
wholly-owned subsidiary of our Company

Blue Lake Investment GmbH, a company incorporated in
Germany with limited liability on August 6, 2020 and the
special purpose vehicle of Professor Dierk Scheinert

our board of Directors

a day that is not a Saturday, Sunday or public holiday in
Hong Kong

CA Medtech Investment (Cayman) Limited, a company
incorporated in the Cayman Islands on August 16, 2018
with limited liability and one of our Controlling
Shareholders

CA Medtech Investment II Limited, a company
incorporated in the British Virgin Islands on September 4,
2018 with limited liability and one of our Controlling
Shareholders
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“CA Medtech II1”

“CAGR”

“CCASS”

“CCASS Clearing Participant”

“CCASS Custodian Participant”

“CCASS Investor Participant”

“CCASS Operational Procedures”

“CCASS Participant”

“China” or “the PRC”

“close associate(s)”

“Companies Act”

“Companies Ordinance”

CA Medtech Investment III Limited, a company
incorporated in the British Virgin Islands on August 16,
2018 with limited liability and one of our Controlling
Shareholders

compound annual growth rate

the Central Clearing and Settlement System established
and operated by HKSCC

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

a person admitted to participate in CCASS as a custodian
participant

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

the People’s Republic of China excluding, for the
purposes of this prospectus, Hong Kong, the Macau
Special Administrative Region of the People’s Republic
of China and Taiwan

has the meaning ascribed thereto under the Listing Rules
the Companies Act (As Revised) of the Cayman Islands
the Companies Ordinance, Chapter 622 of the Laws of

Hong Kong (as amended, supplemented or otherwise
modified from time to time)
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“Companies (Winding Up and
Miscellaneous Provisions)
Ordinance”

“Company” or “our Company”

“connected person(s)”

“Controlling Shareholders”

“core connected person(s)”

“Cosmic Elite”

“CPE Funds 1117

“CPE Global Opportunities
Fund”

“CPE GOF”

“CPEChina Fund III”

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)

Acotec Scientific Holdings Limited (JCHf#%E BHRH 2
A PR3 7)), an exempted company with limited liability
incorporated under the laws of the Cayman Islands on
December 3, 2020

has the meaning ascribed thereto under the Listing Rules

has the meaning ascribed to it under the Listing Rules and
in this context, refers to CA Medtech, CA Medtech II, CA
Medtech III, CPEChina Fund III, CPE Funds III, CPE
Global Opportunities Fund and CPE GOF, further details
of which are set out in the section headed “Relationship
with Controlling Shareholders” in this prospectus

has the meaning ascribed thereto under the Listing Rules

Cosmic Elite Holdings Limited, a company incorporated
in BVI with limited liability on September 21, 2020 and
owned by Nexus Partners Group Limited and Legend
Zone as to 95.31% and 4.69%, respectively

CPE Funds III Limited, a company incorporated in
Cayman Islands with limited liability on January 19,
2018 and one of our Controlling Shareholders

CPE Global Opportunities Fund, L.P., an exempted
limited partnership registered in the Cayman Islands on
February 15, 2018, a shareholder of CA Medtech III and
one of our Controlling Shareholders

CPE GOF GP Limited, a company incorporated in
Cayman Islands with limited liability on February 5,
2018, the general partner of CPE Global Opportunities
Fund and one of our Controlling Shareholders

CPEChina Fund III, L.P, an exempted Ilimited
partnership registered in the Cayman Islands on January
26, 2018, a shareholder of CA Medtech III and one of our
Controlling Shareholders
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“Director(s)”

“Dr. Speck”

“Frost & Sullivan”

“Frost & Sullivan Report”

“General Rules of CCASS”

“Global Offering”

“GREEN application form(s)”

G LR T3 59

“Group”, “our Group”, “our”,
“We”’ OI‘ “us’3

“HKSCC”

“HKSCC Nominees”

“Hong Kong”

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

the director(s) of our Company or any one of them

Dr. Ulrich Speck, chief technology officer of our
Company

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

the industry report commissioned by us and
independently prepared by Frost & Sullivan, summary of
which is set forth in the section headed “Industry

Overview” 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

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
PRC

Hong Kong dollars and cents respectively, the lawful

currency of Hong Kong

— 26—



DEFINITIONS

“Hong Kong Offer Shares”

“Hong Kong Public Offering”

“Hong Kong Stock Exchange” or
“Stock Exchange”

“Hong Kong Underwriters”

“Hong Kong Underwriting

Agreement”

“Independent Third Party” or

“Independent Third Parties”

“International Offer Shares”

the 6,864,000 Shares initially being offered by us for
subscription pursuant to the Hong Kong Public Offering,
subject to reallocation as described in the section headed
“Structure of the Global Offering”

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

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 listed
in the Hong Kong Underwriting Agreement

the underwriting agreement dated August 10, 2021
relating to the Hong Kong Public Offering and entered
into by, among others, our Company, our Controlling
Shareholders, the Joint Sponsors, the Joint Global
Coordinators and the Hong Kong Underwriters

a person or entity who is not a connected person of the
Company under the Listing Rules to the knowledge of our
Directors after all reasonable enquiries

the 61,769,000 Offer Shares initially being offered by us
for subscription under the International Offering
together, where relevant, with any additional Shares that
may be allotted and issued pursuant to the exercise of the
Over-allotment Option, and subject to reallocation as
described in the section headed “Structure of the Global

Offering” in this prospectus
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“International Offering”

“International Underwriters”

“International Underwriting
Agreement”

“Joint Bookrunners”

“Joint Global Coordinators”

“Joint Lead Managers”

“Joint Sponsors”

“Joy Avenue”

the conditional placing by the International Underwriters
of the International Offer Shares at the Offer Price
outside the United States (including to professional,
institutional and other investors within Hong Kong) in
offshore transactions in reliance on Regulation S, and in
the United States only to QIBs in reliance on Rule 144A
or another available exemption from registration
requirement of the U.S. Securities Act, on and subject to
the terms and conditions of the International
Underwriting Agreement, as further described in the
section headed “Structure of the Global Offering”

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

the underwriting agreement relating to the International
Offering and to be entered into on or around August 17,
2021 by, among others, our Company and the
International Underwriters

Morgan Stanley Asia Limited (in relation to the Hong
Kong Public Offering only), Morgan Stanley & Co.
International plc (in relation to the International Offering
only), China International Capital Corporation Hong
Kong Securities Limited, China Merchants Securities
(HK) Co., Limited and Valuable Capital Limited

Morgan Stanley Asia Limited and China International
Capital Corporation Hong Kong Securities Limited

Morgan Stanley Asia Limited (in relation to the Hong
Kong Public Offering only), Morgan Stanley & Co.
International plc (in relation to the International Offering
only), China International Capital Corporation Hong
Kong Securities Limited, China Merchants Securities
(HK) Co., Limited and Valuable Capital Limited

Morgan Stanley Asia Limited and China International
Capital Corporation Hong Kong Securities Limited

Joy Avenue Limited, a company incorporated in BVI with

limited liability on September 8§, 2020 and wholly owned
by Ms. Li
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“Joy Avenue Family Trust”

“Latest Practicable Date”

“Legend Zone”

“Listing”

“Listing Committee”

“Listing Date”

“Listing Rules”

“Main Board”

“Mr. Schaffner”

“Ms. Kung”

“Ms. Li”

“Nexus Partners Group Limited”

a discretionary trust established by Ms. Li (as the settlor)
and Vistra Trust (Singapore) Pte. Limited (as the trustee)
on March 25, 2021 for the benefits of Ms. Li and Joy
Avenue

August 3, 2021, being the latest practicable date for the
purpose of ascertaining certain information contained in
this prospectus prior to its publication

Legend Zone Limited, a company incorporated in BVI
with limited liability on September 11, 2020 and wholly
owned by Ms. Cheng Li, an Independent Third Party

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

the listing committee of the Stock Exchange

the date, expected to be on or about August 24, 2021, on
which the Shares will be listed and dealings in the Shares
first commence on the Stock Exchange

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

the stock market (excluding the option market) operated
by the Hong Kong Stock Exchange

Mr. Silvio Rudolf Schaffner, an executive Director and
the chief operating officer of our Company

Ms. Kung Ping-Er (#7K%), the sole shareholder of Pine
Medical at the date of its establishment and an
Independent Third Party

Ms. Li Jing (ZH), an executive Director, the chief
executive officer and chairperson of the Board of our
Company

a company incorporated in the BVI on January 4, 2021
with limited liability and wholly owned by Vistra Trust
(Singapore) Pte. Limited (as the trustee of Joy Avenue
Family Trust)
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“Novel Pilot”

“Offer Price”

“Offer Shares”

“Over-allotment Option”

“Pine Medical”

“Pre-IPO Investments”

Novel Pilot Limited, a company incorporated in BVI with
limited liability on April 28, 2020 and a special purpose
vehicle of Ms. Li

the final price per Offer Share in Hong Kong dollars
(exclusive of brokerage fee of 1%, SFC transaction levy
of 0.0027% and Hong Kong Stock Exchange trading fee
of 0.005%) of not less than HK$22.20 and expected to be
not more than HK$23.80, at which Hong Kong Offer
Shares are to be subscribed, to be determined

in the manner further described in the paragraphs headed

“Structure of the Global Offering — Pricing of
the Global Offering” and “Structure of the Global
Offering — The Hong Kong Public Offering —

Allocation” in this prospectus

the Hong Kong Offer Shares and the International Offer
Shares, together with, where relevant, any additional
Shares which may be issued by our Company pursuant to
the exercise of the Over-allotment Option

the option to be granted by us to the International
Underwriters  exercisable by the Joint Global
Coordinators on behalf of the International Underwriters
under the International Underwriting Agreement, to
require us to allot and issue up to 10,294,000 additional
Shares at the Offer Price, representing up to 15% of the
total number of Offer Shares initially available under the
Global Offering to, among others, cover over-allocations
in the International Offering, if any, further details of
which are described in the section headed “Structure of
the Global Offering” in this prospectus

Pine Medical Limited (R ®BBEGMARAR), a
company incorporated with limited liability in Hong
Kong on March 7, 2011, being a direct wholly-owned
subsidiary of the Company

the investments in our Company undertaken by the
Pre-IPO Investors prior to this initial public offering, the
details of which are set out in “History, development and

corporate structure”
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DEFINITIONS

“Pre-IPO Investors”

“Professor Dierk Scheinert”

)

“Qualified Institutional Buyers’
or “QIBs”

“Regulation S”

“RMB” or “Renminbi”

“Rule 144A”

“Series Crossover Preferred
Shares”

“Series Crossover Preferred
Shares Shareholders”
“Series Crossover II Preferred

Shares”

“Series Crossover II Preferred
Shares Shareholders”

“SFC”

“SFO”

“Share(s)”

“Shareholder(s)”

“Smartwork Investments
Limited”

“Stabilizing Manager”

the Series Crossover Preferred Shares Shareholders and
Series Crossover II Preferred Shares Shareholders

Professor Dierk Scheinert, chief medical officer of our
Company and the shareholder of Blue Lake

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

Regulation S under the U.S. Securities Act
Renminbi, the lawful currency of the PRC
Rule 144A under the U.S. Securities Act

the series crossover preferred shares of the Company
with a par value of US$0.00001 per share

the holders of Series Crossover Preferred Shares as
detailed in “History, Development and Corporate

Structure”

the series crossover II preferred shares of the Company
with a par value of US$0.00001 per share

the holders of Series Crossover II Preferred Shares as
detailed in “History, Development and Corporate
Structure”

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$0.00001 each

holder(s) of the Share(s)

Smartwork Investments Limited, a company incorporated
in BVI with limited liability

Morgan Stanley Asia Limited
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DEFINITIONS

“subsidiary”

“substantial shareholder(s)”

“Takeovers Code”

“Tianjin Acotec”

“Track Record Period”

“Underwriters”

“Underwriting Agreements”

“United States” or “U.S.”

“U.S. dollars”, “US$”

or “USD”

“U.S. Securities Act”

“VascuPatent Medical”

“White Form eIPO”

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)

Tianjin Xianruida Medical Technology Co., Ltd.* (K
John i R A BR/A ), a limited liability company
incorporated under the laws of PRC on December 24,
2018, being an indirect wholly-owned subsidiary of our
Company

the years ended December 31, 2019 and 2020 and the
three months ended March 31, 2021

the Hong Kong Underwriters and the International
Underwriters

the Hong Kong Underwriting Agreement and the
International Underwriting Agreement

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

United States dollars, the lawful currency of the United
States

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

VascuPatent Medical (Shenzhen) Co., Ltd.* (5% B
WEINABRATF), a limited liability company
incorporated under the laws of PRC on December 18,
2019, being an indirect wholly-owned subsidiary of our
Company

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

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

“Win-Link International Corp. Win-Link International Corp. Limited, a company
Limited” incorporated in Hong Kong with limited liability

9 LR T3 LEINT3

In this prospectus, the terms “associate,” “close associate,” “connected person,” “core

ER N3 ER N3

connected person,” “connected transaction,” “subsidiaries” and “substantial shareholder” shall
have the meanings given to such terms in the Hong Kong 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
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GLOSSARY

“ABI”

“all-cause death”

“AVF”

“BMS”

“BRS”

“BTK intervention’

“CABG”

“CAD”

“CD-TLR”

’

ankle-brachial index, the ratio of the blood pressure at the
ankle to the blood pressure in the upper arm as measured
by dividing the ankle systolic pressure by brachial
systolic pressure, which helps compare the blood
pressure in the upper and lower limbs and diagnose PADs

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

arteriovenous fistula, an abnormal connection between an
artery and a vein, bypassing some capillaries. It is usually

surgically created for hemodialysis treatments

bare metal stent, a mesh-like tube of thin wire made of
bare metal (i.e., without a coating or covering, and
without other advanced features such as bioresorbability)
that is used in PCI procedures. After a narrowed artery is
opened up in a PCI procedure, stents can be placed in the
artery to keep it open and to prevent recoil, thereby

reducing the chance of artery restenosis

bioresorbable scaffold, a scaffold used in PCI procedures.
It can provide the necessary mechanical support
immediately after the PCI procedure to keep the artery
open for a period of time, and then gradually degrades in
the human body (typically in 2-3 years after the
procedure, at which time the artery is typically already
healed and no longer need a stent to keep it open),
thereby avoiding the risks associated with permanently
leaving a foreign object in the vessel

below-the-knee intervention, a procedure for the
treatment of PAD with lesions located below the knees

coronary artery bypass grafting, an open-heart surgery in
which an artery or vein taken from elsewhere in the body
is stitched in place to reroute blood around the blocked
artery

coronary artery disease

clinically-driven target lesion revascularization
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GLOSSARY

“CDTH

“CE Marking”

“Class III hospital”

“CRO”

“CTO”

“CVD”

“DCB 2

“DES 2

“DVT”

catheter-directed thrombolysis, a minimally invasive
treatment that dissolves abnormal blood clots in blood
vessels to help improve blood flow and prevent damage
to tissues and organs

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

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

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

chronic total occlusion, a complete or nearly complete
blockage of artery

chronic venous disorder, typically occurring in lower
limb veins, causing blood to collect in the veins and
lowering the return of the blood to the heart

drug-coated balloon, an angioplasty balloon used in PCI
procedures with anti-proliferation drug coated on its
surface. The drug can inhibit smooth muscle cell
proliferation and migration, thereby further reducing the

chance of artery restenosis

drug-eluting stent, a stent used in PCI procedures with
anti-proliferation drug coated on its surface. The drug can
inhibit smooth muscle cell proliferation and migration,
thereby further reducing the chance of artery restenosis

deep vein thrombosis, occurring when a blood clot forms

in one or more of the deep veins in the body, usually in
the leg
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GLOSSARY

“ESRD”

“EVLT”

“GCP”

“HD” or “hemodialysis”

“hypertension”

“ICAS”

“ICH-GCP”

“IDE”

“ISR”

“IVCF”

end-stage renal disease, the final stage of chronic kidney
disease when the kidney function has declined to the
point that the kidney can no longer function on its own

endovenous laser treatment, a procedure using laser heat
to reduce varicose veins

good clinical practice, an international ethical and
scientific quality standard for the performance of a

clinical trial on medical products involving humans

a type of dialysis treatment for kidney failure. The
procedure uses an artificial kidney to remove waste and
extra fluid from the blood

also known as high blood pressure, is a long-term
medical condition in which the blood pressure in the
arteries is persistently elevated; as defined by the Chinese
Center for Disease Control and Prevention, hypertension
patients refers to patients having an average SBP of over
140 mmHg or an average DBP of over 90 mmHg, or
currently using antihypertensive medications

intracranial atherosclerotic stenosis, an abnormal
narrowing of a intracranial artery caused by the
accumulation of an atheromatous plaque in the vessel
wall

International Conference on  Harmonisation-Good

Clinical Practice

investigational device exemption, an approval granted by
the FDA that allows a medical device to be used in a
clinical research study that involves human subjects or

human specimens

in-stent restenosis, occurring when a section of blocked
artery which has been opened up with a stent becomes
narrowed again

inferior vena cava filter, a medical device implanted into

the inferior vena cava to prevent blood clots from moving

through blood into the lungs
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GLOSSARY

“KOLs”

“LEAD”

“LINC”

“LLL”

“MI”

“myocardial ischemia”

“PADN

“PCI”

“PD”

“PMT”

acronym for Key Opinion Leaders; refers to renowned
physicians that are able to influence their peers’ medical
practice

lower extremity artery disease, the narrowing or blockage
of leg arteries

Leipzig Interventional Course, an interdisciplinary live
course widely regarded as one of the most authoritative
industry events for the discussion of advanced
technologies used in endovascular interventions

late lumen loss, the difference between the diameter of
the treated artery immediately after the procedure,
compared with the diameter of such artery at the
follow-up time, which is measured as an indicator of the
efficacy of revascularization procedures

myocardial infarction, commonly known as heart attack,
occurring when blood flow to the heart abruptly
decreases or stops, causing damage to the heart muscle

also called cardiac ischemia, occurring when blood flow
to the heart is reduced, preventing the heart muscle from
receiving enough oxygen, which is usually the result of a
partial or complete blockage of the heart’s arteries. A
sudden and severe blockage of one of the heart’s artery
can lead to a heart attack

peripheral artery disease, the narrowing or blockage of
arteries outside the heart or brain

percutaneous coronary intervention, a non-surgical
procedure to open a narrowed or blocked coronary artery
and restore arterial blood flow to heart tissue

peritoneal dialysis, a type of dialysis treatment for kidney
failure. The procedure uses the lining of the abdomen to
remove waste and extra fluid from the blood

percutaneous mechanical thrombectomy, a percutaneous
interventional procedure where a thrombectomy device is
passed to the site of DVT to remove blood clots by
different mechanical means

—37 -



GLOSSARY

“PPA”

“PTA”

“PTA balloon”

“PTE”

“RCT”

“revascularization”

“RFA”

“SAT”

“SFA”

“SMO”

113 EX]

sq.m.

popliteal artery

percutaneous transluminal angioplasty, a percutaneous
interventional procedure that can open up blocked
peripheral arteries using a catheter with a balloon at the
end of it, allowing blood to circulate unobstructed

classical plain (i.e., without drug coated on its surface,
and without advanced features such as those associated
with cutting balloons, scoring balloons, high-pressure
balloons, etc.) angioplasty balloon used to widen the
narrowed vessel mechanically

pulmonary thromboembolism, a blockage in one of the
pulmonary arteries in the lung

randomized controlled clinical trial, a study in which
people are allocated at random (by chance alone) to
receive one of several clinical interventions. One of these
interventions is the standard of comparison or control

the restoration of perfusion to a body part or organ that
has suffered ischemia in medical and surgical therapy

radiofrequency ablation, a non-surgical and minimally
invasive procedure that uses an electric current to heat up
a small area of nerve tissue to stop it from sending pain
signals

single-arm clinical trial, where a sample of individuals
with the targeted medical condition is given the
experimental therapy and then followed over time to
observe their response

superficial femoral artery

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

meet the requirements of the clinical trial protocol

square meter, a unit of area
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GLOSSARY

“SVDH

“TIA”

“VAO”

“VAS”

“vasculogenic ED”

“VED”

“VTE”

“VV”

113

2

small vessel disease, occurring when the walls of the
small arteries in the heart are damaged

transient ischemic attack, commonly known as mini-
stroke, occurring when the blood supply to part of the
brain is briefly blocked

vertebral  atherosclerosis, = occurring  when  an
atheromatous plaque accumulated in the vessel wall of a

vertebral artery

vertebral artery stenosis, occurring when the vertebral
and basilar arteries at the base of the brain become
blocked

vasculogenic erectile dysfunction, the inability to achieve
and maintain an erection due to defects in the blood flow

vacuum erectile device, a non-invasive medical device
which applies the mechanism of vacuum to treat erectile

dysfunction

venous thromboembolism, occurring when a blood clot

forms in a vein

varicose vein, also known as varicoses, occurring when a
superficial vein becomes enlarged, swollen and twisted.
It happens when faulty valves in a vein allow blood to

flow in the wrong direction or to pool

micrometer

~39 _



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 faced by the Company which
could affect the accuracy of forward-looking statements include, but are not limited to, the
following:

. our business strategies and plans to achieve these strategies;

. our ability to complete the development and obtain the relevant requisite regulatory
approvals of our medical devices candidates;

. our ability to successfully commercialize our approved medical devices in a timely
manner;

. our future debt levels and capital needs;

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

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

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

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

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

. effects of the global financial markets and economic crisis;

o our financial conditions and performance;

. our dividend policy; and

. change or volatility in interest rates, foreign exchange rates, equity prices, volumes,
operations, margins, risk management and overall market trends.
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FORWARD-LOOKING STATEMENTS

TP 9 EE T3 9

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

EEINT3 LR N3 ELINT3 EEINT3

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. Particularly, we are a
biotechnology company seeking to list on the Main Board of the Stock Exchange under
Chapter 18A of the Listing Rules. Our operations and the biotech industry involve certain
risks and uncertainties, some of which are beyond our control and may cause you to lose
all your investment in our Shares. The following is a description of what we consider to
be our material risks. Any of the following risks could have a material adverse effect on
our business, financial condition, results of operations and growth prospects. In any such
an event, the market price of our Shares could decline, and you may lose all or part of
your investment. Additional risks and uncertainties not presently known to us or that we
currently deem immaterial also may impair our business operations.

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

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

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

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

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

Our business substantially depends on our ability to complete the development and obtain
the requisite regulatory approvals of our product candidates and successfully commercialize
our approved products in a timely manner. We have invested significant efforts and financial
resources in the development of our product candidates. During the Track Record Period and
up to the Latest Practicable Date, we had developed four registered products. As of the Latest
Practicable Date, we had an additional 24 product candidates in various development stages.
The successful development and commercialization of our product candidates will depend on
several factors, including but not limited to:

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

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

. receipt of regulatory approvals;

. enhancing commercial manufacturing capabilities, either by enlarging our existing
facilities or building new facilities ourselves or making arrangements with third-
party manufacturers;

. the ability of our CROs and SMOs to conduct or assist in conducting our clinical
trials safely and efficiently and in accordance with our specified trial protocols;

. the performance by any other third parties we may retain in a manner that complies
with our protocols and applicable laws and that protects the integrity of the resulting
data;

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

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

. obtaining required marketing authorizations and launching commercial sales in
China, Europe, the United States, India and other targeted markets, if and when
approved;

. obtaining favorable governmental and private medical reimbursement for our

products, if and when approved;
. appropriately pricing our product candidates and timely collecting payments;

. efficiently and cost-effectively enhancing our marketing and distribution
capabilities;

. competition with other vascular intervention procedure medical devices; and
. continued acceptable safety profile following regulatory approval.

If we do not achieve one or more of these factors in a timely manner or at all, we could
experience significant delays or be unable to obtain approval for our product candidates, and/or
to successfully commercialize our approved products, which would materially harm our
business and we may not be able to generate sufficient revenues and cash flows to continue our
operations.

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

According to a catalogue issued by the NMPA, medical devices are classified into three
different categories, Class I, Class II and Class III, depending on the degree of risk associated
with each medical device and the extent of control needed to ensure safety and effectiveness.
All of our products and product candidates are classified as Class III medical devices. To obtain
product registrations for medical devices of Class III in China, we need to conduct, at our own
expense, adequate and well-controlled clinical trials to demonstrate the safety and efficacy of
our product candidates if they are not exempt from clinical trial requirements in China.
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RISK FACTORS

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

Any delays in completing our clinical trials will increase our costs, slow down our
product candidate development and approval process, and jeopardize our ability to
commercialize our approved products and generate related revenues. Any of these occurrences
may adversely affect our business, financial condition and prospects to a significant extent.

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

During the clinical trial process, failure can occur at any time. The results of preclinical
studies and pilot study results of our product candidates may not be predictive of the results
of confirmatory clinical trial. Product candidates in confirmatory clinical trials may fail to
show the desired safety and efficacy traits despite having progressed through preclinical
studies and/or feasibility clinical trials. Clinical trials or procedures may experience significant
setbacks even after earlier trials have shown promising results. In some instances, there can be
significant variability in safety and/or efficacy results between different trials of the same
product candidate due to numerous factors, including changes in trial procedures set forth in
protocols, differences in the physical conditions of the patient populations and the rate of
dropout among clinical trial participants. Clinical trials of our product candidates may produce
negative or inconclusive results. Even if our future clinical trial results show favorable
efficacy, not all patients may benefit. For our certain product candidates, it is likely that they
may not suit the conditions of certain patients, and severe adverse events and complications
may occur for some patients after the treatment. If we decide or are required by regulators to
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RISK FACTORS

conduct additional clinical trials or other testing of our product candidates beyond those that
we currently contemplate or abandon our product development programs, or if we are unable
to successfully complete clinical trials of our product candidates or other testing, or if the
results of these trials or tests are not positive or are only modestly positive or if they raise
safety concerns, we may (i) be subject to substantial liabilities, (ii) be delayed in or even
prevented from obtaining regulatory approval for our product candidates, (iii) obtain approval
for indications that are not as broad as intended, (iv) have the product removed from the market
after obtaining regulatory approval, (v) be subject to additional post-marketing testing
requirements, (vi) be subject to restrictions on how the product is distributed or used; or (vii)
be unable to obtain reimbursement for use of the product. Any of such events could materially
and adversely affect our ability to commercialize the subject products and generate sales
revenues.

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

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

Our clinical trials will likely compete with other clinical trials for product candidates that
are in the same therapeutic areas as our product candidates. This competition will reduce the
number and types of patients available to us, because some patients who might have opted to
enroll in our trials may instead opt to enroll in a trial being conducted by one of our
competitors. Because the number of qualified 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 projected clinical trials. If we experience delays in the
completion of, or even termination of, any clinical trial of our product candidates, our ability
to obtain requisite regulatory approvals, commercialize our products, commence product sales
and generate revenues will be jeopardized. Any of these occurrences may have a material
adverse effect our business, financial condition and prospects.

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

The markets for vascular interventional medical devices are characterized by
technological changes, frequent new product introductions, and evolving industry standards.
Our products could become technologically obsolete or more susceptible to competition
without timely introduction of new and improved technologies. Please refer to the paragraph
headed “Risks relating to Our Operations — We face substantial competition and rapid market
changes, and our competitors may discover, develop or commercialize competing products
before or more successfully than we do, or respond and adapt to the market changes more
quickly and effectively.” in this section for more details. We expect the markets for vascular
interventional medical devices to evolve towards more advanced products, some of which we
do not currently produce. Our success therefore depends on our ability to accurately predict the

_ 45—



RISK FACTORS

industry trends and continuously identify, develop and market more advanced products in a
timely manner that meet our customers’ demand. Because product designs can change with
market conditions and hospitals’ and physicians’ preferences, identifying and developing new
or improved products in a timely manner can be difficult. Our research and development efforts
may not lead to new or improved products that will be commercially successful. Even if we
develop new or improved products, we may encounter delays in obtaining regulatory
approvals, restrictions imposed on approved indications, entrenched patterns of clinical
practice, uncertainty over third-party reimbursement, or other factors. In addition, it takes
much time and efforts for the new product to gain market acceptance. We may not be able to
successfully market our new or improved products or our end customers may not be receptive
to our new products.

The success of our new or improved product offerings will depend on several factors,
including our ability to (i) properly identify and predict industry trends and market demand; (ii)
complete product development process successfully in a timely manner; (iii) minimize the time
and costs required to obtain regulatory approvals; (iv) optimize our procurement and
manufacturing processes to predict and control costs; (v) manufacture and deliver new products
in a timely manner; (vi) efficiently and cost-effectively enhance our marketing and distribution
capabilities; (vii) price our products at both competitive and commercially justifiable levels;
(viii) increase end-customer awareness and acceptance of our new or improved products; and
(ix) compete effectively with other medical device developers, manufacturers and marketers.
If we are not successful in manufacturing or selling our new or improved products to meet
market demand, or if there is insufficient demand for our new or improved products in the
market, our business, financial condition, results of operations and prospects could be
materially adversely affected.

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

We must keep pace with new technologies and methodologies to maintain our competitive
position, therefore we must continue to invest significant amounts of human and capital
resources to develop or acquire new and more advanced technologies. Although technical
innovations often require substantial time and investment before we can determine their
commercial viability, we intend to continuously enhance our technical capabilities in research
and development and manufacturing. We cannot assure you that we will be able to successfully
identify new technological opportunities, enhance or adapt to new technologies and
methodologies, develop new or improved products, secure sufficient intellectual property
protection for such new or improved products, obtain the necessary regulatory approvals in a
timely and cost-effective manner, or achieve market acceptance after such products are
launched. Any failure to do so could harm our business and prospects.

Our employees, collaborators, service providers, independent contractors, principal
investigators, consultants, vendors, CROs and SMQOs may engage in misconduct or other
improper activities, including noncompliance with regulatory standards and requirements,
which could result in delay or failure to develop our products.

We are exposed to the risk that our employees, collaborators, independent contractors,
principal investigators, consultants, vendors, CROs and SMOs may engage in fraudulent or
other illegal activities with respect to our business. Misconduct by these individuals and
institutions could include intentional, reckless or negligent conduct or unauthorized activity
that violates the regulations of the NMPA and other regulatory authorities, including those laws
requiring the reporting of true, complete and accurate information and data to such regulatory
authorities, or data privacy, security, fraud and abuse and other healthcare laws and regulations
in the PRC and other relevant jurisdictions.
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Misconduct by these parties could involve the creation of fraudulent data in our
preclinical studies or clinical trials. Their improper activities could also involve individually
identifiable information, including, without limitation, the improper use of information
obtained in the course of clinical trials, or illegal misappropriation of medical devices.

We may not be able to identify and deter employees’ and third parties’ misconduct, and
the precautions we take to detect and prevent these activities may not be effective in controlling
unknown or unmanaged risks or losses or in protecting us from governmental investigations or
other actions or lawsuits stemming from a failure to be in compliance with such laws or
regulations. If any such actions are instituted against us, and defending ourselves or asserting
our rights, those actions could severely delay our research and development programs, or result
in failure to obtain regulatory approvals for our product candidates. The regulatory authorities
may also impose civil, criminal and administrative penalties, damages and monetary fines on
us, which could materially and adversely affect our reputation and business operation.

Risks Relating to the Commercialization of Our Products

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

Physicians and hospitals play important roles in recommending and deciding what
products to be used. They not only provide professional advice but also offer help throughout
the entire therapeutic procedures from candidate screening, operation assistance to post-
operation follow-up visit. Our strategic marketing model provides that our in-house marketing
force actively works with physicians and hospitals. We will endeavor to convince them as to
the distinctive characteristics, advantages, safety, efficacy and cost effectiveness of our
products as compared to our competitors’ products, and train physicians in the proper
application of our products. If our products and product candidates (upon commercialization)
are not widely accepted by physician and hospital communities, our sales of our currently
commercialized products such as the two Core Products may decline, and we may not be able
to effectively market our other product candidates, such as the indication expansion products
of our Core Products upon commercialization.

In addition, many of our products or product candidates represent innovative therapies in
China or even globally. Physicians face a learning process to become proficient in the use of
some of our products and product candidates, which may take a longer time than we expected.
Encouraging physicians to dedicate their time and energy necessary for adequate training
remains challenging, and we may not be successful in these efforts. If physicians are not
properly trained, they may misuse or ineffectively use our products and product candidates,
which may also result in unsatisfactory patient treatment outcomes, patient injury, negative
publicity or lawsuits against us, any of which could have a significant adverse effect on our
reputation, business, financial condition, results of operations and prospects. Following
completion of training, we also rely on trained physicians to advocate the benefits of our
products in the marketplace. If we are not able to enhance our product awareness and receive
recognition from these physicians, other physicians and hospitals may not be inclined to use
our products, and our results of operations may be adversely affected.

Failure to achieve broad market acceptance could have a material adverse impact on our
business and results of operations.

The commercial success of our products depends upon the degree of market acceptance
they can achieve, particularly among hospitals and physicians. For example, as compared with
PTA balloons and stents, DCBs are a treatment recently developed and introduced to the
market, and may fail to receive broad acceptance from patients or physicians as anticipated.
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Instead, patients may opt for PTA balloon products or stents in vascular interventional
procedures, given their established market acceptance, comparatively lower price and coverage
by governmental and private medical insurance.

If any of our products or product candidates (upon commercialization) fail to gain
sufficient market acceptance by physicians patients or third-party payors in the industry, the
sales of our products will be adversely affected, and we may fail to effectively market our
product candidates upon commercialization. In addition, physicians, patients and third-party
payors may prefer other innovative products to ours. If our products do not achieve an adequate
level of acceptance, we may not be able to generate significant product sales revenues and to
achieve profitability. The degree of market acceptance of our products and product candidates,
if approved for commercial sale, will depend on a number of factors, including:

. the clinical indications for which our product candidates are approved;

. physicians, hospitals, diseases treatment centers and patients considering our
products and product candidates (upon commercialization) as a safe and effective
treatment;

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

. the prevalence and severity of any adverse effects or complications;
. 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 products and product candidates (upon
commercialization) as well as competitive products;

. the cost of treatment in relation to alternative treatments;

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

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

. the effectiveness of our sales and marketing efforts.

If any products that we commercialize fail to achieve market acceptance among
physicians, patients, hospitals or other institutions in the industry or if we fail to maintain good
relationships with them, we will not be able to generate significant revenue. Even if our
products achieve market acceptance, we may not be able to maintain that market acceptance
over time if new products or technologies introduced are more favorably accepted by the
market and more cost effective than our products, which may render our products obsolete.
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If our distributors fail to expand or maintain their sales network, or if we fail to educate or
manage our distributors effectively, our sales may decline.

In the medical device industry, it is customary to rely on distributors for sale of medical
devices to hospitals. We sell a substantial portion of our commercialized products to third party
distributors in China and overseas, which then sell these medical devices to hospitals. We
intend to continue engaging distributors to sell our 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 maintain or expand their sales network, or otherwise
encounter any difficulties in selling our products, our sales revenue will decline and our
business, results of operations and prospects may be materially and adversely affected.

In addition to ensuring our reputation through high quality products and responsive
services, our well-trained sales team works with our distributors to help them become more
sophisticated. We also provide our distributors with technical support, including training in the
basic technologies of our products, participating in presentations to physicians and hospitals,
and assisting in preparing documents for contracts awarded through competitive biddings and
tenders. Our distributors face a learning process with respect to our products, 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 effectively in a timely manner
or at all.

In addition, we have limited control to manage the activities of our distributors, who are
independent from us. We cannot assure that our distributors will not violate our distribution
agreements with them. Such violations may include, among other things, (i) failing to meet
target sales amounts; (ii) selling our products outside their designated distribution territories or
to hospitals without further authorization, possibly in violation of the exclusive distribution
rights of our other distributors; (iii) selling our products at prices below our designated lowest
price; (iv) failing to comply with applicable laws or regulatory requirements when marketing,
promoting or selling our products, including the anti-corruption laws of the PRC or other
jurisdictions; (v) failing to provide proper training and other services to our end customers; or
(vi) selling products that compete with ours. Failure to adequately manage our network of
distributors, or non-compliance by distributors with our distribution agreements, violations of
applicable laws and other illegal or inadequate practices by distributors could harm our
corporate reputation and disrupt our sales, and our financial condition and results of operations
could be materially adversely affected.

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

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

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

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

Our ability to successfully market our products may involve more inherent risks, take
longer time and cost more resources than it would if we were a company with sufficient
experience launching such products. As of the Latest Practicable Date, we only commercialized
two DCB products and two PTA balloon products and have no experience in commercializing
medical devices other than balloon products.

The success of our sales and marketing efforts depends on our ability to attract, motivate
and retain qualified and professional employees in our sales and marketing team who have,
among other things, the sufficient expertise in vascular interventions and are able to
communicate effectively with medical professionals. Furthermore, since we expect to launch
new products targeting five therapeutic areas including vascular surgery, cardiology,
nephrology, neurology and andrology, we expect to hire more employees with relevant medical
device experience and knowledge to strengthen our marketing and sales workforce. However,
due to the intense competition for experienced personnel, we may be unable to attract, motivate
and retain a sufficient number of qualified sales and marketing employees to support our
business development and expansion, and our sales revenue and results of operations may be
negatively affected.

In addition, we plan to continue strengthening our cooperative relationship with hospitals,
physicians and research institutions for enhancing our product awareness in the market. For
example, we may introduce world-renowned hospitals to provide training to the Chinese
physicians, and hold academic forum inviting internationally renowned experts to introduce
procedural process using our products. However, such promotional activities may not be as
effective as we expected, or may be impeded by unanticipated events such as outbreaks of
COVID-19, which may cause a decline of our sales revenue, and have a material adverse effect
on our business, financial condition and results of operations.

The policies of centralized procurement of high-value medical consumables set by the PRC
government may cover our products in the future, and the prices of our products may
experience downward changes, which in turn may have a material adverse impact on our
revenue, financial condition and results of operation.

In line with market practice, we generally price our products by taking into consideration
a variety of factors, such as feedbacks collected from these parties, our costs, the prices of
competing products, the differences in safety and efficacy profiles between our products and
competing products, the estimated demands for our products, and the possibility that our
products being subject to the centralized procurement programs organized by local
governments. Some of the factors are beyond our control.

The Chinese government has implemented a number of policies to gradually increase the
affordability of medical devices, including combining a list of high-value medical
consumables, requiring public hospitals to have zero margin for high-value medical
consumables, and establishing provincial-level platforms for procurement. In particular, in
order to improve the pricing mechanism and reduce the falsely high prices of high-value
medical consumables, the General Office of the State Council issued the Reform Plan for
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Governance of High-value Medical Consumables ( (JA¥E({EE HAFEM T T E) ) (the
“Reform Plan”) on July 19, 2019, exploring the classified and centralized procurement of
high-value medical consumables. On November 5, 2020, Tianjin Medical Purchasing Center
implemented the first national-level centralized procurement of high-value medical devices in
China. Following the bidding process, ten coronary DES products were selected, with a
significant price reduction as compared to the bidding price for such products before the
implementation of the centralized procurement policies. Although such centralized
procurement only applied to coronary DES products, and therefore would not directly affect the
pricing of our products, there are uncertainties whether the centralized procurement scope
would be expanded in the future, resulting in the inclusions of our products or product
candidates (upon commercialization). Moreover, if any products comparable or similar to our
products were included in the 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
operation.

The implementation status of the “Two-Invoice System” for medical consumables may have
material impact on our business. If we are deemed to have violated or circumvented the
“Two-Invoice System” for medical consumables by the competent authorities, our business,
financial condition, results of operation and reputation could be materially and adversely
affected.

In December 2016, eight governmental authorities including the NMPA issued the Notice
on Opinions on the Implementation of the “Two-Invoice System” in Drug Procurement by
Public Medical Institutions (for Trial Implementation) ( BTN TE/N ST B AR M 2 T £F I o 4
AT 1 E hE = R Git4T)) ), recommending the gradual implementation of the “Two-
Invoice System.” In July 2019, the General Office of the State Council issued the Circular on
High-value Medical Consumables ( 535 {E 'S FFEAM BCH /7%) ), which encouraged local
governments to adopt the “Two-Invoice System” for high-value medical consumables. The
“Two-Invoice System” refers to a mechanism where only up to two invoices are issued along
the chain of distribution process, with one invoice issued by the manufacturer to the distributor,
and the other issued by the distributor to the hospitals and other medical service providers. The
“Two-Invoices System” aims to eliminate the multiple layers of distributors involved in the
process, to streamline the procurement and distribution process, and to ensure more transparent
prices for pharmaceuticals and medical consumables. Please refer to the paragraphs headed
“Regulatory Overview — Regulations Relating to Medical Device Production and Operation
— Two-Invoice System” for more information.

According to Frost & Sullivan, prior to the implementation of policies such as
“centralized procurement of medical devices” and the “Two-Invoice System,” the medical
device distribution market in China was relatively fragmented; a large number of distributors
competed in the market, and multiple layers of distributors were often involved before a
medical device could be sold from the manufacturer to the hospital. In recent years, with the
gradual implementation of such policies, smaller distributors were gradually squeezed out of
the market, and the medical device distribution market was consolidated by a few giant players
with nationwide delivery and distribution network (who are generally referred to in the
industry as platform distributors), and a number of large distributors.

According to our PRC Legal Adviser, the progress of implementation of the “Two-Invoice
System” for medical consumables varies in different provinces, autonomous regions and
municipalities (collectively, “provinces”) in China, and in some provinces, the implementation
of the “Two-Invoice System” for medical consumables was not mandatory as at the Latest
Practicable Date. In provinces where the local competent authorities had formally published
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rules or policies requiring the strict implementation of the “Two-Invoice System” for medical
consumables (as of the Latest Practicable Date, including Anhui, Fujian, and Hebei), we sell
our products directly to distributors, who resell our products to hospitals; in certain provinces
which have not required the mandatory implementation of the “Two-Invoice System” for
medical consumables (e.g., Beijing, Shanghai, Shandong, etc.), we may cooperate with
platform distributors, who sell our products to sub-distributors under them, and such
sub-distributors in turn finally resell our products to hospitals and/or medical centers. Platform
distributors are our direct counterparties and function as intermediary companies that primarily
focus on providing logistics services, helping us realize a relatively centralized management of
a large number of such sub-distributors. We adopt the distributorship model and cooperate with
platform distributors primarily because through such model and cooperation, we are able to
expand hospital coverage and promote our products to a larger group of hospitals in a
cost-effective manner, and to reduce the logistics expenses incurred during the distribution
process. As confirmed by Frost & Sullivan, the distribution model we adopted is widely
adopted in the medical device industry in China.

We believe that the implementation of the “Two-Invoice System” is beneficial to us as it
aims to reduce the middle persons involved in the distribution process, and we have no
incentive to violate or circumvent the “Two-Invoice System.” As confirmed by our PRC Legal
Adviser, the distribution model we adopted is not a violation or circumvention of the
“Two-Invoice System” as of the Latest Practicable Date. However, the implementation status
of the “Two-Invoice System” in different provinces may have a direct impact on the
distribution model we adopt, and may indirectly affect our business and financial performance.
If going forward, the “Two-Invoice System” is strictly implemented for medical consumables
in more provinces, we will proactively adjust the distribution model we adopt, and may choose
to reduce our cooperation with platform distributors. However, we may incur additional
expenses in adjusting our distribution model (e.g., incurring slightly higher logistics expenses
if we have to deliver our products to each of the sub-distributors, instead of using the logistics
services currently provided by our platform distributors), and we cannot assure you that we will
be successful in promptly and smoothly adjust our cooperation with our platform distributors,
or that we will always be successful in ensuring our compliance with the applicable laws and
regulations. If we fail to promptly and smoothly adjust our distribution model, or if we are
deemed to have violated or circumvented the “Two-Invoice System” for medical consumables
by the competent authorities, our business, financial condition, results of operation and
reputation could be materially and adversely affected.

Our sales may be affected by the level of medical insurance reimbursement that patients can
receive for vascular interventional treatments using our products.

The availability of governmental and private health insurance in China for treatments
using our products will influence our ability to sell our products. China has a complex medical
insurance system that is currently undergoing reform. The governmental insurance coverage or
reimbursement level in China for new procedures and the medical device used in such
procedures is subject to significant uncertainty and varies from region to region, as local
government approvals for such coverage must be obtained in each geographic region. In
addition, the PRC government may change, reduce or eliminate the governmental insurance
coverage then available for treatments using our products. Please refer to the paragraph headed
“Regulatory Overview — National Medical Insurance Program” in this prospectus for more
details. We cannot assure you that our products and product candidates (upon
commercialization) will be included in the medical insurance reimbursement list at all times,
or at all. To the extent that our products are not included in the medical insurance
reimbursement list or if any such insurance schemes are changed or canceled which result in
any removal of our products from medical insurance catalogue, patients may choose, and
hospitals may recommend alternative treatment methods, which will reduce demand for our
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products, and our sales may be adversely impacted or not able to achieve our expected levels,
which may lead to a material and adverse effect on our business, results of operations and
financial condition.

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

Moreover, we may need to lower the prices of our products in order to have them included
in the medical insurance reimbursement list, while such price cut and reimbursement may not
necessarily cause our sales to increase and our results of operations may be adversely affected.

Risks Relating to Extensive Government Regulations

The regulatory approval processes are lengthy, expensive and inherently unpredictable. If we
are not able to obtain, or experience delays in obtaining, required regulatory approvals, we
will not be able to commercialize our product candidates, and our ability to generate revenue
will be materially impaired.

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

We currently market and intend to continue to market a substantial portion of our products
in China in the foreseeable future. We are required to obtain the NMPA’s or its local
counterpart’s approval before we can market our products in China. As the PRC government
has been increasing the level of regulatory control over the medical device industry in recent
years, the regulatory approval process tends to take a longer time to complete than before.
Significant time, effort and expense are required to bring our products to market in compliance
with the regulatory process, and we cannot assure you that any of our products will be approved
for sale. Before obtaining regulatory approvals for the commercial sale of any products for a
target indication, we must demonstrate in preclinical studies and well-controlled clinical trials,
that the product candidate is safe and effective for use for that target indication and that the
manufacturing facilities, processes and controls are adequate. We are also required to report
any serious or potentially serious incidents involving our products to the NMPA or its local
counterparts. When we submit a filing application to the NMPA, the NMPA will decide whether
to accept or reject the submission for filing. We cannot be certain that any submissions will be
accepted for filing and review by the NMPA. The NMPA may also slow down, suspend or cease
review of our applications and any of these could prolong the registration process of our
product candidates. Even if regulatory approval or clearance of our products is granted, the
approval or clearance could limit the uses for which our products may be labeled and promoted,
which may in turn limit the market for our products. Any failure to obtain, or delay in
obtaining, regulatory approvals or clearances or to renew registrations for our products could
prevent us from successfully marketing our products, which could materially and adversely
affect our business, financial condition and results of operation.
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Furthermore, results of the regulatory approval process are unpredictable. We could fail
to receive regulatory approval for product candidates for many reasons, including: (i) failure
to begin or complete preclinical studies or clinical trials; (ii) failure to demonstrate that a
product candidate is safe and effective; (iii) failure to deliver clinical trial results to meet the
level of statistical significance required for approval; (iv) data integrity issues related to our
clinical trials; (v) government authority’s disagreement with our interpretation of data from
pre-clinical studies or clinical trials; (vi) changes in approval policies or regulations that render
our preclinical and clinical data insufficient for approval or require us to amend our clinical
trial protocols; (vii) regulatory requests for additional analyses, reports, data, nonclinical
studies and clinical trials, or questions regarding interpretations of data and results and the
emergence of new information regarding our product candidates or other products; (viii)
clinical sites, investigators or other participants in our clinical trials deviating from a trial
protocol, failing to conduct the trial in accordance with regulatory requirements, or dropping
out of a trial; and/or (ix) rejection by the regulatory authorities to approve pending applications
or supplements to approved applications filed by us or suspension, revocation or withdrawal
of approvals. All these factors, among others, may delay or prevent approval and our
commercialization plans, or we may decide to abandon the development program.

Comparably, we are also required to obtain various governmental approvals in the
relevant jurisdictions before we sell our products in the international markets. Regulatory
authorities outside of China, such as the FDA, also have requirements for approval of medical
devices for commercial sale with which we must comply prior to the marketing in those areas.
Foreign regulations may vary from jurisdiction to jurisdiction and may be different from PRC
regulations and NMPA requirements, and therefore could delay or prevent the introduction of
our product candidates in those areas. For example, certain jurisdictions such as Europe may
have more stringent requirements on clinical trials and clinical data than those of NMPA, and
clinical trials conducted in one jurisdiction may not be accepted by regulatory authorities in
other jurisdictions. Approval processes vary among jurisdictions and can involve additional
product testing and validation and additional administrative review periods, and obtaining
regulatory approval in one jurisdiction does not mean that regulatory approval will be obtained
in any other jurisdiction. Additional time, efforts and expenses may be required to bring our
products to the international markets in compliance with different regulatory processes.

In addition, changes in regulatory requirements and guidance may also occur, and we may
need to amend clinical trial protocols submitted to the regulatory authorities to reflect these
changes, which may impact the costs, timing or successful completion of a clinical trial. The
foreign regulatory approval process may include all of the risks associated with obtaining the
NMPA’s approval. 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.
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. Furthermore, if we are unable to obtain regulatory approval for our
product candidates in one or more jurisdictions, or any approval contains significant
limitations, our target market will be reduced and our ability to realize the full market potential
of our product candidates will be harmed.

Even if our product candidates were to successfully obtain approval from the regulatory
authorities, any approval might significantly limit the approved indications for use, or require
that precautions, contraindications or warnings be included on the product labeling, or require
expensive and time-consuming post-approval clinical trials or surveillance as conditions of
approval. Following an approval for commercial sale of our product candidates, certain
changes to the product, such as changes in manufacturing processes and additional labeling
claims, may be subject to additional review and approval by the NMPA, the FDA and/or
comparable regulatory authorities. Regulatory approvals for any of our product candidates may
also be withdrawn.
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Our failure to comply with the regulatory requirements could result in governmental
agencies taking actions against us, including imposing fines and penalties on us, prohibiting 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 or administrative 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.

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

Companies manufacturing medical devices in China are required to obtain permits and
licenses issued by various government authorities, including but not limited to the medical
device production permit (%5#E#8 /L 7 #F 7] #), and if such manufacturing companies store
and sell medical devices in places other than their domiciles and the places of production of
medical devices, they are also required to obtain the medical device operation permit (E&JRE#F
WAL & Frl#). In addition, companies publishing advertisements on certain media or in
certain forms and containing the name, scope of application, functions, structure, composition,
action principle, etc. of an medical device shall obtain an approval code issued by relevant
examination authority. Please refer to the paragraph headed “Regulatory Overview — Laws
and Regulations Relating to Medical Device — Regulations Relating to Medical Device
Production and Operation — Management of Medical Device Production”, and “Regulatory
Overview — Regulations Relating to Medical Device Production and Operation — Regulations
Relating to Advertisement of Medical Device” in this prospectus for details. Such approval,
permits, licenses and certificates are subject to periodic reviews and renewals by the
government authorities, and the standards of such reviews and renewals may change from time
to time or become more stringent. There can be no assurance that the government authorities
will approve our applications or renewal applications in the future. Any failure by us to obtain
the necessary approval, permits, licenses and certificates, or procure such renewals and
otherwise maintain all the approval, licenses, permits and certificates required for our business
at any time could disrupt our business, which could have a material adverse effect on our
business, financial condition and results of operation. If, as a result of any change in the
interpretation or implementation of existing laws and regulations or the implementation of new
laws and regulations, we are required to obtain additional approval, licenses, permits or
certificates for our production of products and product candidates, we cannot assure you that
we will be successful in obtaining such approval, licenses, permits or certificates in a timely
manner, or at all.

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

Our products will be subject to ongoing or additional regulatory requirements with
respect to manufacturing, labeling, packaging, storage, advertising, promotion, sampling,
record-keeping, conduct of post-market studies, submission of safety, efficacy, and other
post-market information, and other requirements of regulatory authorities in China, the United
States, the EU and other applicable jurisdictions where we market or sell our products. For
example, products may be promoted only for their approved indications and for use in
accordance with the provisions of the approved label, and any person or entity that is found to
have improperly promoted off-label uses may be subject to significant liability. As such, we are
and will be subject to continual review and inspections by the regulators in order to assess our
compliance with applicable laws and requirements and adherence to commitments we made in
any application materials with the NMPA or other authorities.
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The NMPA or comparable regulatory authorities may seek to impose a consent decree or
withdraw marketing approval if we fail to maintain compliance with these ongoing or
additional regulatory requirements or if problems occur after the product reaches the market.
Later discovery of previously unknown problems with our products or product candidates or
with our manufacturing processes may result in revisions to the approved labeling or
requirements to add new safety information; imposition of post-market studies or clinical
studies to assess new safety risks; or imposition of distribution restrictions or other restrictions.
Other potential consequences include, among other things:

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

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

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

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

. injunctions or the imposition of civil, administrative or criminal penalties.

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

Our products and pipeline products may cause undesirable adverse events which could
interrupt, delay or halt clinical trials, delay or prevent regulatory approval, limit the
commercial profile of an approved production label, or result in significant negative
consequences following any regulatory approval.

Undesirable side effects caused by our approved products or product candidates could (i)
cause us or regulatory authorities to interrupt, delay or halt clinical trials; (ii) affect patient
recruitment or enrolled patients to complete the trial; (iii) adversely impact our ability to obtain
regulatory approval, (iv) result in a narrowed scope of indications or a more restrictive label
on our products, and/or (v) subject us to product liability claims as well as substantial
liabilities.

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

o the relevant products may be recalled, withdrawn or seized;

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

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

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

measures;

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

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

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

. we could be sued and held liable for injury caused to individuals using our products;
and

. our reputation, business and prospects may be adversely affected.

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

We could be adversely affected as a result of sales we made, or will make, to certain countries
that are, or may become, subject to international sanctions laws and regulations.

Certain countries or organizations, including the U.S., the European Union, and the
United Nation, maintain economic sanctions and/or trade restrictions targeting certain
countries, territories, organizations and/or individuals. During the Track Record Period, we
made de minimis sales of our medical device products to certain customers in Turkey, which
is subject to targeted sanctions programs. We believe that our business dealings in Turkey
during the Track Record Period would not subject us to sanction liabilities because our
counterparties in Turkey were not sanctioned entities, the medical device products we sold
were not subject to any existing sanction programs, and the sector we operate in is not a
sensitive sector frequently subject to sanction programs. However, the relevant sanction
programs may be subject to frequent changes, many of which might be purely politics-driven
and difficult to foresee. If the sanctions against Turkey or against other countries or territories
that we have business dealings in become more expansive or more restrictive, it may adversely
affect our ability to work with certain existing or future suppliers, customers and/or other
business partners. Furthermore, our association with suppliers, customers and/or business
partners that are or become subject to sanctions or other similar restrictions could subject us
to actual or perceived reputational harm. Any such reputational harm could result in the loss
of investors, suppliers or customers, which could in turn harm our business, financial
conditions or prospects.

Risks Relating to Manufacture and Supply of Our Products

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

Quality is extremely important due to the serious and costly consequence of a product
failure. The manufacture of many of our products is highly complex and subject to strict quality
controls. We have established a quality control and assurance system and adopted standardized
operating procedures in order to prevent quality issues with respect to our products and
operation processes. For further details of our quality control and assurance system, please
refer to the paragraph headed “Business — Quality Control” in this prospectus.
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Despite our quality control and assurance system and procedures, we cannot eliminate the
risk of product defects or failure. Problems can arise during the manufacturing process for a
number of reasons, including equipment malfunction, failure to follow protocols and
procedures, defects or other issues in raw material, or human error. Furthermore, if
contaminants are discovered in our products or product candidates or in our manufacturing
facilities, we may need to close our manufacturing facilities for an extended period of time to
investigate and remedy the contamination. In addition, stability failures and other issues
relating to the manufacture of our products or product candidates could occur in the future.
Although closely managed, disruptions can also occur during the implementation of new
equipment and systems to replace aging equipment, as well as during production line transfers
and expansions.

Failure of our products and product candidates to meet the requirements of the NMPA or
other applicable regulatory authorities or our internal quality standard could result in patient
injury or death, product recalls, safety alerts or withdrawals, license revocation or regulatory
fines, product liabilities claims or other negative effects that could seriously harm our
reputation, business and results of operations.

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

We manufacture, assemble and test our products at our manufacture facility which is
located in our leased property in Beijing, China. During the Track Record Period, our balloon
catheter products, including our DCB product candidates, AcoArt Orchid® & Dhalia™ and
AcoArt TulipTM & Litos™, and our PTA balloon dilatation catheters, AcoArt Iris™ &
Jasmin™ and AcoArt Lily™ & Rosmarin™ were manufactured there. Please refer to the
paragraph headed “Business — Manufacturing” in this prospectus for more details. 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, health epidemic, mechanical breakdowns,
termination of lease by lessor, loss of licenses, certifications and permits, changes in
governmental planning for the land underlying these facilities, and regulatory changes.

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

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

Our current products and product candidates are classified as Class 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. For example, we may be sued if our product candidates are
perceived to cause injury or are found to be otherwise unsuitable during clinical testing and
manufacturing. Any such product liability claims may include allegations of defects in design,
component failure, manufacturing error, a failure to warn of dangers inherent in the medical
device product, negligence or strict liability. Further, we cannot ensure that physicians will
strictly and accurately follow our instructions on the proper usage of our products and product
candidates. If our product or product candidates are used incorrectly by physicians, injury may
result, which could require review and corrective action by the manufacturer or even give rise
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to product liability claims against us. Any serious failures or defects could cause us to
withdraw or recall products, and subject us to product liabilities, which may damage our brand
name and may have a material adverse effect on our business, financial condition, results of
operations and prospects. During the Track Record Period and up to the Latest Practicable
Date, we had not experienced any material customer complaint or product return from
customers.

We have purchased insurance for our clinical trials as required by applicable laws and
regulations, and have purchased product liability insurance in certain jurisdictions outside
China where we sell our products. However, the coverage of such insurance policies may not
be broad enough or the indemnifiable amount may not be sufficient to cover all of our losses
incurred by the relevant product liabilities. Pursuant to the applicable PRC laws and
regulations, in the event a trial subject suffers from personal injuries or death in relation to a
clinical trial conducted for a medical device, the sponsor for the clinical trial could be found
liable for the relevant damages regardless of whether the relevant medical device was defective
or not. We may incur significant liabilities for any such event occurred in the clinical trials for
our product candidates. Furthermore, we have not purchased product liability insurance for any
of our marketed products in China, and we may be unable to acquire such insurance at a
reasonable cost or in an amount adequate to satisfy any liability that may arise. In this regard,
if we cannot successfully defend ourselves against, obtain indemnification from our
collaborators for product liability claims, or acquire sufficient product liability insurance at an
acceptable cost, we may incur substantial liabilities or be required to limit commercialization
of our product candidates, and our business, financial condition, results of operations and
prospects may be materially and adversely affected.

We are exposed to risks of product returns or exchange which may adversely affect our
business and financial performance and our results of operations.

We generally accept returns for defective products and exchange for defective products
or soon-to-expire products to maintain our end-customers’ satisfaction. During the Track
Record Period, we received certain product exchange requests from some platform distributors
(or sub-distributors under such platform distributors) because the relevant products were
approaching their expiration dates. We did not suffer from any loss of revenue because of such
product exchanges; the costs and expenses incurred in connection with such product exchanges
primarily comprised the manufacturing costs and delivery expenses for the relevant products,
which in the aggregate amounted to approximately RMB2.3 million and approximately
RMB77.3 thousand for 2019 and 2020, respectively. For details of our historical product
exchanges, please refer to the paragraphs headed “Business — Product Warranty, Recall,
Return and Exchanges” in this prospectus. We cannot assure you that we will not be exposed
to risks associated with product returns or exchange in the future. Any product returns or
exchange in the future may result in unexpected capital expenditure and could adversely
impacted our operating profit and cash flows.

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

We rely on a limited number of third-party suppliers to supply key raw materials used in
the research, development and manufacturing of our approved products and product candidates
for reasons of quality assurance, cost effectiveness, availability, or constraints resulting from
regulatory requirements. Although we believe that we have stable relationships with our
existing suppliers, we cannot assure you that we will be able to secure a stable supply of
qualified raw materials at all times going forward. Particularly, we purchased balloons, one of
the principal raw materials, from two suppliers in the United States during the Track Record
Period. The number of suppliers for balloons is limited due to the strict quality requirements.
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Such suppliers are subject to various regulations and are required to obtain and maintain
various qualifications, licenses and certificates. We cannot assure you that we will be able to
identify an alternative qualified supplier in a timely manner or at all, in the event any of our
existing suppliers terminate their contracts with us or are no longer qualified. Further, the
custom clearance procedures for importing raw materials including balloons could be lengthy
and thus could adversely affect the timely supply of such raw materials. If we encounter
lengthy custom clearance procedures to import certain of our raw materials, we may experience
delays in the supply of our raw materials and interruption in our manufacturing process.

Some of our raw materials suppliers are located outside China, therefore trade wars
initiated or regulatory embargoes imposed by foreign countries or China could result in delays
or shortages of our raw materials. Furthermore, general economic conditions could also
adversely affect the financial viability of our suppliers, resulting in their inability to provide
materials and components used in the manufacture of our products. Any change in suppliers
could require significant effort or investment in circumstances where the items supplied are
integral to product performance or incorporate unique technology, and the loss of existing
supply contracts could have a material adverse effect on us.

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

Our production processes require substantial amounts of raw materials and components.
Some raw materials and components may be susceptible to fluctuations in price and
availability. Significant fluctuations in raw material and component prices and availability will
have a direct and negative impact on our gross margins. One of our principal raw materials is
the balloon. We typically procure balloons from the U.S. through third-party suppliers. During
the Track Record Period, balloons were generally available and sufficient for our demands, and
the price of procuring balloons from our suppliers was generally stable. However, we cannot
assure you that such situation will continue in the future. The prices of balloons or other raw
materials may be affected by a number of factors, including market supply and demand, the
PRC or international environmental and regulatory requirements, natural disasters such as
fires, outbreak of epidemics or diseases such as COVID-19 and the PRC and global economic
conditions. A significant increase in the costs of raw materials may increase our costs and
negatively affect our profit margins and, more generally, our business, financial conditions,
results of operation and prospects.

Failure to manage our inventory effectively would materially and adversely affect our
financial condition, results of operations and cash flows.

To operate our business successfully and meet our customers’ demands and expectations,
we need to manage our inventory for our products effectively to ensure immediate delivery
when required. We are also required to maintain an appropriate level of inventory of our raw
materials. Our inventory consists of raw materials, work in progress and finished goods. As our
products are highly delicate and complex medical devices, the inventories of our products are
exposed to risks associated with damages from outside environment such as accidental drop
and squeeze, and temperature fluctuations. Although we have adopted an inventory control
system to regularly check and record the relevant statistics of our inventory of products such
as storage temperature, we cannot assure you that such inventory will not be damaged or
impaired, as our storage may encounter unforeseeable events including fires, floods,
earthquakes, power outages, fuel shortages, mechanical breakdowns and other man-made or
natural calamities. As our inventories are subject to impairment if their net realizable value
falls before we sell them, a high inventory level would subject us to significant risk of
impairment if there is a significant decrease in the net realizable value of our raw materials,
work in progress, or finished goods within a short period of time. Any unexpected change in
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circumstances, such as a shift in market demand, decline in selling price, or default by or loss
of a customer, could materially and adversely affect the net realizable value of our inventories.
In addition, we may be exposed to increased inventory risks due to accumulated excess
inventory of our products or raw materials. All of our products are subject to expiry. Our
products and product candidates generally have a shelf life of three years. Excess inventory
levels may increase our inventory holding costs, risk of inventory obsolescence or write-offs,
which may negatively affect our financial positions.

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

Risks Relating to Our Intellectual Property Rights

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

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

Patents may be invalidated and patent applications may not be granted for a number of
reasons, including known or unknown prior deficiencies in the patent application or the lack
of novelty or inventiveness 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. Although we enter into non-disclosure and confidentiality agreements with our
employees, consultants, contractors and other third parties who have access to confidential or
patentable aspects of our research and development output, any of these parties may breach
such agreements and disclose such output before a patent application is filed, jeopardizing our
ability to seek patent protection. In addition, publications of discoveries in the scientific
literature often lag behind the actual discoveries. For instance, in China and other jurisdictions,
patent applications for inventions are typically not published until 18 months after filing, or in
some cases, not at all. Under the Patent Law of the PRC ( (¥ N RILAEHFL) ) (the
“Patent Law”) 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 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.
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Furthermore, the PRC adopted the “first-to-file” system through the Patent Law when it
was first issued on March 12, 1984, under which whoever first files a patent application will
be awarded the patent if all other patentability requirements are met. The U.S. has also
switched its patent system to the “first-to-file” system for patent applications filed on or after
March 16, 2013 through its Leahy-Smith America Invents Act. Under the first-to-file system,
even after reasonable investigation we may be unable to determine with certainty whether any
of our products, processes, technologies, inventions, improvement and other related matters
have infringed upon the intellectual property rights of others, because such third party may
have filed a patent application without our knowledge while we are still developing that
product, and the term of patent protection starts from the date the patent was filed, instead of
the date it was issued. Therefore, the validity of issued patents, patentability of pending patent
applications and applicability of any of them to our programs may be lower in priority than
third-party patents issued on a later date if the application for such patents was filed prior to
ours and the technologies underlying such patents are the same or substantially similar to ours.
In addition, we may be involved in claims and disputes of intellectual property infringement
in other jurisdictions (for example, in the United States). In addition, under the PRC patent law,
any organization or individual that applies for a patent in a foreign country for an invention or
utility model accomplished in China is required to report to the China National Intellectual
Property Administration (the “CNIPA”), for confidentiality examination. Otherwise, if an
application is later filed in China, the patent right will not be granted.

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

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

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

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

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

We currently hold issued trademark registrations and have trademark applications
pending, any of which may be the subject of a governmental or third-party objection, which
could prevent the registration or maintenance of the same. If we are unsuccessful in obtaining
trademark protection for our primary brands, we may be required to change our brand names,
which could materially adversely affect our business. Moreover, as our products mature, our
reliance on our trademarks to differentiate us from our competitors will increase, and as a
result, if we are unable to prevent third parties from adopting, registering or using trademarks
and trade dress that infringe, dilute or otherwise violate our trademark rights, or engaging in
conduct that constitutes unfair competition, defamation or other violation of our rights, our
business could be materially adversely affected.

Our 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. At times, competitors or other third parties
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
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may be adversely affected. 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 business, financial condition, results of operations and prospects.

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

Filing, prosecuting, maintaining and defending patents on products and product
candidates in all countries throughout the world could be prohibitively expensive for us, and
our intellectual property rights in some countries can have a different scope and strength from
those in some other countries. In addition, the laws of certain countries do not protect
intellectual property rights to the same extent as the laws of certain other countries do.
Consequently, we may not be able to prevent third parties from practicing our inventions in all
countries, or from selling or importing medical products made using our inventions in and into
certain jurisdictions. Competitors may use our technologies in jurisdictions where we have not
obtained patent protection to develop their own products and further, may export otherwise
infringing products to certain jurisdictions where we have patent protection but where
enforcement rights are not as strong as those in certain other countries. These products may
compete with our products and product candidates and our patent rights or other intellectual
property rights may not be effective or adequate to prevent them from competing.

Our success depends, in part, on our ability to protect our proprietary technologies. We
have built an intellectual property portfolio in China and other overseas jurisdictions to protect
our technologies, inventions and know-how and ensure our future success with
commercializing our products. As of the Latest Practicable Date, we owned 25 registered
patents and 15 pending patent applications in China and overseas. Please refer to the paragraph
headed “Business-Intellectual Property Rights” in this prospectus for more details. Due to the
different regulatory bodies and varying requirements in these jurisdictions, we cannot assure
you that we will be able to obtain patent protection for all or any aspects of our products in
all or any of these jurisdictions. The process of seeking patent protection can be lengthy and
expensive, and we cannot assure you that our patent applications will result in patents being
issued, or that our existing or future issued patents will be sufficient to provide us with
meaningful protection or commercial advantage. Since many of our current or potential
competitors have substantial resources and have made substantial investments in competing
technologies, we cannot assure you that they do not have, and will not obtain, patents that will
prevent, limit or interfere with our ability to make, use or sell our products in either China or
abroad. 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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We may become involved in lawsuits to protect or enforce our intellectual property, which
could be expensive, time consuming and unsuccessful. Our patent rights relating to our
products and product candidates could be found invalid or unenforceable if being
challenged in court or before the CNIPA or courts or related intellectual property agencies
in other jurisdictions.

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

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

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

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 may be unaware of
third-party patents or patent applications, and given the dynamic nature of the area in which
we operate, additional patents are likely to be issued that relate to our business. We face the
risk of claims that we have infringed on third parties’ intellectual property rights in the
countries where we operate, principally China. In addition, a number of our employees have
previously worked for one or more of our competitors. There can be no assurance that such
employees have not used, or will not use in the future, their previous employers’ proprietary
know-how or trade secrets in their work for us, which could result in litigation against us. Prior
to developing major new products, we evaluate existing intellectual property rights. However,
our competitors may also have filed for patent protection which is not as yet a matter of public
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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. Third parties may assert that we are using
technology in violation of their patent or other proprietary rights. 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;

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

. reduce the resources available for our development activities or any future sales,
marketing or distribution activities; or

. result in securities analysts or investors perceive these results to be negative, which
could have a substantial adverse effect on the market price of our Shares.

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.

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

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

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

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

In addition to our issued patent and pending patent applications, we rely on trade secrets,
including unpatented know-how, technology and other proprietary information, to maintain our
competitive position and to protect our products and product candidates. We seek to protect
these trade secrets, in part, by entering into non-disclosure and confidentiality agreements or
include such undertakings in the agreement with parties that have access to them, such as our
employees, corporate collaborators, outside scientific collaborators, sponsored researchers,
contract manufacturers, consultants, advisers and other third parties. We also enter into
employment agreements or consulting agreements with our employees and consultants that
include undertakings regarding assignment of inventions and discoveries. However, non-
disclosure agreements with employees, consultants, contractors and other parties may not
adequately prevent disclosures of our trade secrets and other proprietary information. Any of
these parties may breach such agreements and disclose our proprietary information, and we
may not be able to obtain adequate remedies for such breaches. Enforcing a claim that a party
illegally disclosed or misappropriated a trade secret can be difficult, expensive and time-
consuming, and the outcome is unpredictable. If any of our trade secrets were lawfully obtained
or independently developed by a competitor, we would have no right to prevent them from
using that technology or information to compete with us and our competitive position would
be harmed.

Furthermore, some of our employees, including our senior management, were previously
employed at other medical device companies, including our competitors or potential
competitors. Some of these employees may have executed proprietary rights, non-disclosure
and non-competition agreements in connection with such previous employment. Although we
try to ensure that our employees do not use the proprietary information or know-how of others
in their work for us, we may be subject to claims that we or these employees have used or
disclosed intellectual property, including trade secrets or other proprietary information, of any
such employee’s former employer. We are not aware of any material threatened or pending
claims related to these matters or concerning the agreements with our senior management, but
in the future litigation may be necessary to defend against such claims. If we fail in defending
any such claims, in addition to paying monetary damages, we may lose valuable intellectual
property rights or personnel. Even if we are successful in defending against such claims,
litigation could result in substantial costs and be a distraction to management.
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In addition, while we typically require our employees, consultants and contractors
involved in our research and development activities to execute agreements assigning all
intellectual property rights to us, we may be unsuccessful in enforcing such an agreement with
each party who in fact develops intellectual property that we regard as our own, which may
result in claims by or against us related to the ownership of such intellectual property. If we
fail in prosecuting or defending any such claims, in addition to paying monetary damages, we
may lose valuable intellectual property rights. Even if we are successful in prosecuting or
defending against such claims, litigation could result in substantial costs and be a distraction
to our management and scientific personnel.

RISKS RELATING TO OUR FINANCIAL POSITION AND NEED FOR ADDITIONAL
CAPITAL

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

Investment in medical device development is highly speculative because it entails
substantial upfront capital expenditures and significant risks that a product candidate may fail
to complete clinical trials, gain regulatory approval or become commercially viable. You may
lose substantially all of your investments in our Company given the nature of the biotechnology
industry. During the Track Record Period and up to the Latest Practicable date, we had only
four commercialized products and 24 product candidates at various development stage. We
generated revenue from certain commercialized products while at the meantime incurred
substantial amount of selling and distribution expenses, research and development expenses
and administrative expenses related to our products and product candidates, and as a result, we
recorded profits of RMB23.1 million in 2019, and losses of RMB44.3 million, RMB3.1 million
and RMB40.0 million in 2020 and the three months ended March 31, 2020 and 2021.

We expect that our financial performance will fluctuate from period to period due to the
development status and the regulatory approval timeline of our product candidates. We may
continue to incur net losses in the foreseeable future, and such losses may even increase as we
continue to conduct pre-clinical and clinical trials for our product candidates, seek regulatory
approvals for our product candidates, manufacture our product candidates for clinical trials and
our products for commercial sale, commercialize our approved products, attract and retain
qualified personnel, maintain, protect and expand our intellectual property portfolio, and
comply with laws, regulations and rules applicable to our biotechnology business and our
status as a public company in Hong Kong, among others. Our financial performance will
depend, in part, on the number, scope and complexity of our product development programs
and the associated costs of those programs, the cost of commercializing any approved products,
our ability to generate revenues and the timing and other payments we make or receive with
arrangements with third parties.

Typically, it takes many years to develop a new medical device from the time it is initially
designed to when it is available for commercial sales. To become and remain profitable, we
must be successful in a range of challenging activities, including completing the clinical trials
for our product candidates, obtaining regulatory approvals from the NMPA and other
competent regulatory bodies, and commercializing our approved products to achieve market
acceptance. We are unable to predict when, or whether, we will be able to achieve or maintain
profitability. In addition, we may encounter unforeseen expenses, difficulties, complications,
delays and other unknown situations, all of which may result in our failure in some or all of
our development efforts. For example, if the clinical trial results of our product candidates are
not satisfactory, we may be unable to successfully launch our product candidates as expected.
Even if we do succeed in all of the above activities, we may not be able to generate revenues
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that are significant or sufficient enough to achieve profitability. Even if we achieve
profitability in the future, we may not be able to sustain profitability in subsequent periods. Our
failure to become and remain profitable may impact investors’ perception of the potential value
of our Group and could impair our ability to maintain and enhance our research and
development efforts, continue our operations, raise capital or expand our business. You may
lose all or part of your investment due to any decline in the value of our Group.

A substantial amount of our revenue during the Track Record Period was derived from the
sales of one product, AcoArt Orchid® & Dhalia™. If we are unable to maintain the sales
volumes, pricing levels or profit margins of the product, our business, financial condition
and results of operations may be materially and adversely affected.

During the Track Record Period, a substantial amount of our revenue was derived from
the sales of one product, AcoArt Orchid® & Dhalia™, which we commercialized in Europe in
2014 and in China in 2016. Sales of AcoArt Orchid® & Dhalia™ accounted for over 80% of
our total sales during the Track Record Period. Although we launched another Core Product,
AcoArt Tulip™ & Litos™, in China in January 2021, and expect to generate a substantial
amount of revenue from AcoArt Tulip™ & Litos™ going forward, we cannot assure you that
the sales of the product will grow as anticipated. Therefore, the sales of AcoArt Orchid® &
Dhalia™ may continue to account for a significant portion of our total sales in the near future.
However, we cannot assure you that demand for AcoArt Orchid® & Dhalia™ will continue to
grow as anticipated. There is also no assurance that we will be able to maintain our sales and
profit margin for AcoArt Orchid® & Dhalia™, which may be adversely affected by many
factors outside of our control, including downward pricing pressure caused by changes in
market competition, expiration of patent protection, introduction of substitute products
marketed by our competitors, disruptions in manufacturing or sales, issues with respect to
product quality or severe adverse events incurred after the procedure, coverage of medical
insurance and disputes over intellectual property or other matters with third parties. If we are
unable to maintain the sales volumes, pricing levels or profit margins of AcoArt Orchid® &
Dhalia™, our business, financial condition and results of operations may be materially and
adversely affected. Moreover, there is no guarantee that we may be able to develop or acquire
new products that would diversify our product portfolio and reduce our dependence on AcoArt
Orchid® & Dhalia™, or to do so in a timely or competitive manner.

Our five largest customers contributed a substantial amount of our revenue during the Track
Record Period. If our relationship with any of them deteriorates, or if any of them decides
to cease or reduce its purchases from us for any other reason, our business and financial
position may be materially and adversely affected.

For 2019, 2020 and the three months ended March 31, 2021, the aggregate sales to our
five largest customers were RMB74.5 million, RMB161.6 million and RMB48.4 million,
representing 59.6%, 83.3% and 90.7% of our revenue, respectively. Sales to our largest
customer for the same periods were RMB36.6 million, RMB144.8 million and RMB44.3
million, representing 29.3%, 74.7% and 83.1% of our revenue, respectively. Most of our major
customers during the Track Record Period were our platform distributors and some of our
platform distributors were controlled by the same parent company. For example, in 2020, our
largest and second largest customers, both our platform distributors, were ultimately controlled
by the same parent company, Sinopharm Group Co. Ltd. (BZEFERERA BRA A
(“Sinopharm Group”), and our sales to these two customers, on a combined basis, amounted
to RMB144.8 million in 2020, representing 74.7% of our total sales in 2020. If any of our
major customers ceases to purchase from us or substantially reduces its order size in the future,
whether due to the deterioration of our relationship, or due to any other reason unrelated to
ourselves, we may not be able to identify other qualified platform distributors within a short
period of time, or at all, and we may not be able to maintain our business relationship with the
sub-distributors under such platform distributors. As a result, our business and financial
performance may be materially and adversely affected.
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We had net current liabilities and net liabilities during the Track Record Period, which
expose us to liquidity risk, and such positions may continue or recur after the Listing.

We had net current liabilities of RMB185.9 million, RMB120.1 million and RMB101.4
million as at December 31, 2020, March 31, 2021 and June 30, 2021, respectively, and net
liabilities of RMB281.0 million and RMB318.5 million as at December 31, 2020 and March 31,
2021. Our net current liabilities and net liabilities positions were primarily attributable to the
declaration of a special dividend amounting to US$50.0 million to one of our Controlling
Shareholders in December 2020 and the payment of the dividend in January 2021. For more
details of the special dividend, please refer to the paragraph headed “Financial Information —
Dividend” in this prospectus. Our net current liabilities expose us to liquidity risk, and such
positions may continue or recur after the Listing. Our future liquidity, the payment of trade and
other payables, our capital expenditure plans and the repayment of our outstanding debt
obligations as and when they become due will primarily depend on our ability to maintain
adequate cash generated from operating activities and adequate external financing. We may
have net current liabilities and negative equity in the future, which may limit our working
capital for the purpose of operations or capital for our expansion plans and materially and
adversely affect our business, financial condition and results of operations. For more details of
our net current liabilities position, please refer to the paragraph headed “Financial Information
— Discussion of Certain Selected Items from the Consolidated Statement of Financial
Position” in this prospectus.

We had net cash outflows from our operating activities in 2020. If we continue to have
negative operating cash flows in the future, our liquidity and financial condition may be
materially and adversely affected.

We had a net cash inflow from operating activities in an amount of RMB19.9 million and
RMB6.0 million in 2019 and the three months ended March 31, 2021, but had a net cash
outflow from operating activities in an amount of RMBS&.8 million in 2020. Our net cash
outflow from operating activities in 2020 was primarily attributable to our loss before tax of
RMB31.4 million, which was in turn primarily because we incurred significant research and
development expenses and administrative expenses as a result of our business expansion and
the development of our various pipeline products in 2020. But after making adjustments for
non-cash items such as the costs and expenses incurred in the form of share-based payments
(which amounted to RMB52.0 million in total in 2020), we had a cash inflow from operating
activities before movements in working capital in an amount of RMB30.6 million. Therefore,
the direct reason for our net cash outflow from operating activities in 2020 was the downward
adjustments made in relation to the changes in our working capital, which primarily included
an increase in trade and bill receivables of RMB26.2 million and a decrease in refund liabilities
of RMB22.9 million, each of which was in turn primarily because we changed the terms of our
contracts with certain platform distributors in 2020. Please refer to the paragraphs headed
“Financial Information — Discussion of Certain Selected Items From the Consolidated
Statements of Financial Position” and Notes 21 and 26 of Appendix I to this prospectus for
more information about our trade and bill receivables and refund liabilities.

The change in the terms of our contracts with certain platform distributors in 2020
resulted in a sudden and significant increase in our trade and bill receivables and decrease in
our refund liabilities, which contributed to the temporary net cash outflow from operating
activities in 2020, but we believe that such one-off change would not have a material impact
on our long term financial performance, and as our business continues to develop and expand,
we expect to generate more net cash inflow from our operating activities. For the three months
ended March 31, 2021, we had net cash inflow from operating activities amounting to RMB6.0
million.
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Our existing capital resources may not be sufficient to fund our operations in the future, and
if we are unable to obtain additional financings, we may be unable to complete the
development of our product candidates and the commercialization of our approved products.

Our product candidates will require completion of clinical development, regulatory
review and significant marketing efforts which require substantial investment before we can
commercialize the approved products and generate revenue. Our approved products will also
require substantial marketing and promotion efforts to increase the sales revenue. Since our
inception, we have invested a significant portion of our financial resources in the development
and commercialization of our products and product candidates. We recorded net cash inflows
from our operating activities during the Track Record Period, primarily attributable to the
profits generated the sales of a limited number of commercialized products. Whether we can
continue to generate profit from our operating activities largely depends on the successful
commercialization of our product candidates and sales revenue of our approved products. We
cannot assure you that we will continue to generate positive cash flows in the future. If we have
negative operating cash flows in the future, our liquidity and financial condition may be
materially and adversely affected.

We expect to continue to spend substantial amounts of capital on conducting research and
development activities, advancing the clinical development of our product candidates and
commercializing our approved products. However, our existing capital resources may not be
sufficient for us to complete all of our planned development and commercialization of our
current product candidates for the anticipated indications, to initiate and conduct additional
product development programs and to further promote and market our approved products.
Accordingly, we will need further funding through public or private offerings, debt financing,
governmental subsidies, collaboration and licensing arrangements and/or other sources.

We cannot assure you that we will have sufficient financing from other sources to fund
our operations. Even if we resort to other financing activities, we may not able to obtain the
financing on terms acceptable to us, or at all, including financing costs and other commercial
terms. If we are unable to raise capital when needed or on acceptable terms, we would be
forced to delay, reduce or eliminate our research and development programs or future
commercialization efforts, which may materially and adversely affect our continued business
operations.

We are subject to credit risk in collecting trade receivables from our customers and recover
prepayments, deposits and other receivables.

Our cash flow and profitability would be affected by the timely settlement of payments
by our customers. During the Track Record Period, our customers were primarily distributors.
As of December 31, 2019 and 2020 and March 31, 2021, we recorded trade and bill receivables
of RMB4.4 million, RMB29.5 million and RMB23.9 million, respectively. We provide credit
term for approximately two months to our distributors based on their credit profile and credit
history. Although we did not experience any material credit risk for trade receivables during
the Track Record Period, however, if our distributors’ cash flows, working capital, financial
condition or results of operations deteriorate or they experience delays in payments from the
hospitals, they may be unable, or they may otherwise be unwilling, to make payments owed to
us promptly or at all. Any substantial defaults or delays could materially and adversely affect
our cash flows, and we could be required to terminate our relationships with distributors in a
manner that will impair the effective distribution of our products. Therefore, we may be
exposed to credit risk in relation to our customers.
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In addition, there are uncertainties about the recoverability of our prepayments, deposits
and other receivables which primarily included prepayment for selling and distribution
expenses and advances to suppliers. As of December 31, 2019, 2020 and March 31, 2021, we
recorded prepayments, deposits and other receivables of RMB4.4 million, RMB9.6 million and
RMB13.2 million, respectively. However, there is no guarantee that the suppliers and service
providers will perform their obligations in a timely manner and we are subject to credit risk in
relation to prepayments, deposits and other receivables. We conduct assessments on the
recoverability of prepayments, deposits and other receivables based on, among others, our
historical settlement records, our relationship with relevant counterparties, payment terms,
current economic trends and to a certain extent, the larger economic and regulatory
environment, which involve the use of various judgments, assumptions and estimates by our
management. However, there is no assurance that our expectations or estimates will be entirely
accurate for the future, as we are not in control of all the underlying factors affecting such
prepayments, deposits and other receivables. Therefore, if we are not able to recover the
prepayments, deposits and other receivables as scheduled, our financial position and results of
operations may be adversely affected.

Future tax payments or the discontinuation of any of the preferential tax treatments
currently available to use could reduce our profitability.

For 2019, 2020 and the three months ended March 31, 2021, we recorded income tax
expenses of RMB3.6 million, RMB12.8 million and RMB1.9 million, respectively. We enjoyed
certain preferential tax treatment during the Track Record Period. For example, our major
operating entity, Beijing Acotec, was qualified as a “High and New Technology Enterprise”
under the relevant PRC laws and regulations and entitled to a preferential income tax rate of
15% on its estimated assessable profits. Beijing Acotec was also accredited as a “Social
Welfare Entity” pursuant to relevant laws and regulations promulgated by the State Council of
the PRC. As a result, an amount equivalent to the total salaries paid to staff with physical
disability may be further deducted from Beijing Acotec’s taxable income. We cannot assure you
that we will continue to received such preferential tax treatment at historical levels, or at all.
In the event that any of the preferential tax treatment currently enjoyed by us is reduced,
discontinued or withdrawn by the government authorities, our results of operations and growth
prospects may be materially and adversely affected.

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

As at March 31, 2021, we had intangible assets of RMB2.2 million and goodwill of
RMB1.2 million. Our determination on whether intangible assets are impaired requires an
estimation on recoverable amount of the intangible assets, which is based on a number of
assumptions made by our management. If any of these assumptions does not materialize, or if
the performance of our business is not consistent with such assumptions, the carrying amount
of the intangible assets may exceed its recoverable amount, our intangible assets may be
impaired. Furthermore, our determination on whether goodwill is impaired requires an
estimation of the value in use of the cash-generating units to which the goodwill is allocated,
which depends on the expected future cash flows from the cash-generating units. If we
determine the expected future cash flow to decrease, our goodwill may be impaired. Any
significant impairment of intangible assets and goodwill could have a material adverse effect
on our business, financial condition and results of operations.

For more information regarding our impairment policy in relation to intangible assets,
please refer to Note 4 headed “Significant Accounting Policies — Impairment on property,
plant and equipment, right-of-use assets, and intangible assets other than goodwill”, and Note
17 headed “Intangible Assets” of the Accountants’ Report set out in Appendix I to this
prospectus.

—72 —



RISK FACTORS

We have historically received government grants pursuant to local preferential treatment
policies and we may not receive such grants or subsidies in the future.

We have historically received government grants consisting of tax rebates granted to our
Tianjin subsidiary pursuant to local preferential treatment policies. During the Track Record
Period, we recognized government grants as other income of RMB2.9 million, RMB4.6
million, RMB41,000 and RMB2.3 million for 2019, 2020 and the three months ended March
31, 2020 and 2021, respectively. For further details of our government grants, see “Financial
Information — Description of Selected Components of Statements of Profit or Loss and Other
Comprehensive Income Items — Other Gains and Losses, Net.” Our eligibility for government
grants depends on a variety of factors and 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.

Fair value changes in our financial instruments and related valuation uncertainty had
materially affected, and may continue to materially affect, our financial condition and
results of operations.

Our financial instruments included, among others, preferred shares during the Track
Record Period. The financial instruments were not traded in an active market and the respective
fair value is determined by using valuation techniques. The discounted cash flow method was
used to determine the total equity value of our Company and the equity allocation model was
adopted to determine the fair value of the financial instruments. Key valuation assumptions
used to determine the fair value of the preferred shares included discount rate, risk-free interest
rate, volatility and the possibility to achieve a qualified initial public offering. For details,
please refer to the paragraphs headed “Financial Information — Description of Selected
Components of Statements of Profit or Loss and Other Comprehensive Income Items — Other
Gains and Losses, Net” and Note 8 and 39 of the Accountant’s Report set out in Appendix I
to this prospectus. Any change in the assumptions may lead to different valuation results and,
in turn, changes in the fair value of these financial instruments. Further, our preferred shares
will be automatically converted to Shares upon the closing of the Global Offering. To the extent
we need to revalue the preferred shares prior to the closing of the Global Offering, any change
in fair value of these preferred shares and related valuation uncertainty could materially affect
our financial position and performance. As at December 31, 2020 and March 31, 2021, we
recorded financial liabilities at fair value through profit or loss of RMB133.8 million and
RMB239.9 million, respectively, which primarily represent the carrying amount of our
preferred shares. We also recorded fair value gains on preferred shares of RMBO0.4 million in
2020 and fair value losses on preferred shares of RMB2.6 million for the three months ended
March 31, 2021, respectively. The preferred shares were initially recognized at fair value, and
the decreases in the fair value of such financial instruments were recognized as fair value gain
on our consolidated income statement. The fair value gain of financial instruments is a
non-cash item that will not recur in financial years after the closing of the Global Offering. We
cannot assure you that there will be no significant changes on the fair value of the preferred
shares from March 31, 2021 to the Listing Date. After the automatic conversion of all preferred
shares into Shares upon the closing of the Global Offering, we do not expect to recognize any
further gains or losses on fair value changes from these preferred shares in the future.
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Net changes in fair value of financial assets are linked to market and therefore subject to
uncertainties of accounting estimates in the fair value measurement and the use of
significant unobservable inputs in the valuation techniques.

We recorded fair value gains on financial assets at fair value through profit or loss, net,
of approximately RMBO0.3 million, RMBO0.6 million, RMB90,000 and RMB19,000 for 2019,
2020 and the three months ended March 31, 2020 and 2021, respectively. For details, please
refer to the paragraphs headed “Financial Information — Description of Selected Components
of Statements of Profit or Loss and Other Comprehensive Income Items — Other Gains and
Losses, Net.” Among our financial assets, our key management insurance contract are
measured at fair value with significant unobservable inputs used in the valuation techniques
and the changes in their fair value are recorded in the consolidated profit or loss, therefore
directly affecting our results of operations. There is no assurance that we will not incur any fair
value losses in the future. If we incur significant fair value losses on the financial assets, our
results of operations, financial condition and prospects may be adversely affected.

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

We had fair value gains on financial assets at fair value through profit or loss of RMBO0.3
million, RMBO0.6 million, RMB90,000 and RMB19,000 for 2019, 2020 and the three months
ended March 31, 2020 and 2021, respectively, which were mainly related to interests accrued
from the wealth management products we purchased from banks. Pursuant to the Guidance on
Regulating Financial Institution’s Asset Management Business (€ [F i #3040 fl A i & s 8 2
FEHMFEEE L) ) promulgated by the People’s Bank of China, the China Banking and
Insurance Regulatory Commission, the China Security Regulatory Commission and the State
Administration of Foreign Exchange on April 27, 2019, financial institutions selling wealth
management products shall not guarantee the returns of principal and interest of such products.
As a result, the returns of our investments on the wealth management products were not
guaranteed, and therefore were measured at fair value through profit or loss. We are exposed
to credit risks in relation to these financial assets, which may adversely affect their fair value.
Net changes in their fair value are recorded as our other income or losses, and therefore directly
affect our results of operations. We may continue to invest in wealth management products in
the future when we believe that we have surplus cash on-hand and the potential investment
returns are attractive. However, there can be no assurance that our internal management and
investment strategy will be effective and adequate with respect to our purchased wealth
management products. We cannot guarantee that we will not experience losses with respect to
such investments in the future or that such losses or other potentially negative consequences
due to such investments will not have material adverse effects on our business, results of
operations and prospects.

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

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

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

We have adopted a restricted share unit scheme on January 8, 2021, the principal terms
of which are summarized in the paragraph headed “D. Share Incentive Scheme” in Appendix
IV to this prospectus. For 2019, 2020 and the three months ended March 31, 2021, we incurred
share-based payments of nil, RMB52.0 million, and RMB33.4 million, respectively. To further
incentivize our employees (including directors) and non-employees to contribute to us, we may
grant additional share-based compensation in the future. Issuance of additional Shares with
respect to such share-based payment may dilute the shareholding percentage of our existing
Shareholders. Expenses incurred with respect to such share-based payment may also increase
our operating expenses and therefore have a material and adverse effect on our financial
performance.

RISKS RELATING TO OUR OPERATIONS

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

Beginning in early 2020, there was an outbreak of a novel strain of coronavirus, later
named COVID-19. In March 2020, the World Health Organization declared COVID-19 to be
a pandemic. As part of its intensified efforts to contain the spread of COVID-19, governments
across the world took a number of actions, including imposing lockdown policies which restrict
citizens to travel outside, quarantining and otherwise treating individuals who are infected with
COVID-19, asking residents to remain at home and to avoid public gatherings and encouraging
work-from-home arrangements, among other actions. COVID-19 has resulted in temporary
closures of many corporate offices, retail stores, and manufacturing facilities and factories
across China.

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 both in China and globally, which in turn will
have a negative impact on the global economy. Our business operation has also been, and may
continue to be, negatively affected by the outbreak. For example, many hospitals in China
allocated significant resources to contain COVID-19, and patients suffering from other
diseases generally avoided going to hospitals in order to prevent being infected. As a result,
many vascular interventional procedures were delayed or cancelled, and the demand for our
PTA balloon products and DCB products applied in vascular interventional procedures
decreased. Moreover, the development progress of our product candidates were delayed due to
the prolonged process of patient enrollment for our ongoing clinical trials, and the slow-down
of the responses from the relevant governmental authorities reviewing our clinical trial
applications, among other reasons. Please refer to the paragraph headed “Summary — Recent
Developments and No Material Adverse Change” for a more detailed discussion of the relevant
impact on us.

While many of the restrictions on movements within China have been relaxed, there is
great uncertainty around the future of the COVID-19 outbreak and how it will impact our
operations. In particular, we cannot accurately forecast the potential impact of additional
outbreaks as government restrictions are relaxed, further shelter-in-place or other government
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restrictions implemented in response to such outbreaks, or the impact on the ability of our
suppliers and other business partners to remain in business as a result of the ongoing pandemic
or such additional outbreaks. With the uncertainties surrounding the COVID-19 outbreak until
a cure or vaccine has been discovered, the threat to our business disruption and the related
financial impact remains.

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

We are highly dependent on Ms. Jing Li, our Chief Executive Officer, Dr. Ulrich Speck,
our Chief Technology Officer, Mr. Silvio Schaffner, our Chief Operating Officer, Dr. Dierk
Scheinert, our Chief Medical Officer and other management members to help us successfully
implement our business strategies. We do not maintain key person insurance for our
management members. If any of them leaves us for any reason including starting their own
business that competes with our business, our business, results of operations and prospects may
be materially and adversely affected.

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

Furthermore, replacing executive officers, key employees and consultants may be
difficult and may take an extended period of time because of the limited number of individuals
in our industry with the breadth of skills and experience required to successfully develop, gain
regulatory approval of and commercialize products. Competition to hire from this limited pool
is intense, and we may face difficulties for hiring and retaining talents and highly skilled
personnel from time to time as our competitors may offer more attractive salary package,
higher positions and better training opportunities to such talents. As a result, we may be unable
to hire, train, retain or motivate these key personnel or consultants on acceptable terms given
the competition among numerous medical device companies for similar personnel. We also
experience competition for the hiring of research and development and clinical personnel from
universities, research institutions, government entities and other organizations. As a result, we
may incur additional expenses and devote significant time to recruit and train new personnel,
which could severely disrupt our business and growth. For example, our internal training for
manufacturing personnel can last for at least two months depending on the position and the
experience of the particular recruit, in which case there can be a lag between the time we
initiate recruiting for such personnel and their commencement of work. This lag could
potentially interfere with our progress for research and development of our product candidates.
In addition, our consultants and advisers may be engaged by our competitors and may have
commitments under consulting or advisory contracts with other entities that may limit their
availability to us. If we are unable to continue to attract and retain high quality personnel, our
ability to pursue our growth strategy will be limited.
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We have a limited operating history, which may make it difficult to evaluate our current
business and predict our future performance.

We have a limited operating history compared to some of our competitors. Our operations
to date have focused on business planning, raising capital, establishing our intellectual property
portfolio and conducting preclinical studies and clinical trials of our pipeline products and the
commercialization of our products. As of the Latest Practicable Date, we only had four
commercialized products, among which AcoArt Orchid® & Dhalia™, one of our Core
Products, contributed to substantially all our revenue during the Track Record Period and up
to date. Other than the four products, a majority of our pipeline products are still at various
development stages, and we have not yet demonstrated ability to successfully obtain regulatory
approvals for any such pipeline products.

As a result of our limited operating history, and particularly in light of the rapidly
evolving nature of our industry, it may make it difficult to evaluate our current business and
reliably predict our future performance. Our historical results may not provide a meaningful
basis for evaluating our business, financial condition, results of operation and future prospects,
and we may encounter unforeseen expenses, difficulties, complications, delays and other
known and unknown factors, and may not be able to achieve promising results in future
periods. If we cannot address these risks and overcome these difficulties successfully, our
business and prospects will suffer.

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

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

We face substantial competition and rapid market changes, and our competitors may
discover, develop or commercialize competing products before or more successfully than we
do, or respond and adapt to the market changes more quickly and effectively.

The development and commercialization of new medical devices is highly competitive.
We face competition from other major companies focusing on the development of vascular
interventional medical devices worldwide. A number of companies in the global and China
markets currently market and sell DCB products and other vascular interventional medical
devices, or are pursuing the development of such products for the treatment of vascular
diseases for which we are commercializing our products or developing our product candidates.
Potential competitors also include government agencies, academic institutions and other public
and private research organizations that conduct research, seek patent protection and establish
collaborative arrangements for research, development, manufacturing and commercialization.
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Our business opportunities could be reduced or eliminated if our competitors develop and
commercialize products that are more effective, have fewer severe adverse events, are less
expensive or are more convenient than any products that we commercialize or are developing.
Our competitors in the global market may also apply for marketing approvals in China or other
countries for medical device products with the same intended use as our products and product
candidates. The capacity of the relevant authorities, such as the NMPA, to concurrently review
multiple marketing applications for the same type of innovative medical device may be limited,
therefore such authorities’ schedule to review our product candidates may be delayed when our
product candidates are under the authorities’ concurrent review with our competitors’ products,
and the registration process of our product may be prolonged. Moreover, our competitors may
obtain approvals from the NMPA, the FDA or other comparable regulatory authorities more
rapidly than we do. For example, the local government of Hainan province has recently issued
a policy on the management of imported medical devices that are urgently needed in clinical
practice. According to the new policy, medical devices from international brands qualified for
certain criteria may enjoy an expedited review and approval procedure in Hainan province.
Such policies may allow our competitors to establish a strong market position before we are
able to enter the market.

Mergers and acquisitions in the medical device industries may result in even more
resources being concentrated among a small number of our competitors. Smaller and other
early-stage companies may also prove to be significant competitors, particularly through
collaborative arrangements with large and established companies. These third parties compete
with us in recruiting and retaining qualified scientific, management and marketing personnel,
establishing clinical trial sites and patient registration for clinical trials, as well as acquiring
technologies complementary to, or necessary for, our programs. Our inability to compete
effectively could reduce our revenues and current market share, impair our ability to achieve
our targeted market share in future periods, cause a decline in our growth rates, and harm our
leading position in the vascular interventional medical device market in China, and our
business, financial condition, results of operation and return on capital expenditures may be
materially and adversely affected.

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

The medical device industry in China is rapidly evolving due to economic growth in
China, changes in government policies and funding levels and other factors discussed in this
prospectus. We invest in research and development activities, build a robust distributor
network and our own marketing and sales workforce, establish relationships with hospitals and
physicians, as well as adjust our prices from time to time depending on market conditions.

Many of our competitors have significantly greater financial resources and expertise and
experience in research and development, preclinical testing, conducting clinical trials,
obtaining regulatory approvals, manufacturing and marketing than we do, and are more capable
than us to respond and adapt to the market changes in a timely and effective manner. Our
inability to adequately respond to market changes could have a material adverse effect on our
market position, and our reputation may be materially and adversely affected which could
adversely affect our relationships with physicians and hospital administrators and our
long-term ability to effectively market and sell our products or conduct clinical trials for our
new products. In this regard, our business, financial condition and results of operation may be
materially and adversely affected.

We may be unable to develop and commercialize our product candidates as anticipated if the
third parties with which we contract for clinical trials do not successfully carry out their

contractual duties or meet expected deadlines.

We rely on third parties, including clinical trial institutions, public hospitals, CROs and
SMOs, to assist us in designing, implementing and monitoring our clinical trials. In order to
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ensure the quality of our clinical trials, we selectively choose these third parties, taking into
consideration their work methodology and experience, among other factors. We rely on these
parties for execution of our pre-clinical studies and clinical trials, and do not control all aspects
of their activities. If any of these parties terminates its agreements with us, we may not be able
to enter into arrangements with alternative third parties that meet our standards, or on
commercially reasonable terms, or at all, and the development of the product candidates
covered by those agreements could be substantially delayed. In addition, we are responsible for
ensuring that each of our studies is conducted in accordance with the applicable protocols,
legal and regulatory requirements and scientific standards, and our reliance on these third
parties does not relieve us from our regulatory responsibilities. However, these third parties
may not successfully carry out their contractual obligations, meet expected deadlines or follow
clinical and manufacturing guidelines and protocols. Moreover, if any of these parties fail to
perform their obligations under our agreements with them in the manner specified in those
agreements, the NMPA and/or other comparable regulatory authorities may not accept the data
generated by those studies or may require us to perform additional clinical trials before
approving our marketing applications, which would increase the cost of and the development
time for the relevant product candidate. If any of the pre-clinical studies or clinical trials of our
product candidates is affected by any of the above-mentioned reasons, we will be unable to
meet our anticipated development or commercialization timelines, which would have a
material adverse effect on our business and prospects.

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

We may from time to time establish or seek strategic alliances, form joint ventures or
collaborations, or enter into licensing arrangements with third parties that we believe will
complement or augment our development and commercialization efforts with respect to our
product candidates and any future product candidates that we may develop. For example, we
have cooperated with InnoRa GmbH for a decade for the research and development of certain
drug-coating technologies. Our Core Products and some other DCB product candidates utilized
such technologies as licensed by InnoRa GmbH to us. For more details, please refer to the
paragraph headed “Business — Research and Development — Collaboration with InnoRa
GmbH” in this prospectus. If InnoRa GmbH terminates its research and development
cooperation with us, we may fail to obtain the rights to use the relevant technologies we are
jointly developing with InnoRa GmbH. Furthermore, if InnoRa GmbH terminates the license
of using the relevant technologies they granted us, we might lose the relevant IP protection, and
if it in turn grants exclusive licenses in relation to the underlying technologies to other third
parties, or otherwise forbids us from using the underlying technologies, we might no longer be
able to legally commercialize our DCB products, including our Core Products, that utilized the
same underlying technologies in the relevant jurisdictions. If any of the aforesaid happens, our
business, financial condition and results of operation may be materially and adversely affected.

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

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

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

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

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

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

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

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

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

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

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

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

To enhance our growth, we may acquire businesses, products, technologies or know-how
or enter into strategic partnerships that we believe would benefit us in terms of product
development, technology advancement or distribution network, among others.

Any completed, in-process or potential acquisition or strategic partnership may entail
numerous risks, including:

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

. the assumption of additional indebtedness or contingents;
. the issuance of our equity securities;

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

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

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

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

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

. deficiencies in internal controls, data adequacy and integrity, product quality and
regulatory compliance, and product liabilities in the acquired business we discover
after such acquisition, which may subject us 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 reputation, business, financial
condition and results of operation. In addition, if we undertake acquisitions, we may issue
dilutive securities, assume or incur debt obligations, incur large one-time expenses and acquire
intangible assets that could result in significant future amortization expense.
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If we fail to maintain effective internal controls, we may not be able to accurately report our
financial results or prevent fraud, and our business, financial condition, results of operation
and reputation could be materially and adversely affected.

We will become a public company upon completion of the Global Offering, and our
internal controls will be essential to the integrity of our business and financial results. Our
public reporting obligations are expected to place a strain on our management, operational and
financial resources and systems in the foreseeable future. In order to address our internal
controls issues and to generally enhance our internal controls and compliance environment, we
have taken various measures to improve our internal controls and procedures including
establishing a compliance program, adopting new policies, and providing extensive and
ongoing training on our controls, procedures and policies to our employees. In addition, in
preparation for the Global Offering, we have implemented other measures to further enhance
our internal controls, and plan to take steps to further improve our internal controls. If we
encounter difficulties in improving our internal controls and management information systems,
we may incur additional costs and management time in meeting our improvement goals. We
cannot assure you that the measures taken to improve our internal controls will be effective.
If we fail to maintain effective internal controls in the future, our business, financial condition,
results of operation and reputation may be materially and adversely affected.

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

We may from time to time become subject to various litigation, legal or contractual
disputes, investigations or administrative proceedings arising in the ordinary course of our
business, including but not limited to various disputes with or claims from our suppliers,
customers, licensors, contractors, business partners and other third parties that we engage for
our business operations. As of the Latest Practicable Date, we had one ongoing legal
proceeding with Xiyuan Hospital. Our maximum exposure in relation to this proceeding was
approximately RMB1.62 million. We made a provision in an amount of approximately RMB1.5
million as of December 31, 2019 and 2020 and March 31, 2021 regarding the contingent
liabilities in connection with such legal proceeding. For details, please refer to the paragraphs
headed “Business — Legal Proceedings and Regulatory Compliance — Legal proceedings in
relation to a clinical trial subject” in this prospectus. On-going or threatened litigation, legal
or contractual disputes, investigations or administrative proceedings may divert our
management’s attention and consume their time and our other resources. In addition, any
similar claims, disputes or legal proceedings involving us or our employees may result in
damages or liabilities, as well as legal and other costs and may cause a distraction to our
management. Furthermore, any litigation, legal or contractual disputes, investigations or
administrative proceedings which are initially not of material importance may escalate and
become important to us, due to a variety of factors, such as the facts and circumstances of the
cases, the likelihood of loss, the monetary amount at stake and the parties involved. If any
verdict or award is rendered against us or if we settle with any third parties, we could be
required to pay significant monetary damages, assume other liabilities and even to suspend or
terminate the related business projects. In addition, negative publicity arising from litigation,
legal or contractual disputes, investigations or administrative proceedings may damage our
reputation and adversely affect the image of our brands and products. Consequently, our
business, financial condition and results of operations may be materially and adversely
affected.
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We could be subject to criminal sanctions or civil and administrative penalties if we violate
any applicable anti-kickback, false claims laws, physician payment transparency laws, fraud
and abuse laws or similar healthcare and security laws and regulations in China and other
Jurisdictions.

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

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

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

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

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

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

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

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

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

We are subject to numerous environmental, health and safety laws and regulations,
including those governing laboratory procedures and the handling, use, storage, treatment and
disposal of hazardous materials and wastes. Our operations involve the use of hazardous and
flammable chemical materials and special equipment. Our operations also produce hazardous
waste. We have entered into hazardous waste disposal agreements with third parties for the
disposal of these materials and wastes. We cannot eliminate the risk of contamination or injury
from these materials. In the event of contamination or injury resulting from our use of
hazardous materials, we could be held liable for any resulting damages, and any liability could
exceed our resources. We could also incur significant costs associated with civil or criminal
fines and penalties.
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Although we maintain insurance policies that cover losses arising from accidents and
natural calamities in respect of our clinical trials, this insurance may not provide adequate
coverage against potential liabilities resulting from the use of or exposure to hazardous
materials. We do not maintain insurance for environmental liability or toxic tort claims that
may be asserted against us in connection with our storage, use or disposal of biological or
hazardous materials.

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

Our internal computer systems may fail or suffer security breaches.

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

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

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

If parties on whom we rely fail to maintain the necessary licenses for the development,
production, sales and distribution of our products, our business operations and profitability
could be materially impaired.

We and/or other parties related to our operations, such as landlords or managers of
premises on or local science parks in which we operate, are required to obtain and maintain
various approvals, licenses, permits and certificates (e.g. drainage permits) to operate our
business. Some of these approvals, permits, licenses and certificates are subject to periodic
renewal and/or reassessment by the relevant governmental authorities, and the standards of
such renewal and/or reassessment may change from time to time. Any failure to obtain or
renew such approvals, licenses, permits and certificates necessary for our operations may result
in enforcement actions thereunder, including orders issued by the regulatory authorities
causing our operations to cease. In the event that such enforcement action is taken, we may be
required to take corrective measures or remedial actions incurring additional capital
expenditure, and our business operations could be materially and adversely disrupted.

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

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

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

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

Although we maintain insurance policies that cover losses arising from accidents and
natural disasters in respect of our clinical trials, machinery, equipment, inventories and other
fixed assets in our research and manufacturing facilities, our insurance might not cover all
losses under such circumstances and our business may be seriously harmed by such delays and
interruption.

We have limited insurance coverage to adequately cover all the risks and hazards associated
with our operations.

We operate in the medical device industry, which involves numerous operating risks and
occupational hazards. As of the Latest Practicable Date, we maintain insurance policies that
cover losses arising from accidents and natural calamities in respect of our clinical trials.
Although we maintain product liability insurance policies in most of the foreign countries
where we sell our products, we do not maintain product liability insurance policies in the PRC.
For more details of our insurance policies, please refer to the paragraph headed “Business —
Insurance” in this prospectus. We cannot assure you that the existing insurance coverage is
sufficient to compensate for actual losses suffered or incurred. To the extent that such losses
or payments are not insured or the insured amount is not adequate, we may be required to pay
substantial damages or compensation, and our business, results of operations and financial
condition may be materially and adversely affected. For the specific risks of inadequate
insurance coverage in the event of product liability claims, please refer to the paragraph headed
“We may be exposed to potential product liability claims and product recalls, and our insurance
coverage may be inadequate to protect us from all the liabilities we may incur” in this section.

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

Our reputation and customer perception of our brand are critical to our business.
Maintaining and enhancing our reputation and recognition depend primarily on the quality and
consistency of our products, as well as continued promotion efforts. Our promotion efforts may
be expensive and ineffective. In addition, our reputation and customer perception of our
Company could suffer in events that:

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

. our products are defective or malfunction;

— 87 —



RISK FACTORS

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

. we provide poor or ineffective customer service; or
. we are subject to product liability claims.

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

Failure to make adequate statutory social welfare contribution for our employees may
subject us to penalties.

Pursuant to the PRC laws and regulations, we are required to participate in the employee
social welfare plan administered by local governments. Such plan consists of pension
insurance, medical insurance, work-related injury insurance, maternity insurance,
unemployment insurance and housing provident fund. The amount we are required to
contribute for each of our employees under such plan should be calculated based on the
employee’s actual salary level of previous year, and be subject to a minimum and maximum
level as from time to time prescribed by local authorities. We have in the past failed to make
full contribution to the housing provident fund for certain employees. Although these
employees had voluntarily waived their rights to receive our payment of housing provident
fund contributions and as of the Latest Practicable Date, no competent government authorities
had imposed administrative action, fine or penalty to us, we cannot assure your that no fine or
penalty will be imposed on us in this regard in the future. In addition, pursuant to the PRC laws
and regulations, payment of social insurance and housing provident fund should be based on
employment relationship between the employer and the employee as evidenced by labor
contract. We have engaged third-party human resource agencies and made contributions to
social insurance and housing provident funds for some of our employees through such
agencies. We may be subject to penalties if such agencies failed to pay social insurance and
housing provident funds in full. Furthermore, we may hire foreign employees in China from
time to time due to our business needs. Pursuant to applicable PRC laws and regulations,
foreigners who work in China shall obtain a work permit and a residence permit, and if we hire
someone without such permits, we may be subject to penalties. Meanwhile, we are required to
pay social insurance in China for foreign employees in full based on their actual salary level,
otherwise we may be required by competent authorities to pay the outstanding amount, and
could be subject to late payment penalties or enforcement by the court.

On July 20, 2018, the General Office of the Communist Party of China and the General
Office of the State Council of the PRC issued the Reform Plan of the State Tax and Local Tax
Collection Administration System ( (EIFLHLBIEE R E M ETTE) ) (the “Reform Plan”).
Pursuant to the Reform Plan, starting from January 1, 2019, tax authorities shall be responsible
for the collection of social insurance contributions in the PRC. However, no specific
implementing rules for the Reform Plan have been issued, and the effect of the Reform Plan
is uncertain at the current stage. We cannot guarantee that the amount of social insurance
contributions we would be required to pay will not increase, nor that we would not be required
to pay any shortfalls or be subject to any penalties or fines, any of which may have a material
adverse effect on our business and results of operations.
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We cannot assure you that the competent local government authorities will not require us
to pay the outstanding amount within a specified time limit or impose late fees or fines on us,
which may materially and adversely affect our financial condition and results of operations.

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

As of the Latest Practicable Date, we leased four properties in Beijing, Tianjin, Shanghai
and Shenzhen with an aggregate gross floor area of approximately 11,920.51 sq.m. Pursuant to
the applicable PRC laws and regulations, property lease agreements must be registered with the
local branch of the Ministry of Housing and Urban-Rural Development of the PRC. As of the
Latest Practicable Date, eight of our lease agreements were not registered with the relevant
authorities. According to our PRC Legal Adviser, the failure to complete the registration
process does not affect the validity of the property lease agreements but a maximum penalty
of RMB10,000 may be imposed on us for the non-registration of each lease. We cannot assure
we will not be subject to any penalties arising from the non-registration of lease agreements
and any disputes arising out of our leased properties in the future.

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

Certain of our bank balances and cash, trade receivables, other receivables, and trade and
other payables are denominated in foreign currencies. Therefore, we are exposed to foreign
currency risk. We recorded net exchange loss under net other gains and losses of RMB0.2
million for 2019 and the three months ended March 31, 2021, respectively, and net exchange
gains under net other gains and losses of RMBO0.1 million for 2020. The exchange rate of RMB
against USD and other foreign currencies fluctuates is affected by, among other things, the
policies of the PRC Government and changes in China’s and international political and
economic conditions, as well as supply and demand in the local market. It is difficult to predict
how market forces or government policies may impact the exchange rate between RMB, USD,
HKD or other currencies in the future. In addition, the PBOC regularly intervenes in the
foreign exchange market to limit fluctuations in RMB exchange rates and achieve policies
goals. There remains significant international pressure on the PRC Government to adopt a more
flexible currency policy, which, together with domestic policy considerations, could result in
a significant appreciation of RMB against USD, HKD or other foreign currencies.

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

RISKS RELATING TO DOING BUSINESS IN CHINA

The medical device industry in China is highly regulated and such regulations are subject
to changes, which may adversely affect our business.

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

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

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

While the PRC economy has experienced significant growth over the past 40 years,
growth has been uneven across different regions and among various economic sectors of China.
The PRC government has implemented various measures to encourage economic development
and guide the allocation of resources. Some of these measures may benefit the overall PRC
economy, but may have a negative effect on us. For example, our financial condition and
results of operations may be adversely affected by government control over capital investments
or changes in tax regulations that are currently applicable to us. In addition, in the past the PRC
government implemented certain measures, including interest rate increases, to control the
pace of economic growth. These measures may cause decreased economic activity in China,
which may adversely affect our business and results of operation. More generally, if the
business environment in China deteriorates from the perspective of domestic or international
investment, our business in China may also be adversely affected.

PRC legal system embodies inherent uncertainties that may affect the protection afforded to
our business.

The PRC legal system is based on written statutes. Prior court decisions may be adduced
for reference but have limited precedential value. Since the late 1970s, the PRC government
has promulgated laws and regulations dealing with such economic matters as the issuance and
trading of securities, shareholders’ rights, foreign investment, corporate organization and
governance, commerce, taxation and trade, with a view towards developing a comprehensive
system of commercial law. However, as these laws and regulations are relatively new, the effect
of these laws and regulations on the rights and obligations of the parties involved may involve
uncertainty. As a result, the legal protections available to us under the PRC legal system may
be limited.

Additionally, the reform of the medical device approval system in 2017 may face
implementation challenges. The timing and full impact of such reforms is uncertain and could
prevent us from commercializing our product candidates in a timely manner. In addition,
certain administrative and court proceedings in China may be protracted, resulting in
substantial costs and diversion of resources and management attention. Since PRC
administrative and court authorities have significant discretion in interpreting and
implementing statutory and contractual terms, it may be more difficult to evaluate the outcome
of administrative and court proceedings and the level of legal protection we enjoy than in more
developed legal systems. These uncertainties may impede our ability to enforce the contracts
we have entered into and could materially and adversely affect our business, financial
condition and results of operation.
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Furthermore, PRC laws and regulations afford significant protection to state-owned
assets. Transactions that may lead to losses of state-owned assets are subject to heightened
scrutiny by the competent authorities, and the competent authorities have significant discretion
in interpreting and implementing the relevant laws and regulations. In the event we or our
affiliates conduct transactions with state-owned enterprises or their affiliates, there might be
risks and uncertainties involved that we might be found to have caused losses of state-owned
assets, which may subject us to liabilities and could materially and adversely affect our
business, financial condition and results of operation.

You may experience difficulties in effecting service of legal process and enforcing judgments
against us and our management based on Hong Kong or other foreign laws.

We are incorporated under the laws of the Cayman Islands, but substantially all of our
assets are located in the PRC. In addition, a majority of our Directors and senior management
personnel reside within the PRC, and substantially all their assets are located within the PRC.
As a result, it may not be possible to effect service of process within the United States or
elsewhere outside the PRC upon our Directors and senior management personnel. Furthermore,
the PRC does not have treaties providing for the reciprocal enforcement of judgments of courts
with the United States, the United Kingdom, Japan or many other countries. In addition, Hong
Kong has no arrangement for the reciprocal enforcement of judgments with the United States.
As a result, recognition and enforcement in the PRC or Hong Kong of judgments of a court
obtained in the United States and any of the other jurisdictions mentioned above may be
difficult or impossible.

On July 14, 2006, the Supreme People’s Court of the PRC and the government of Hong
Kong Special Administrative Region entered into the Arrangement on Reciprocal Recognition
and Enforcement of Judgments in Civil and Commercial Matters by the Courts of the Mainland
and of the Hong Kong Special Administrative Region Pursuant to Choice of Court Agreements
between Parties Concerned ( [~ A1 Hb L5 5 40 Il 4 7 18I 725 e A B 58 a] FSA T3 35 N o sl
BER) R EZ AP ZYE) ) (the “Arrangement”). Under the Arrangement, where any
designated PRC court or any designated Hong Kong court has made an enforceable final
judgment requiring payment of money in a civil or commercial case under a choice of court
agreement in writing, any party concerned may apply to the relevant PRC court or Hong Kong
court for recognition and enforcement of the judgment. A choice of court agreement in writing
is defined as any agreement in writing entered into between parties after the effective date of
the Arrangement in which a Hong Kong court or a PRC court is expressly selected as the court
having sole jurisdiction for the dispute. Therefore, it is not possible to enforce a judgment
rendered by a Hong Kong court in the PRC if the parties in dispute have not agreed to enter
into a choice of court agreement in writing. In addition, the Arrangement has expressly
provided for “enforceable final judgement,” “specific legal relationship” and “written form.”
A final judgement that does not comply with the Arrangement may not be recognized and
enforced in a PRC court.

On January 18, 2019, the Supreme People’s Court of the PRC and the government of the
Hong Kong Special Administrative Region entered into the Arrangement on Reciprocal
Recognition and Enforcement of Judgments in Civil and Commercial Matters by the Courts of
the Mainland and of the Hong Kong Special Administrative Region (B P h B 5 45 Fl| I [
BEAH B R T AISHAT R FH AP ZHE) (the “2019 Arrangement”). Under the 2019
Arrangement, any party concerned may apply to the relevant PRC court or Hong Kong court
for recognition and enforcement of the effective judgments in civil and commercial cases
subject to the conditions set forth in the 2019 Arrangement. Although the 2019 Arrangement
has been signed, the outcome and effectiveness of any action brought under the 2019
Arrangement may still be uncertain. We cannot assure you that an effective judgment that
complies with the 2019 Arrangement can be recognized and enforced in a PRC court.
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We may be treated as a resident enterprise for PRC tax purposes under the Enterprise
Income Tax Law of the PRC (the “EIT Law”) and the dividends payable to investors and
gains on the sale of our Shares by our investors may become subject to PRC tax. Under the
EIT Law of the PRC, our offshore subsidiaries may therefore be subject to PRC income tax
on their worldwide taxable income.

Under applicable PRC tax laws, regulations and statutory documents, non-PRC resident
individuals and enterprises are subject to different tax obligations with respect to dividends
received from us or gains realized upon the sale or other disposition of our Shares. Non-PRC
individuals are generally subject to PRC individual income tax under the Individual Income
Tax Law of the PRC ( {2 N RILFIEIE A Fr188i74) ) (the “IIT Law”) with respect to PRC
source income or gains at a rate of 20% unless specifically exempted by the tax authority of
the State Council or reduced or eliminated by an applicable tax treaty. We are required to
withhold related tax from dividend payments. Pursuant to applicable regulations, domestic
non-foreign-invested enterprises issuing shares in Hong Kong may generally, when distributing
dividends, withhold individual income tax at the rate of 10%. However, withholding tax on
distributions paid by us to non-PRC individuals may be imposed at other rates pursuant to
applicable tax treaties (and up to 20% if no tax treaty is applicable) if the identity of the
individual holder of the Shares and the tax rate applicable thereto are known to us.

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

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

Under the EIT Law, an enterprise established outside the PRC with “de facto management
bodies” within China is considered a “resident enterprise,” meaning that it is treated in a
manner similar to a Chinese enterprise for PRC EIT purposes. The implementing rules of the
EIT Law define “de facto management bodies” as ‘“management bodies that exercise
substantial and overall management and control over the production and operations, personnel,
accounting, and properties” of the enterprise. In addition, the Notice Regarding the
Determination of Chinese-Controlled Offshore Incorporated Enterprises as PRC Tax Resident
Enterprises on the Basis of De Facto Management Bodies ( <[E ZBiH R B A BE o b il op %
AR SEAR TR BB PR AT M SR o J RS A B R R4 A1) ), or Circular 82, specifies
that certain Chinese-controlled offshore incorporated enterprises, defined as enterprises
incorporated under the laws of foreign countries or territories and that have PRC enterprises
or enterprise groups as their primary controlling shareholders, will be classified as resident
enterprises if all of the following are located or resident in China: (i) senior management
personnel and departments that are responsible for daily production, operation and
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management; (ii) financial and personnel decision-making bodies; (iii) key properties,
accounting books, company seal, and minutes of board meetings and shareholders’ meetings;
and (iv) half or more of senior management or directors having voting rights. The State
Taxation Administration of the PRC, or the STA, has subsequently provided further guidance
on the implementation of Circular 82.

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

We may be subject to transfer pricing challenge by the relevant tax authorities and hence
additional tax liabilities, which could have adverse impacts on our results of operations.

During the Track Record Period, our Beijing and Hong Kong subsidiaries entered into
certain cross-border intra-group transactions to facilitate our purchases and sales in overseas
countries. For details, please refer to the paragraph headed “Business — Sales, Distribution
and Marketing” in this prospectus. Pursuant to applicable tax laws and regulations and the
transfer pricing regulations in the PRC, HK and other jurisdictions, related party transactions
should comply with the arm’s length principle and if the related party transactions fail to
comply with the arm’s length principle, and result in reductions of the enterprise’s taxable
income, the competent tax authorities have the power to make adjustments to such enterprise’s
taxable income following certain procedures.

There is no assurance that the tax authorities will not subsequently challenge the
appropriateness of our transfer pricing arrangement or that the relevant regulations or standards
governing such arrangement will not be subject to future changes. If any competent tax
authorities in Hong Kong or the PRC later find that our transfer pricing arrangements do not
comply with the relevant transfer pricing laws and regulations, we may face adverse tax
consequences including additional taxes, interests or penalties, which may result in a higher
overall tax liability for our Group and may adversely affect the business, financial condition
and operating results of our Group.

The heightened scrutiny over acquisitions from the PRC tax authorities may have a material
and adverse impact on our business, acquisition or restructuring strategies or the value of
your investment in us.

On February 3, 2015, the STA issued the Announcement on Several Issues Concerning
Enterprise Income Tax for Indirect Transfer of Assets by Non-Resident Enterprises ( Bt IF
Ji A S ] Pl B i D SE TS BT T IR 2 45) ) (the “Circular 7”), which abolished
certain provisions in the Notice on Strengthening the Administration of Enterprise Income Tax
on Non-Resident Enterprises ( B Ina@ FE fi A 2 B pEsage (> S5 r A5 B A A3 1) ) (the
“Circular 698”), which was previously issued by the STA on December 10, 2009, as well as
certain other rules providing clarification on Circular 698. Circular 7 provided comprehensive
guidelines relating to, and also heightened the PRC tax authorities’ scrutiny over, indirect
transfers by a non-resident enterprise of assets (including equity interests) of a PRC resident
enterprise (the “PRC Taxable Assets”).
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For example, Circular 7 specifies that the PRC tax authorities are entitled to reclassify the
nature of an indirect transfer of PRC Taxable Assets according to Article 47 of the EIT Law,
when a non-resident enterprise transfers PRC Taxable Assets indirectly by disposing of equity
interests in an overseas holding company directly or indirectly holding such PRC Taxable
Assets, by disregarding the existence of such overseas holding company and considering the
transaction to be a direct transfer of PRC Taxable Assets, if such transfer is deemed to have
been conducted for the purposes of avoiding PRC enterprise income taxes and without any
other reasonable commercial purpose.

Except as provided in Article 5 and Article 6 of Circular 7, transfers of PRC Taxable
Assets under the following circumstances shall be automatically deemed as having no
reasonable commercial purpose, and are subject to PRC enterprise income tax: (i) more than
75% of the equity value of the overseas enterprise is directly or indirectly from PRC Taxable
Assets; (ii) more than 90% of the total assets (cash excluded) of the overseas enterprise are
directly or indirectly composed of investment in China at any time during the year prior to the
indirect transfer of PRC Taxable Assets, or more than 90% of the income of the overseas
enterprise is directly or indirectly from China during the year prior to the indirect transfer of
PRC Taxable Assets ; (iii) the overseas enterprise and its subsidiaries directly or indirectly hold
PRC Taxable Assets and have registered in the host countries (regions) in order to meet the
local legal requirements in relation to organization forms, yet prove to be lack of economic
substance due to their inadequate ability to perform their intended functions and withstand
risks as their alleged organization forms suggest; or (iv) the income tax from the indirect
transfer of PRC Taxable Assets payable abroad is lower than the income tax in China that may
be imposed on the direct transfer of such PRC Taxable Assets.

Although Circular 7 contains certain exemptions (including, (i) where a non-resident
enterprise derives income from the indirect transfer of PRC Taxable Assets by acquiring and
selling shares of a listed overseas holding company which holds such PRC Taxable Assets on
a public market; and (ii) where there is an indirect transfer of PRC Taxable Assets, but if the
non-resident enterprise had directly held and disposed of such PRC Taxable Assets, the income
from the transfer would have been exempted from enterprise income tax in the PRC under an
applicable tax treaty or arrangement), it remains unclear whether any exemptions by us outside
of the PRC involving PRC Taxable Assets, or whether the PRC tax authorities will reclassify
such transaction by applying Circular 7. Therefore, the PRC tax authorities may deem any
transfer of our Shares by our Shareholders that are non-resident enterprises, or any future
acquisition by us outside of the PRC involving PRC Taxable Assets, to be subject to the
foregoing regulations, which may subject our Shareholders or us to additional PRC tax
reporting obligations or tax liabilities.

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

In the past, local governments in Beijing, China granted certain financial incentives from
time to time to us as part of our efforts to encourage the development of local businesses. The
timing, amount and criteria of government financial incentives are determined within the sole
discretion of the local government authorities and cannot be predicted with certainty before we
actually receive any financial incentive. We generally do not have the ability to influence local
governments in making these decisions. Local governments may decide to reduce or eliminate
incentives at any time. In addition, some of the government financial incentives are granted on
a project basis and subject to the satisfaction of certain conditions, including compliance with
the applicable financial incentive agreements and completion of the specific projects therein.
We cannot guarantee that we will satisfy all relevant conditions, and if we fail to satisfy any
such conditions, we may be deprived of the relevant incentives. We cannot assure you of the
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continued availability of the government incentives currently enjoyed by us. Any reduction or
elimination of incentives would have an adverse effect on our financial condition and results
of operations.

Payment of dividends is subject to restrictions under PRC law and regulations.

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

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

Our operations are subject to and may be affected by changes in PRC tax laws and
regulations.

We are subject to periodic examinations on fulfillment of our tax obligation under the
PRC tax laws and regulations by PRC tax authorities. Although we believe that in the past we
had acted in compliance with the requirements under the relevant PRC tax laws and regulations
in all material aspects and had established effective internal control measures in relation to
accounting regularities, we cannot assure you that future examinations by PRC tax authorities
would not result in fines, other penalties or actions that could adversely affect our business,
financial condition and results of operations, as well as our reputation. Furthermore, the PRC
government from time to time adjusts or changes its tax laws and regulations. For example,
under the IIT Law which was last amended on August 31, 2018 and came into effect on
January 1, 2019, foreign nationals have no domicile in China but have resided in the PRC for
a total of 183 days or more in a tax year, would be subject to PRC individual income tax on
their income gained within or outside the PRC. Should such rule be strictly enforced, our
ability to attract and retain highly skilled foreign scientists and research technicians to work
in China may be materially affected, which may in turn have a material adverse effect on our
business, financial condition, results of operations, cash flows and prospects. Further
adjustments or changes to PRC tax laws and regulations, together with any uncertainty
resulting therefrom, could also have an adverse effect on our business, financial condition and
results of operations.

We may be restricted from transferring our scientific data abroad.

On March 17, 2018, the General Office of the State Council promulgated the Measures
for the Management of Scientific Data ( (BHEEBPEE L) ), or the Scientific Data
Measures, which provides a broad definition of scientific data and relevant rules for the
management of scientific data. According to the Scientific Data Measures, enterprises in China
must seek governmental approval before any scientific data involving a state secret may be
transferred abroad or to foreign parties. Further, any researcher conducting research funded at
least in part by the Chinese government is required to submit relevant scientific data for
management by the entity to which such researcher is affiliated before such data may be
published in any foreign academic journal. Given the term state secret is not clearly defined,
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if and to the extent any data collected or generated in connection with our services will be
subject to the Scientific Data Measures and any subsequent laws as required by the relevant
government authorities, we cannot assure you that we can always obtain relevant approvals for
sending scientific data (such as the results of our pre-clinical studies or clinical trials
conducted within China) abroad or to our foreign partners in China. If we are unable to obtain
necessary approvals in a timely manner, or at all, our business, results of operations, financial
conditions and prospects may be materially and adversely affected. If the relevant government
authorities consider the transmission of our scientific data to be in violation of the
requirements under the Scientific Data Measures, we may be subject to fines and other
administrative penalties imposed by those government authorities.

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

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

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

The SAFE has promulgated several regulations requiring PRC residents and entities to
register with PRC government authorities before engaging in direct or indirect offshore
investment activities, including Circular of the State Administration of Foreign Exchange on
the Administration of Foreign Exchange Involved in Overseas Investment, Financing and
Roundtrip Investment through Special Purpose Vehicles Conducted by Domestic Residents in
China via Special-Purpose Companies ( <[P 55 A 5 RO28 8RRk H 1920 W B S50l & SR R
&AM A B R RE R A1) ) (“SAFE Circular 377), issued and effective on July 4, 2014,
SAFE Circular 37 requires PRC residents and entities to register with local branches of the
SAFE in connection with their direct establishment or indirect control of an offshore entity, for
the purpose of overseas investment and financing, with assets or equity interests of onshore
companies or offshore assets or interests held by the PRC residents and entities, referred to in
SAFE Circular 37 as a “special purpose vehicle.” SAFE Circular 37 further requires
amendment to the registration in the event of any significant changes with respect to the special
purpose vehicle. If a shareholder who is a PRC citizen or resident does not complete the
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registration with the local SAFE branches, the PRC subsidiaries of the special purpose vehicle
may be prohibited from distributing their profits and proceeds from any reduction in capital or
liquidation to the special purpose vehicle, and the special purpose vehicle may be restricted to
contribute additional capital to its PRC subsidiaries. Moreover, failure to comply with the
various SAFE registration requirements described above may result in liabilities for the PRC
residents and entities under PRC laws for evasion of applicable foreign exchange restrictions,
including (1) the requirement by the SAFE to return the foreign exchange remitted overseas
within a period of time specified by the SAFE, with a fine of up to 30% of the total amount
of foreign exchange remitted overseas and deemed to have been evasive and (2) in
circumstances involving serious violations, a fine of no less than 30% of and up to the total
amount of remitted foreign exchange deemed evasive. For details, please refer to the
paragraphs headed “History, Development and Corporate Structure — PRC Legal Compliance
— SAFE Circular 37” in this prospectus.

We may not at all times be fully aware or informed of the identities of all our beneficiaries
who are PRC nationals, and may not always be able to compel our beneficiaries to comply with
the requirements of SAFE Circular 37 or other related regulations. As a result, we cannot
assure you that all of our Shareholders or beneficiaries who are PRC nationals will at all times
comply with, or in the future make or obtain applicable registrations or approvals with the
SAFE, the National Development and Reform Commission (the “NDRC”) and the Ministry of
Commerce of the PRC (the “MOFCOM?”) or their local branches which are required by SAFE
Circular 37 or other related regulations, including applicable NDRC and MOFCOM
regulations.

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

During the Track Record Period, we purchased raw materials for our product candidates
from certain overseas suppliers. In the event that China and/or the countries from which we
import raw materials impose import tariffs, trade restrictions or other trade barriers affecting
the importation of such components or raw materials, we may not be able to obtain a steady
supply of necessary components or raw materials at competitive prices, and our business and
operations may be materially and adversely affected. We also sell a small portion of our
products to certain foreign countries and plan to continue to do so in the future. Our business
is therefore subject to constantly changing international economic, regulatory, social and
political conditions, and local conditions in foreign countries and regions.

It is notably that the United States government has recently made significant changes in
its trade policy and has taken certain actions that may materially impact international trade,
such as announcing import tariffs which have led to other countries, including China and
members of the European Union, imposing tariffs against the United States in response. The
United States has also threatened to impose further export controls, sanctions, trade embargoes,
and other heightened regulatory requirements on China and Chinese companies. These have
raised concerns that there may be increasing regulatory challenges or enhanced restrictions
against China and other Chinese companies in a wide range of areas. In March 2018, the U.S.
announced the imposition of tariffs on steel and aluminum entering the U.S. and in June 2018
announced further tariffs targeting goods imported from China. Recently both China and the
U.S. have each imposed tariffs indicating the potential for further trade barriers. Currently, it
remains unclear what actions, if any, the U.S. government will take with respect to other
existing international trade agreements. It is also unknown whether and to what extent new
tariffs (or other new laws or regulations) will be adopted, or the effect that any such actions
would have on us or our industry. Any unfavorable government policies on international trade,
such as capital controls or tariffs, may affect the demand for our future products, the
competitive position of our future products, the hiring of scientists and other research and
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development personnel, and import or export of raw materials in relation to product
development, or prevent us from selling our future products in certain countries. There can be
no assurance that existing and potential collaboration partners will not alter their perception of
us or their preferences as a result of such adverse changes in the relationship between China
and the U.S. If any new tariffs, legislation and/or regulations are implemented, or if existing
trade agreements are renegotiated or, in particular, if the U.S. government takes retaliatory
trade actions due to the recent U.S. -China trade tension, such changes could have an adverse
effect on our business, financial condition and results of operations.

RISKS RELATING TO THE GLOBAL OFFERING

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

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

A listing on the Stock Exchange, however, does not guarantee that an active and liquid
trading market for the Shares will develop, or if it does develop, that it will be sustained
following the Global Offering, or that the market price of the Shares will not decline following
the Global Offering. In addition, the trading price and trading volume of the Shares may be
subject to significant volatility in responses to various factors beyond our control, including the
general market conditions of the securities in Hong Kong and elsewhere in the world. In
particular, the business and performance and the market price of the shares of other companies
engaging in similar business may affect the price and trading volume of our Shares. In addition
to market and industry factors, the price and trading volume of our Shares may be highly
volatile for specific business reasons, such as the results of clinical trials of our product
candidates, the results of our applications for approval of our product candidates, regulatory
developments affecting the vascular interventional medical device markets, healthcare, health
insurance and other related matters, fluctuations in our revenue, earnings, cash flows,
investments and expenditures, relationships with our suppliers, movements or activities of key
personnel, or actions taken by competitors.

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

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

There will be a time gap between pricing and trading of our Shares, and the price of our
Shares when trading begins could be lower than the Offer Price.

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

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

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

We cannot assure you that we will declare and distribute any amount of dividends in the
future.

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

— 99 —



RISK FACTORS

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

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

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

Our management may spend the net proceeds from the Global Offering in ways with
which you may not agree or which do not yield a favorable return to our shareholders. We plan
to use the net proceeds from the Global Offering to continue the research and development
activities of our product candidates to commercialization, strengthen our research and
development capabilities, expand our product portfolio, and enhance our manufacturing and
distribution capabilities, among others. For details, please refer to the paragraph headed
“Future Plans and Use of Proceeds — Use of Proceeds” in this prospectus. However, our
management will have discretion as to the actual application of our net proceeds. You are
entrusting your funds to our management, whose judgment you must depend on, for the
specific uses we will make of the net proceeds from this Global Offering.

Facts, forecasts and statistics in this prospectus relating to the vascular interventional
medical device industry may not be fully reliable.

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

You should rely solely upon the information contained in this prospectus, the Global
Offering and any formal announcements made by us in Hong Kong when making your
investment decision regarding our Shares. 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 any responsibility for the accuracy or completeness of any such press articles
or other media coverage, 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 of the
projections, valuations or other forward-looking information about us in any such press articles
or media coverage. 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. 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.
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In preparation for the Global Offering, our Company has sought and has been granted the
following waivers from strict compliance with the relevant provisions of the Listing Rules and
the following exemption from compliance with the Companies (Winding Up and Miscellaneous
Provisions) Ordinance.

WAIVER IN RELATION TO MANAGEMENT PRESENCE IN HONG KONG

Pursuant to Rule 8.12 of the Listing Rules, we must have a sufficient management
presence in Hong Kong. This normally means that at least two of our executive Directors must
be ordinarily resident in Hong Kong.

Our management, business operations and assets are primarily located outside Hong
Kong. The principal management headquarters of our Group are primarily based in the PRC.
Our Company considers that our Group’s management is best able to attend to its functions by
being based in the PRC. None of our executive Directors is or will be ordinarily resident in
Hong Kong after the Listing of our Company. Our Directors consider that relocation of our
executive Directors to Hong Kong will be burdensome and costly for our Company, and it may
not be in the best interests of our Company and our Shareholders as a whole to appoint
additional executive Directors who are ordinarily resident in Hong Kong. As such, we do not
have, and for the foreseeable future will not have, sufficient management presence in Hong
Kong for the purpose of satisfying the requirements under Rule 8.12 of the Listing Rules.

Accordingly, we have applied to the Stock Exchange for, and the Stock Exchange has
granted us, a waiver from strict compliance with the requirements under Rule 8.12 of the
Listing Rules, provided that our Company implements the following arrangements:

(1) We have appointed two authorized representatives pursuant to Rule 3.05 of the
Listing Rules, who will act as our principal channel of communication with the
Stock Exchange. The two authorized representatives appointed are Mr. Chen CHEN
and Ms. Ching Yi LI. Ms. Ching Yi LI is situated and based in Hong Kong. Each of
our authorized representatives will be available to meet with the Stock Exchange in
Hong Kong within a reasonable time frame upon the request of the Stock Exchange
and will be readily contactable by telephone, facsimile and email;

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

(3) Although our executive Directors are not ordinarily resident in Hong Kong, each of
our Directors possesses or can apply for valid travel documents to visit Hong Kong
and is able to meet with the Stock Exchange within a reasonable period of time,
when required;
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(4) We have appointed Orient Capital (Hong Kong) Limited as our compliance advisor
pursuant to Rule 3A.19 of the Listing Rules, who will have access at all times to our
authorized representatives, Directors and senior management, and will act as an
additional channel of communication between the Stock Exchange and us; and

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

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

WAIVER IN RESPECT OF JOINT COMPANY SECRETARIES

Pursuant to Rules 3.28 and 8.17 of the Listing Rules, the company secretary of an issuer
must be an individual who, by virtue of his or her academic or professional qualifications or
relevant experience, is, in the opinion of the Stock Exchange, capable of discharging the
functions of company secretary.

Our Company had appointed Mr. Chen LI and Ms. Ching Yi LI as our joint company
secretaries. Ms. Ching Yi LI is an associate member of The Chartered Governance Institute
(formerly known as The Institute of Chartered Secretaries and Administrators) in the United
Kingdom and The Hong Kong Institute of Chartered Secretaries, and therefore meets the
qualification requirements under Note 1 to Rule 3.28 of the Listing Rules and is in compliance
with Rule 8.17 of the Listing Rules.

Mr. Chen LI has been responsible for product and business development of our Company
since 2016. He has extensive experience in business management of our Company but
presently does not possess any of the qualifications under Rules 3.28 and 8.17 of the Listing
Rules. While Mr. Chen LI may not be able to solely fulfill the requirements of the Listing
Rules, our Company believes that it would be in the best interests of our Company and the
corporate governance of our Company to appoint Mr. Chen LI as our joint company secretary
due to his thorough understanding of the internal administration and business operations of our
Group.

Accordingly, while Mr. Chen LI does not possess the formal qualifications required of a
company secretary under Rule 3.28 of the Listing Rules, we have applied to the Stock
Exchange for, and the Stock Exchange has granted, a waiver from strict compliance with the
requirements under Rules 3.28 and 8.17 of the Listing Rules such that Mr. Chen LI may be
appointed as a joint company secretary of our Company. Pursuant to the Guidance Letter
HKEX-GL108-20, the waiver will be for a fixed period of time (the “Waiver Period”) and on
the following conditions: (i) the proposed company secretary must be assisted by a person who
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possesses the qualifications or experience as required under Rule 3.28 (a “Qualified Person”)
and is appointed as a joint company secretary throughout the Waiver Period; and (ii) the waiver
can be revoked if there are material breaches of the Listing Rules by the issuer. The waiver is
valid for an initial period of three years from the Listing Date, and is granted on the condition
that Ms. Ching Yi LI, as a joint company secretary of our Company, will work closely with,
and provide assistance to, Mr. Chen LI in the discharge of his duties as a joint company
secretary and in gaining the relevant company secretary experience as required under Rule 3.28
of the Listing Rules and to become familiar with the requirements of the Listing Rules and
other applicable Hong Kong laws and regulations. Given Ms. Ching Yi LI’s professional
qualifications and experience, she will be able to explain to both Mr. Chen LI and our Company
the relevant requirements under the Listing Rules. Ms. Ching Yi LI will also assist Mr. Chen
LI in organizing Board meetings and Shareholders’ meetings of our Company as well as other
matters of our Company which are incidental to the duties of a company secretary. Ms. Ching
Yi LI is expected to work closely with Mr. Chen LI, and will maintain regular contact with Mr.
Chen LI, the Directors and the senior management of our Company. The waiver will be revoked
immediately if Ms. Ching Yi LI ceases to provide assistance to Mr. Chen LI as a joint company
secretary for the three-year period after the Listing or where there are material breaches of the
Listing Rules by our Company. In addition, Mr. Chen LI will comply with the annual
professional training requirement under Rule 3.29 of the Listing Rules and will enhance his
knowledge of the Listing Rules during the three-year period from the Listing.

In the course of preparation of the Listing, Mr. Chen LI attended a training session on the
respective obligations of the Directors and senior management and our Company under the
relevant Hong Kong laws and the Listing Rules provided by our Company’s Hong Kong legal
adviser, and has been provided with the relevant training materials. Our Company will further
ensure that Mr. Chen LI has access to the relevant training and support that would enhance his
understanding of the Listing Rules and the duties of a company secretary of an issuer listed on
the Stock Exchange, and to receive updates on the latest changes to the applicable Hong Kong
laws, regulations and the Listing Rules. Furthermore, both Mr. Chen LI and Ms. Ching Yi LI
will seek and have access to advice from our Company’s Hong Kong legal and other
professional advisers as and when required. Our Company has appointed Orient Capital (Hong
Kong) Limited as the Compliance Adviser upon our Listing pursuant to Rule 3A.19 of the
Listing Rules, which will act as our Company’s additional channel of communication with the
Stock Exchange, and provide professional guidance and advice to our Company and its joint
company secretaries as to compliance with the Listing Rules and all other applicable laws and
regulations. Prior to the end of the three-year period, the qualifications and experience of Mr.
Chen LI and the need for ongoing assistance of Ms. Ching Yi LI will be further evaluated by
our Company. We will liaise with the Stock Exchange to enable it to assess whether Mr. Chen
LI, having benefited from the assistance of Ms. Ching Yi LI for the preceding three years, will
have acquired the skills necessary to carry out the duties of company secretary and the
“relevant experience” within the meaning of Note 2 to Rule 3.28 of the Listing Rules so that
a further waiver will not be necessary.

Please refer to the section headed “Directors and Senior Management” in this prospectus
for further information regarding the qualifications of Mr. Chen LI and Ms. Ching Yi LI
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WAIVER IN RELATION TO EXEMPTION FROM STRICT COMPLIANCE WITH
PARAGRAPH 27 OF PART I AND PARAGRAPH 31 OF PART II OF THE THIRD
SCHEDULE TO THE COMPANIES (WINDING UP AND MISCELLANEOUS
PROVISIONS) ORDINANCE

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

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

Paragraph 31 of Part II of the Third Schedule to the Companies Ordinance further requires
the company to include in its prospectus a report by the auditors of the company with respect
to (i) the profits and losses of the company and (ii) the assets and liabilities of the company
for each of the three financial years immediately preceding the issue of the prospectus.

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

Our Company is a Biotech Company as defined under Chapter 18A of the Listing Rules
and is seeking a listing under Chapter 18A of the Listing Rules. Rule 18A.03(3) of the Listing
Rules requires that a Biotech Company must have been in operation in its current line of
business for at least two financial years prior to listing under substantially the same
management. Rule 18A.06 of the Listing Rules requires that a Biotech Company must comply
with Rule 4.04 of the Listing Rules modified so that references to “three financial years” or
“three years” in Rule 4.04 shall instead reference to “two financial years” or “two years”, as
the case may be.

In compliance with the abovementioned requirements under the Listing Rules, the
accountants’ report of our Company set out in Appendix I to this prospectus is prepared to
cover the two financial years ended December 31, 2019 and 2020 and the three months ended
March 31, 2021.
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As such, our Company has applied to the SFC for a certificate of exemption from strict
compliance with section 342(1)(b) of the Companies (Winding Up and Miscellaneous
Provisions) Ordinance in relation to the requirements of paragraph 27 of Part I and paragraph
31 of Part II of the Third Schedule to the Companies (Winding Up and Miscellaneous
Provisions) Ordinance regarding the inclusion of the accountants’ report covering the full three
financial years immediately preceding the issue of this prospectus on the following grounds:

(a) our Company is an interventional medical device company in China and falls within
the scope of biotech company as defined under Chapter 18A of the Listing Rules.
Our Company will fulfil the additional conditions for listing applicable to a Chapter
18A company;

(b) notwithstanding that the financial results set out in this prospectus are only for the
two financial years ended December 31, 2019 and 2020 and the three months ended
March 31, 2021 in accordance with Chapter 18A of the Listing Rules, other
information required to be disclosed under the Listing Rules and requirements under
the Companies (Winding Up and Miscellaneous Provisions) Ordinance has been
adequately disclosed in this prospectus pursuant to the relevant requirements;

(c) given that our Company is only required to disclose its financial results for the two
financial years ended December 31, 2019 and 2020 and the three months ended
March 31, 2021 in accordance with Chapter 18A of the Listing Rules and
preparation of the financial results for the year ended December 31, 2018 would
require additional work to be performed by our Company and the reporting
accountants, strict compliance with section 342(1)(b) of the Companies (Winding
Up and Miscellaneous Provisions) Ordinance in relation to the requirements of
paragraph 27 of Part I and paragraph 31 of Part II of the Third Schedule to the
Companies (Winding Up and Miscellaneous Provisions) Ordinance would be unduly
burdensome for our Company; and

(d) the Accountants’ report covering the two financial years ended December 31, 2019
and 2020 and the three months ended March 31, 2021, together with other disclosure
in this prospectus, has already provided the potential investors with adequate and
reasonable up-to-date information in the circumstances to form a view on the track
record of our Company; and that all information which is necessary for the investing
public to make an informed assessment of the business, assets and liabilities,
financial position, management and prospects has been included in this prospectus.
Therefore, the exemption would not prejudice the interest of the investing public.

The SFC has granted a certificate of exemption under section 342A of the Companies
(Winding Up and Miscellaneous Provisions) Ordinance exempting our Company from strict
compliance with paragraph 27 of Part I and paragraph 31 of Part II of the Third Schedule to
the Companies (Winding Up and Miscellaneous Provisions) Ordinance on the condition that
particulars of the exemption are set out in this prospectus and this prospectus will be issued on
or before August 12, 2021.
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CONSENT FOR ALLOCATION OF OFFER SHARES TO A CONNECT CLIENT OF
CHINA INTERNATIONAL CAPITAL CORPORATION HONG KONG SECURITIES
LIMITED AS A CORNERSTONE INVESTOR

In connected with the cornerstone investment by CICCL (as defined in the section headed
“Cornerstone Investments”), as (i) China International Capital Corporation Hong Kong
Securities Limited is one of the Joint Global Coordinators, Joint Bookrunners and Joint Lead
Managers and the Underwriters in connection with the Global Offering; and (ii) China
International Capital Corporation Hong Kong Securities Limited is an indirect wholly-owned
subsidiary of CICCL, CICCL is considered as a “connected client” of China International
Capital Corporation Hong Kong Securities Limited under paragraph 13(7) of the Placing
Guidelines. For further details, please refer to the section headed “Cornerstone Investments”.

The Joint Sponsors have applied for, and the Stock Exchange has granted us, a consent
under paragraph 5(1) of Appendix 6 of the Listing Rules to permit CICCL to subscribe for the
International Offer Shares as a cornerstone investor in the placing tranche of the International
Offering, on the following basis and/or conditions:

(a) any Offer Shares to be allocated to CICCL will be held on behalf of independent
third parties;

(b) the cornerstone investment agreement of CICCL does not contain any material terms
which are more favourable to CICCL than those in other cornerstone investment
agreements;

(c) CICCL has not participated, and will not participate, in the decision-making process
or relevant discussions among the Company, the Joint Bookrunners and the
Underwriters as to whether CICCL will be selected as a cornerstone investor;

(d) no preferential treatment has been, nor will be, given to CICCL other than the
preferential treatment of assured entitlement under a cornerstone investment
following the principles set out in Guidance Letter HKEX-GL-51-13;

(e) CICCL confirms that to the best of its knowledge and belief, it has not received and
will not receive preferential treatment in the IPO allocation as a cornerstone investor
by virtue of its relationship with China International Capital Corporation Hong
Kong Securities Limited, other than the preferential treatment of assured entitlement
under a cornerstone investment following the principles set out in Guidance Letter
HKEX-GL51-13;

(f) Each of the Company, the Joint Sponsors, the Joint Bookrunners, CICCL has
provided the Stock Exchange with written confirmations in accordance with
Guidance Letter HKEX-GL-85-16; and

(g) details of the cornerstone investments and details of the allocation has been/will be
disclosed in the prospectus and allotment results announcement of the Company.

- 107 -



WAIVERS FROM STRICT COMPLIANCE WITH THE LISTING RULES AND
EXEMPTION FROM STRICT COMPLIANCE WITH THE COMPANIES
(WINDING UP AND MISCELLANEOUS PROVISIONS) ORDINANCE

WAIVER AND CONSENT IN RELATION TO THE SUBSCRIPTION FOR OFFER
SHARES BY CLOSE ASSOCIATE OF OUR CONTROLLING SHAREHOLDERS AND
EXISTING SHAREHOLDER AS CORNERSTONE INVESTORS

As of the Latest Practicable Date, our Company is directly or indirectly held by the
Controlling Shareholders, including CPEChina Fund III and Global Global Opportunities
Fund, as to 64.81% in its entire issued share capital. Immediately following the completion of
the Global Offering, assuming that all of the Preferred Shares have been converted to ordinary
Shares on a one-to-one basis and no exercise of the Over-allotment Option, CPEChina Fund III
and Global Global Opportunities Fund will be interested in 48.60% of the Company’s issued
share capital. CPE Investment Wu Limited is held as to 85.61% by CPEChina Fund III and
14.39% by CPE Global Opportunities Fund. Therefore, CPE Investment Wu Limited is a close
associate of our Controlling Shareholders and a core connected person of the Company. It has
entered into a cornerstone investment agreement with us, pursuant to which CPE Investment
Wu Limited has agreed to, subject to certain conditions, acquire at the Offer Price a certain
number of our Shares for the benefit of CPEChina Fund III and CPE Global Opportunities
Fund.

PRIMEONE LUCK LIMITED, one of our existing shareholders and a Pre-IPO Investor,
is owned by Greenwoods Bloom Fund III, L.P. as to 94.55% and by WORLDTOP ELITE
LIMITED as to 5.45%. As of the Latest Practicable Date, PRIMEONE LUCK LIMITED
directly holds 1.53% of the entire issued share capital of the Company. PRIMEONE LUCK
LIMITED has entered into a cornerstone investment agreement with us, pursuant to which
PRIMEONE LUCK LIMITED has agreed to, subject to certain conditions, acquire at the Offer
Price a certain number of our Shares.

Rule 9.09 of the Listing Rules provides that there must be no dealing in the securities for
which listing is sought by any core connected person of an issuer (except as permitted by Rule
7.11 of the Listing Rules) from 4 clear business days before the expected hearing date until
listing is granted (the “Relevant Period”).

Rule 10.04 of the Listing Rules provides that a person who is an existing shareholder of
an issuer may only subscribe for or purchase any securities for which listing is sought which
are being marketed by or on behalf of a new listing applicant either in his or its own name or
through nominees if the conditions set out in Rules 10.03(1) and (2) of the Listing Rules are
fulfilled, namely (i) that no securities are offered to them on a preferential basis and no
preferential treatment is given to them in the allocation of the securities; and (ii) that the
minimum prescribed percentage of public shareholders required by Rule 8.08(1) of the Listing
Rules is achieved.

Paragraph 5(2) of Appendix 6 to the Listing Rules provides that no allocations will be
permitted to directors or existing shareholders of a listing applicant or their close associates,
whether in their own names or through nominees, unless the conditions set out in Rules 10.03
and 10.04 of the Listing Rules as set out above are fulfilled, without the prior written consent
of the Stock Exchange.
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According to the Guidance Letter HKEX-GL92-18, the Stock Exchange permits existing
shareholders holding 10% or more of shares in a Biotech Company (as defined in the Listing
Rules) to subscribe shares in the initial public offering as cornerstone investor provided that
the issuer complies with Rules 8.08(1) and 18A.07 of the Listing Rules in relation to shares
held by the public.

According to the Guidance Letter HKEX-GL92-18, a listing applicant’s existing
shareholders or their close associates are permitted to participate either as cornerstone
investors or as placees in an initial public offering, subject to the satisfaction of certain
conditions set out therein.

We have applied to the Stock Exchange for, and the Stock Exchange has granted to us,
a waiver from strict compliance with Rules 9.09, and 10.04 of, and consent under paragraph
5(2) of Appendix 6 to, the Listing Rules to permit CPE Investment Wu Limited and Prime Luck
Limited to participate in the Global Offering as cornerstone investors, subject to the following
conditions:

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

(b) the Offer Shares to be subscribed by and allocated to CPE Investment Wu Limited
and PRIMEONE LUCK LIMITED under the Global Offering will be at the same
Offer Price and in respect of CPE Investment Wu Limited and PRIMEONE LUCK
LIMITED subscribing by way of cornerstone investment, on substantially the same
terms as other cornerstone investors (including being subject to a six-month lock up
arrangement following Listing) and each of CPE Investment Wu Limited and
PRIMEONE LUCK LIMITED shall pay for the relevant Offer Shares before dealing
commences on the Listing Date;

(c) no preferential treatment has been, nor will be, given to CPE Investment Wu Limited
and PRIMEONE LUCK LIMITED by virtue of their relationship with the Company
in any allocation in the placing tranche, other than the preferential treatment of
assured entitlement under the cornerstone investment (in respect of CPE Investment
Wu Limited and PRIMEONE LUCK LIMITED subscribing as cornerstone
investors) which follows the principles set out in the Guidance Letter HKEX-GL51-
13, that, save as disclosed in the section headed “Cornerstone Investments” in this
prospectus, the cornerstone investment agreements of each of CPE Investment Wu
Limited and PRIMEONE LUCK LIMITED do not contain any material terms which
are more favorable to them than those in other cornerstone investment agreements;
and

(d) details of the subscription of the Offer Shares by CPE Investment Wu Limited and
PRIMEONE LUCK LIMITED in the Global Offering as cornerstone investors will
be disclosed in this prospectus and the allotment results announcement of our
Company.
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DIRECTORS’ RESPONSIBILITY FOR THE CONTENTS OF THIS PROSPECTUS

This prospectus, for which our Directors collectively and individually accept full
responsibility, includes particulars given in compliance with the Companies (Winding Up and
Miscellaneous Provisions) Ordinance, the Securities and Futures (Stock Market Listing) Rules
and the Listing Rules for the purpose of giving information to the public with regard to the
Group. Our Directors, having made all reasonable enquiries, confirm that, to the best of their
knowledge and belief, the information contained in this prospectus is accurate and complete in
all material respects and not misleading or deceptive, and there are no other matters the

omission of which would make any statement in this prospectus misleading.

UNDERWRITING AND INFORMATION ON THE GLOBAL OFFERING

This prospectus is published solely in connection with the Hong Kong Public Offering,
which forms part of the Global Offering. The Global Offering comprises the Hong Kong Public
Offering of initially 6,864,000 Offer Shares and the International Offering of initially
61,769,000 Offer Shares (subject to, in each case, reallocation on the basis referred to under
the section headed “Structure of the Global Offering” in this prospectus and, in case of the

International Offering, to any exercise of the Over-allotment Option).

The listing of our Shares on the Stock Exchange is sponsored by the Joint Sponsors and
the Global Offering is managed by the Joint Global Coordinators. The Hong Kong Public
Offering is fully underwritten by the Hong Kong Underwriters pursuant to the Hong Kong
Underwriting Agreement. The International Underwriting Agreement relating to the
International Offering is expected to be entered into on or around Tuesday, August 17, 2021.
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 on the terms and subject to the conditions set
out herein. 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 any information
or representation not contained herein must not be relied upon as having been authorized by
the Company, the Joint Sponsors, the Joint Global Coordinators, the Joint Bookrunners, the
Joint Lead Managers, the Underwriters, any of their respective directors, officers, employees,

partners, agents, employees or advisers or any other party involved in the Global Offering.

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

subsequent to the date of this prospectus.
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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.

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.

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

APPLICATION FOR LISTING ON THE STOCK EXCHANGE

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

Dealings in the Shares on the Stock Exchange are expected to commence on Tuesday,
August 24, 2021. Save as disclosed in this prospectus, no part of our Shares or loan capital is
listed or dealt in on any other stock exchange and no such listing or permission to list is being
or proposed to be sought on any other stock exchange as of the date of this prospectus. All the
Offer Shares will be registered on the Hong Kong register of members of 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
advisers as to the taxation implications of subscribing for, purchasing, holding or disposal of,
and/or dealing in the Offer Shares or exercising rights attached to them. None of us, the Joint
Sponsors, the Joint Global Coordinators, the Joint Bookrunners, the Joint Lead Managers, the
Underwriters, any of their respective directors, officers, employees, partners, agents, advisers
or representatives or any other person or party involved in the Global Offering accepts
responsibility for any tax effects on, or liabilities of, any person resulting from the
subscription, purchasing, holding, disposition of, or dealing in, the Offer Shares or exercising
any rights attached to them.

OVER-ALLOTMENT OPTION AND STABILIZATION

Details of the arrangements relating to the Over-allotment Option and stabilization are set
out under the sections headed “Underwriting” and “Structure of the Global Offering” in this
prospectus.

HONG KONG REGISTER OF MEMBERS AND HONG KONG STAMP DUTY

Our Company’s principal register of members will be maintained by its principal share
registrar, Maples Fund Services (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 Business Day after
any trading day. All activities under CCASS are subject to the General Rules of CCASS and
CCASS Operational Procedures in effect from time to time. All necessary arrangements have
been made enabling the Shares to be admitted into CCASS.
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Investors should seek the advice of their stockbrokers or other professional advisers for
details of the settlement arrangements as such arrangements may affect their rights and

interests.

PROCEDURES FOR APPLICATION FOR HONG KONG OFFER SHARES

The procedures for applying for Hong Kong Offer Shares are set out in the section headed
“How to Apply for 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 RMB6.4610 to
US$1.00, (ii) the translations between U.S. dollars and Hong Kong dollars were made at the
rate of HK$7.7750 to US$1.00, and (iii) the translations between Renminbi and Hong Kong
dollars were made at the rate of RMB0.8310 to HK$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
Name Address Nationality
Executive Directors
Jing LI (ZF#¥) Unit 4-19A, 6/F Ma Dian Guan Cheng Chinese
Bei Yuan
Haidian District, Beijing
PRC
Silvio Rudolf SCHAFFNER Seestrasse 89 Swiss
8267 Berlingen
Switzerland
Non-executive Directors
Ke TANG (&) Room 801, Building 20 Chinese
Shoucheng International
36 Guangqu Road,
Chaoyang District, Beijing
PRC
Chen CHEN (BRER) Room 2C, Block A Chinese
6 Gongyuan West Street
Dongcheng District, Beijing
PRC
Independent Non-executive Directors
Yuqi WANG (F E5) Room 1501, No. 13, Lane 717 Chinese
Golden City Road
Changning District, Shanghai
PRC
Hong NI ({74T) House 17B, Shouson Peak Chinese

Kin Yee POON (3% #1M)

9-19 Shouson Hill Road
Deep Water Bay
Hong Kong

Flat D, 33/F, Tower 1A
Grand Austin

9 Austin Road West
Tsim Sha Tsui

Hong Kong

(Hong Kong)

Chinese
(Hong Kong)

For further information regarding our Directors, please see the section headed “Directors

and Senior Management”.
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PARTIES INVOLVED IN THE GLOBAL OFFERING

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

China International Capital Corporation
Hong Kong Securities Limited

29/F, One International Finance Centre

1 Harbour View Street

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

46/F, International Commerce Centre
1 Austin Road West

Kowloon

Hong Kong

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

Canary Wharf

London E14 4QA

United Kingdom

China International Capital Corporation
Hong Kong Securities Limited

29/F, One International Finance Centre

1 Harbour View Street

Central

Hong Kong

China Merchants Securities (HK) Co.,
Limited

48/F., One Exchange Square

Central

Hong Kong
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Valuable Capital Limited

Room 2808, 28th Floor

China Merchants Tower

Shun Tak Centre

168-200 Connaught Road Central
Hong Kong

Legal Advisers 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 law:

Tian Yuan Law Firm

10/F, Tower B, China Pacific
Insurance Plaza

28 Fengsheng Lane

Xicheng District

Beijing 100032

China

As to Cayman Islands law:

Maples and Calder (Hong Kong) LLP
26th Floor, Central Plaza

18 Harbour Road

Wanchai

Hong Kong

Legal Advisers to the Underwriters As to Hong Kong and United States laws:
Herbert Smith Freehills
23/F, Gloucester Tower
15 Queen’s Road
Central
Hong Kong

As to PRC law:

Commerce & Finance Law Offices
12-14th Floor, China World

Office 2, No. | Jianguomenwai Avenue
Beijing, PRC
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Legal Advisers to the As to Hong Kong law:
Controlling Shareholders Wilson Sonsini Goodrich & Rosati
Suite 1509, 15/F Jardine House
I Connaught Place Central
Hong Kong

Auditor and Reporting Accountant Deloitte Touche Tohmatsu
Certified Public Accountants and
Registered Public Interest Entity Auditors
35/F One Pacific Place
88 Queensway
Hong Kong

Industry Consultant Frost & Sullivan (Beijing) Inc.,
Shanghai Branch Co.
1018, Tower B 500 Yunjin Road
Xuhui District, Shanghai
PRC

Compliance Adviser Orient Capital (Hong Kong) Limited
28/F-29/F, 100 Queen’s Road Central
Central
Hong Kong

Receiving Bank Bank of China (Hong Kong) Limited

1 Garden Road
Hong Kong
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Registered office PO Box 309, Ugland House
Grand Cayman KY1-1104
Cayman Islands

Corporate headquarters 4-5/F., Building No. 1
16 North Hongda Road
Beijing Economic-Technological
Development Area
Beijing
PRC

Principal place of business in Hong Kong  14th Floor, Golden Center
188 Des Voeux Road Central
Hong Kong

Company’s website www.acotec.cn
(The contents on this website do not form
part of this prospectus)

Joint Company Secretaries Mr. Chen LI (/=)
4-5/F., Building No. 1
16 North Hongda Road
Beijing Economic-Technological
Development Area
Beijing
PRC

Ms. Ching Yi LI (Z#18) (ACG, ACS)
14/F, Golden Centre

188 Des Voeux Road Central

Hong Kong

Authorized representatives Mr. Chen CHEN (BR¥E)
Room 2C, Block A
6 Gongyuan West Street
Dongcheng District, Beijing
PRC

Ms. Ching Yi LI (Z#18) (ACG, ACS)
14/F, Golden Centre

188 Des Voeux Road Central

Hong Kong
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Audit Committee

Remuneration Committee

Nomination Committee

Principal share registrar and transfer
office

Hong Kong Share Registrar

Principal bankers

Ms. Kin Yee POON (Chairperson)
Dr. Yuqi WANG
Mr. Chen CHEN

Dr. Yuqi WANG (Chairperson)
Ms. Hong NI
Ms. Jing LI

Dr. Yuqi WANG (Chairperson)
Ms. Hong NI
Ms. Jing LI

Maples Fund Services (Cayman) Limited

PO Box 1093, Boundary Hall
Cricket Square, Grand Cayman
KY1-1102, Cayman Islands

Computershare Hong Kong
Investor Services Limited
Shops 1712-1716, 17th Floor
Hopewell Centre

183 Queen’s Road East

Wan Chai

Hong Kong

China CITIC Bank,

Beijing Mentougou Branch

1/F., Junyang International Building

1 Shilongnan Road, Mentougou District
Beijing

PRC
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INDUSTRY OVERVIEW

The information and statistics set out in this section and other sections of this
prospectus were extracted from different official government publications, available
sources from public market research and other sources from independent suppliers. In
addition, we engaged Frost & Sullivan to prepare the Frost & Sullivan Report, an
independent industry report, in connection with the Global Offering. We believe that
the sources of this information are appropriate sources for such information and have
taken reasonable care in extracting and reproducing such information. We have no
reason to believe that such information is false or misleading or that any fact has been
omitted that would render such information false or misleading. However, the
information has not been independently verified by our Company, the Joint Sponsors,
any of their respective directors, employees, agents or advisers or any other person or
party involved in the Global Offering (except for Frost & Sullivan), and no
representation is given as to its accuracy. Certain information and statistics contained
herein may not be consistent with other information and statistics compiled within or
outside China. As such, investors are cautioned not to place any undue reliance on the
information, including statistics and estimates, set forth in this section or similar
information included elsewhere in this prospectus. We confirm that, after making
reasonable enquiries, there is no adverse change in the market information since the
date of the Frost & Sullivan Report that would qualify, contradict or have an impact
on the information in this section in any material respect.

OVERVIEW OF VASCULAR INTERVENTION PROCEDURE MEDICAL DEVICE
MARKET

Overview of Vascular Diseases

Vascular diseases refer to conditions that affect the arteries and/or veins, and can be
categorized into artery diseases, venous diseases, and arteriovenous access failure. Depending
on the location of the arteries affected, artery diseases can be further categorized into
intracardiac artery diseases, aorta diseases, intracranial and vertebral artery diseases, and
peripheral artery diseases. Venous diseases mainly include varicose vein and deep vein
thrombosis. The following diagram illustrates the various types of vascular diseases, their
prevalence or incidence rates in China, as well as information regarding the relevant
intervention procedure medical devices:

Epidemiology of Various Vascular Diseases in China (2019) and
Relevant Intervention Procedure Medical Devices

Subgroups of Epidemiology of Major Intervention ‘Volume of Intervention CAGR
Vascular Diseases Various Vascular Procedure Medical Procedures
Diseases Devices 2019 2030E 2019-2030E

PTA balloos b
Debulking d s 1,020.0 thousand 3.205.9 thousand 11.0%

Micro catheter, PTA balloon,

Stent, DCB —— 1078 thousand 587.9 thousand 16.7%

Arteriovenous Access
Stenosis High-pressure balloon, DCB SR TR RTHTT) 994.5 thousand 342%
(Prevalence: 0.16 million)

PTA balloon, Stent, DCB 27.6 thousand 349.5 thousand 26.0%

RFA catheter

Vascular Diseases

Deep Vein Thrombosis

(Incidence: 1.5 million) FMT theter

Stents 36.1 thousand 116.9 thousand 11.3%

Source: Literature research, expert interview and Frost & Sullivan analysis. The epidemiology of the vascular
diseases listed above was estimated by Frost & Sullivan based on the prevalence rate or incidence rate
reported by literatures and interviews from relevant experts. Frost & Sullivan also conducted market
researches on both the demand side and the supply side on the relevant marketed and under-study medical
devices via multi-channel sources, including secondary industry report, enterprise sales data, the overview
of the major and other competitors, and the market development trends. Based on these researches, Frost
& Sullivan estimated the volume of intervention procedures in China for each vascular diseases.
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Treatment Solutions for Vascular Diseases
Treatment for Artery Diseases

Most artery diseases occur as a result of the narrowing, blocking or weakening of the
arteries, which in turn is primarily caused by atherosclerosis, where fatty deposits (plaque)
build up on the artery walls and reduce blood flow. When the blood lipid content is high,
cholesterol and other substances are prone to deposit on the artery wall and form plaque. These
plaque buildups can cause artery stenosis, which can substantially interfere with blood flow
and generate lesions.

Treatment methods for atherosclerosis primarily include lifestyle changes, medications,
traditional open surgeries, and minimally invasive interventional procedures. Lifestyle changes
and medications can help control risk factors such as diabetes, hypertension, high blood lipids
and high cholesterol, but such methods alone are often insufficient to treat the diseases. In
some cases of very severe atherosclerosis, open surgeries are necessary, such as endothelial
dissection (in which process the physician makes a small incision to expose the damaged artery
and then removes any substances that impede blood flow) and bypass surgery (in which process
the physician takes a section of healthy blood vessel from another part of the body and uses
it to connect the healthy artery across the narrowed portion of the artery). Minimally invasive
interventional procedure provides an alternative method for the treatment of atherosclerosis,
and is gradually becoming the preferred choice of patients and physicians, because it generally
causes fewer complications, allows faster recovery, and is relatively cheaper as compared to
open surgeries.

Percutaneous transluminal angioplasty (PTA) is a percutaneous interventional procedure
to open up blocked peripheral arteries, allowing blood to circulate unobstructed. In a PTA
procedure, the physician inserts a balloon-type catheter into an artery in the patient’s groin or
arm, and then inflates the balloon several times to push the fatty deposits against the artery
wall. With the help of X-ray, the physicians can make sure the vessel is opened. When blood
flows freely through the artery, the balloon catheter can be taken out. Different types of stents
including bare metal stents (BMS), drug-eluting stents (DES) and bioresorbable scaffolds
(BRS)" may be placed within the peripheral artery to keep the vessel open and reduce the risks
of restenosis and recoil.

Note:

* In addition to DCB, BRS is another innovative therapy. Similar to DES, BRS can provide the necessary radial
force to keep the blood vessel open immediately after the procedure, thereby reducing the elastic retraction and
acute occlusion of the blood vessel, and preventing restenosis. As the vessel heals and no longer needs
additional radial force to keep it open, BRS can be gradually absorbed by the human body. In this regard,
similar to DCB, BRS can also achieve the notion “leave nothing behind.” However, it is difficult to treat PAD
using BRS, because PAD lesions are typically very long (e.g., the average target lesion length of the trial
subjects of the RCT for AcoArt Orchid® &Dhalia™ were 147 mm, much longer than the length of BRS
products), and vessels in arms and legs are subject to frequent movements (so BRS products implanted in the
relevant vessels have higher risks of moving and fracturing). In addition, according to Frost & Sullivan, as of
the Latest Practicable Date, there were only two first-generation BRS products in the China market, each with
a strut thickness over 150 pm. Treatment using BRS products with thick struts often lead to turbulence in blood
flow around the struts, which increases the accumulation of platelets in the BRS, thereby increasing the risk
of post-operation thrombosis as well as many other biological risks. Therefore, it is expected that DCB will
remain a more favorable treatment solution in the field of PAD, particularly LEAD.
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In a traditional PTA procedure, the physician uses PTA balloons to treat vascular stenosis
or occlusion. The major drawback of PTA balloons is the high incidence of short-term
restenosis. Stents are effective in preventing vessel restenosis, but may cause complications
such as thrombosis, stent fracture, and in-stent restenosis (ISR). DCB therapy is an innovative
therapy using angioplasty balloons coated with anti-proliferative drugs. As compared to PTA
balloons, DCB can effectively inhibit neointimal hyperplasia thanks to the drugs coated on the
balloons, thereby reducing late lumen loss and restenosis. As compared to stents, DCB can
significantly reduce the risk of thrombosis, avoid stent fracture and ISR, and more importantly,
offer a unique value proposition of “leaving nothing behind” in human bodies.

The following diagram illustrates the available treatment solutions for atherosclerosis,
and the key features, advantages and disadvantages of such treatment solutions:

Revascularization Procedures
12
Open Surgery Interventional Procedures

|+ After exposing the blood f |+ Open blood vessels through | | + Stent remains in the body, !+ Besides balloon expansion, |
vessel, treat the blocked blood | | balloon expansion |1 asaforeign body therefore |'  DCB also applies anti- !
| vessel surgically |1+ Unable to deal with elastic ||  requiring use of i1 proliferative drug to the
- Lead to high traumaand high | |  retraction of blood vessels, |1 anticoagulant-drug i1 vessel wall, thus reducing
| risk of infection || andhas highincidence of !!- The lower extremity arteries |1 the restenosis '
1+ Diabetes patients' donotheal | |  short-term restenosis i1 have complexstresssothe 11 - No foreign bodies are leftin |
very well, causing serious | | I stentiseasytofractureand 1! the body, and leaving the
sequelae . |1 thus is not recommended for:!  patient of the possibility of |
! BTK treatment i1 second treatment i
- The rate of in-stent "
/i restenosisis highdueto /1 !
“ \__neointimal hyperplasia "

Source: Literature research and Frost & Sullivan analysis
Treatment for Venous Diseases and Arteriovenous Access Failure

Please refer to the paragraphs headed “— Radiofrequency Ablation Catheters Market —
Treatment of Varicose Vein and Energy Platform Procedures” and “— Thrombus Aspiration
Catheters Market — Treatment of DVT” for more information about the treatment solutions for
venous diseases.

Please refer to the paragraphs headed ‘“Arteriovenous Fistula (AVF) DCB Market —
Treatment of Stenosed Hemodialysis Arteriovenous Fistula” for more information about the
treatment solutions for Arteriovenous Access Failure.
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Overview of DCB
Mechanism and Indications of DCB

Drug-coated balloons (DCBs), sometimes also referred to as drug-eluting balloons
(DEBs), are angioplasty balloons coated with a cytotoxic chemotherapeutic agent. Compared
with PTA balloons, DCBs carry anti-proliferative drugs such as paclitaxel or sirolimus which
are released to the vessel wall when the balloons are inflated, and have the potential to prohibit
cell division and to limit restenosis or blockage re-growth. The diagram below illustrates the
mechanism of DCB:

-

Narrowed Vessel Drug-coated Balloon Treated Vessel
Source: Literature research and Frost & Sullivan analysis

The first DCB product in the world was invented by Dr. Ulrich Speck and was first
launched in Europe in 2009. After over a decade of development, DCBs have been widely used
in the field of coronary and peripheral interventions worldwide, particularly in medically
advanced countries. In China, DCBs are currently approved by the NMPA for the treatment of
coronary artery diseases (CAD), lower extremity artery diseases (LEAD) and hyperplasia in
arteriovenous fistulae in dialysis patients, while a number of leading players in the DCB market
in China are exploring the possibilities of further expanding the indications of DCB products.

Drug Coating Technology of DCB

The key differentiating aspects of DCB are what drug is used and how it is attached to
the balloon surface. An ideal drug delivery system can (i) effectively hold the drug in place
before the balloon reaches target lesion, so that the drug would not be easily washed off by the
blood flow; (ii) quickly transfer the drug from the balloon surface to the vessel intima once the
balloon reaches the target lesion, so as to reduce the procedure time; and (iii) achieve long-term
and sustained release of drug at the target lesion at an appropriate dosage, so as to ensure
long-term therapeutic effect of inhibiting intimal hyperplasia.

The commonly used anti-proliferative drugs include water-soluble sirolimus, fat-soluble
paclitaxel and their derivatives. Both paclitaxel and sirolimus had already been widely used in
drug-eluting stents for the treatment of coronary artery diseases, with ample evidence
suggesting that sirolimus might be a better choice because it is more effective in suppressing
reactive hyperplasia and has a wider therapeutic range. But for DCB products indicated for the
treatment of PAD, currently paclitaxel is the most widely used drug coating, because as
compared with paclitaxel, sirolimus has lower rate of tissue absorption and less drug retention
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in tissue. The key technological bottleneck of sirolimus DCB is to optimize the drug releasing
curve to achieve long-term and sustained release dosage. If this bottleneck can be overcome,

sirolimus has the potential to be widely used in DCB products in the future.

History and Evolvements of DCB Products

The diagram below shows the major evolvements of DCB products in terms of

drug-coating technology and the representative products in the global market:

Adopt magnesium stearate as
excipient
Representative Product:
AcoArt Orchid & Dhalia
il (Launched in Europe in 2014 and in

Adopt urea as excipient

. China i 16
Adopt iopromide as excipient Representative Product: mnat )
IN.PACT Admiral
(Launched in Europe in 2011)

Representative Product:
SeQuent Please
(Launched in Europe in 2009)

B BRAUN

acoYtec

¢ World’s No. I coronary DCB *  World’s No. 1 peripheral 1 e Drug-coating technology |
product in terms of sales DCB product | invented by Dr. Ulrich Speck 1
volume up to the Latest ) in terms of sales volume ) l. Significantly reduce drug loss |
Practicable Date up to the Latest | during the delivery process 1
Drug-coating technology Practicable Date 1 and maximize effective drug
invented by Dr. Ulrich Drug-coating technology I delivery dosage I
Speck invented by Dr. Ulrich ¢ Demonstrated better clinical
Demonstrated significantly Speck ! resglts than many other 1
better clinical efficacy as Adopted urea as excipient, 1 mainstream DCB products, |
compared to PTA balloons which improved the drug | despite more stringent patient |
Adopted water-soluble delivery efficiency as 1 enrollment standards I
contrast agent as excipient compared to iopromide I "
and experienced significant A _.

drug loss during the
delivery process

Source: Company websites, EMA, NMPA, literature research and Frost & Sullivan analysis

DCB Product Market in China

The DCB product market in China is still in its early stage of development, with
significant growth potential. After DCB was first approved for the treatment of CAD in China,
the market size of DCB increased significantly from RMB26.9 million in 2015 to RMBI1.0
billion in 2019 at a CAGR of 150.5%. With the expected indication expansion of DCB products
for the treatment of other vascular diseases, the DCB product market in China is expected to
further climb to RMB6.0 billion in 2024 at a CAGR of 41.5% from 2019 to 2024, and to further
increase to RMB14.3 billion in 2030 at a CAGR of 15.5% from 2024 to 2030.
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The following diagram illustrates the number of patients eligible for intervention

procedures using DCB products in China:

Number of Patients Eligible for Intervention Procedures Using DCB Products in China

Subgroups of Prevalence of Eligible Patients of Volume of Intervention
Vascular Diseases Various Vascular Diseases Procedure with DCB Procedures
2019 2030E 2019 2030E 2019 2030E

24.6 317

Coronary Artery Disease 24.6 million 31.7 million o L
? s million million

Lt L e iy AviEanites 39.6 million | 49.8 million B 4
Disease million million

AR ETOIS AR 0.16 million | 1.51 million Ot ir
Stenosis million million

7))
=]
77)
o]
-]
77)
o
_
]
o]
p—(
=]
9
77)
o]
>

17.3 27.9
million million

Intracranial Stenosis 17.3 million 27.9 million

Source: Literature research, expert interview and Frost & Sullivan analysis. The epidemiology of the vascular
diseases listed above was estimated by Frost & Sullivan based on the prevalence rate reported by literatures
and interviews from relevant experts, while the number of eligible patients of procedure with DCB was
further reckoned with multiple factors including if stenosis happened, which is the major indication of DCB.
Frost & Sullivan also conducted market researches on both the demand side and the supply side on the
relevant marketed or under-study DCB via multi-channel sources, including secondary industry report,
enterprise sales data, the overview of the major and other competitors, and the market development trends.
Based on these researches, Frost & Sullivan estimated the volume of DCB intervention procedures in China
for each vascular diseases.

Our Core Products are currently aimed at the LEAD market, and we are actively exploring
the opportunities to expand the indications of our Core Products to other fields such as AVF
stenosis, intracranial and vertebral stenosis, and vasculogenic ED. The following diagram
illustrates the historical and estimated market size of DCB products in China, with breakdown
by major therapeutic areas.
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Historical and Forecasted Market Size of DCB by Therapeutic Areas in China,

Intracranial & Vascul .
Period CAD LEAD AVF Stenosis Vertebral e Others Total
Stenosis
2015-2019 141.7% - - - - - 150.5%
2019-2024E 36.3% 55.1% - - - 41.5%

2024E-2030E 5.6% 14.6% 48.7% 40.8% 86.8% . 15.5%

Million RMB

16,000.0

14,000.0

12,000.0

10,000.0

8,000.0

6,000.0

4,000.0

2,000.0

0.0

2015 2016 2017 2018 2019 | 2020E | 2021E | 2022E | 2023E | 2024E | 2025E | 2026E | 2027E | 2028E | 2029E | 2030E
Total 26.9 2093 364.2 574.8 1,060.0 | 14739 | 2.304.1 | 3.328.7 | 4631.5 | 6,013.7 | 7.384.7 | 8,942.5 | 10.581.9 | 12,032.0 | 13,254.4 | 14,272.7
Others 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 89.4 211.6 361.0 530.2 713.6
ic ED 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 20.4 59.3 1472 296.6 485.6 690.4 866.4
M Intracranial & Vertebral Stenosis 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 27.8 184.3 390.2 659.7 901.4 1,120.7 | 1,289.6 | 1,437.8
B AVF Stenosis 0.0 0.0 0.0 0.0 0.0 72 20.8 428 95.1 220.0 490.9 894.0 1,4154 | 1,8254 | 2,143.7 | 2,376.8
W LEAD 0.0 747 87.3 116.2 141.8 164.2 407.6 655.3 957.2 127422 1,590.1 1,909.6 | 2,236.4 | 2,525.7 | 2,712.6 | 2,890.0
B CAD 26.9 134.6 277.0 458.6 918.2 13026 | 1,875.7 | 2,630.6 | 3.551.4 | 43149 | 48543 | 52426 | 5520.5 | 5713.7 | 5.888.0 | 5.988.1

Note:

Source:

The calculation of the Market Size of DCB by Therapeutic Areas in China only includes the revenue of DCB
approved for indicated therapeutic area at ex-factory level. For the therapeutic area that has no approved
DCB, Frost & Sullivan had estimation on when DCB would be approved based on the under-study DCB
circumstances in China.

Literature research, expert interview and Frost & Sullivan analysis. Frost & Sullivan conducted market
researches and interviews on both the demand side and the supply side on the relevant marketed or
under-study DCB via multi-channel sources, including literature researches, secondary industry report,
enterprise sales data, expert interview, the overview of the major and other competitors, the overview of
major DCB and relevant market pricing, and the market development trends. Based on these researches,
Frost & Sullivan collected the revenue of marketed DCB with public information and made estimation for
the revenue of those without public information to calculate the market size of DCB in different therapeutic
areas. Besides, the market size only includes the revenue of DCB approved for indicated therapeutic area
at ex-factory level. For the therapeutic area that has no approved DCB, Frost & Sullivan had estimation on
when DCB would be approved based on the under-study DCB circumstances in China.

Entry Barriers for DCB Product Market in China

The development and commercialization of DCB products require strong research and

development capabilities, in-depth understanding of market trends and extensive management

experience, therefore, there exist high entry barriers for new players to enter the DCB product

market, including:

Advanced technologies in product design and manufacturing. As a type of high-end
Class III medical device, DCB products involve highly sophisticated technologies.
For example, although it might be possible for new players to copy the combination
of the anti-proliferation drug and the excipient used by other DCB product
manufacturers, they typically would not have sufficient know-how to effectively and
efficiently coat such drugs on the balloons. Only mature companies with
sophisticated product design and manufacturing technologies can overcome these
challenges. Similarly, ensuring an appropriate drug releasing curve for the DCB
products also requires extensive research and experience, which new players usually
lack.
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. Strict regulations and policies. The regulatory regime for Class III interventional
devices in China is very strict. For example, before a DCB product can be approved
for commercialization, the manufacturer needs to conduct extensive pre-clinical
studies and needs to complete multiple rounds of clinical trials, which would take
a very long time to complete (at least three years, according to Frost & Sullivan),
and would involve significant costs. Established companies have more resources to
quickly respond to, and to strictly comply with, such regulations and policies, and
it might be difficult for new participants in the industry to do the same.

. Significant first-mover advantages of an established domestic player. Different from
most other segments of the medical device market in China, the peripheral DCB
product market in China is dominated by a domestic player, namely Acotec,
according to Frost & Sullivan. Each of Acotec’s launched DCB products was
approved by the NMPA multiple years ahead of its competitors. Leveraging its
established first-mover advantages, Acotec is actively exploring opportunities to
further expand the indications of its products. With the favorable policies adopted
by the PRC government encouraging domestic medical device companies, it is
expected that Acotec can further strengthen its leading position, and establish high
entry barriers difficult for other players in the industry to surpass.

Growth Drivers for DCB Market in China

The DCB product market in China is expected to maintain its high growth rate mainly due
to the following factors:

. Government support. Chinese government has adopted various policies to encourage
the innovation of medical device in recent years. For instance, the Health and
Wellness Plan of the Thirteenth Five-Year Plan ( {“1 = fA Bfd A H) )
aims to implement an expanded national reimbursement list for innovative medical
devices. Moreover, in December 2019, the NMPA issued the Guidelines on
Conditional Approval for Medical Devices ( CBFEas IR {RHLHE LT F8 E R
HI) ) to address the urgent market needs for medical devices indicated for treating
life-threatening diseases, which accelerated the reviewing process and allows
conditional approval for such medical devices. These favorable government policies
are expected to support further expansion of the DCB market in China.

. Ability to address unmet medical needs. DCB products had demonstrated their
potential to address a variety of unmet medical needs. For example, DCB can
effectively lower the risks of vascular restenosis and recoil, without having to
implant a foreign object in human bodies. Furthermore, for certain small and
complex arteries, and for certain diseases that involve long and complex lesions,
stenting might not be an ideal treatment solution, and might not even be a viable
choice, leaving DCB as the most suitable, and sometimes the only viable, treatment
solution. With the escalating prevalence of vascular diseases, enhanced patient
health awareness, increased patient affordability, and improved clinical practice of
physicians, it is expected that DCB therapies targeting various vascular diseases can
maintain their growth momentum in China in the upcoming years.

. Potential cost-saving solution as compared to traditional therapies. DCB therapy
outperforms many traditional therapies in multiple therapeutic areas, not only in
terms of its good safety and efficacy profiles, but also in terms of its cost efficiency.
As a result, an increasing number of patients may find DCB therapy more appealing
than traditional therapies, thereby further drive the growth of the market.
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. Potential indication expansion. DCB products have been widely used in the field of
coronary and peripheral interventions in many medically advanced countries, but the
DCB product market in China is still at its emerging stage with only a few
commercialized products indicated for treating a limited number of diseases. It is
expected that the DCB therapy may further expand to other therapeutic areas such
as treating intracranial artery diseases, vertebral artery diseases and internal lilac
artery diseases. Such potential in indication expansion will motivate market players
to allocate more resources to the development of DCB drug-coating technology and
drive the DCB market in China to grow in the future.

Lower Extremity DCB Market

Overview of Lower Extremity Arterial Diseases (LEAD) and Treatment

LEAD is the most common manifestation of PAD caused by atherosclerosis. LEAD
occurs when plaque forms in leg arteries and causes poor blood flow, which may result in leg
pain and increase the risk of developing open, infected sores on the skin. Without treatment,
LEAD can cause leg tissues to die, sometimes requiring amputation. Major risk factors for
LEAD include smoking, diabetes, obesity, hypercholesterolemia, hypertension, family history
and age. The prevalence of LEAD in China increased from 35.8 million in 2015 to 39.6 million
in 2019 at a CAGR of 2.5%, and is expected to further increase to 49.8 million in 2030, at a
CAGR of 2.1% from 2019 to 2030. The expected increase in the prevalence of LEAD in China
is primarily due to the potential increase of the number of patients with diabetes mellitus
during the same period. Diabetes mellitus is the leading cause of atherosclerotic lesions in BTK
arteries and its most common manifestation in lower extremity is diabetic foot. The prevalence
of patients with diabetes mellitus in China increased from 114.7 million in 2015 to 129.4
million in 2019 at a CAGR of 3.1%, and is expected to further increase to 170.3 million in
2030, at a CAGR of 2.5% from 2019 to 2030. The expected increase in the prevalence of
diabetes mellitus in China is primarily due to the aging of population and potential unhealthy
lifestyle in the future. For patients with diabetes mellitus, the high blood sugar levels will
prevent nutrients and oxygen from energizing cells, prevent the immune system from
functioning efficiently, and increase inflammation in the body’s cells, which finally lead to the
slow wound healing and ulceration of the foot, namely the diabetic foot. According to Frost &
Sullivan, a large and increasing patient pool suffers from diabetic foot in China. The prevalence
of diabetic foot in China increased from 6.5 million in 2015 to 7.4 million in 2019 at a CAGR
of 3.1%, and is expected to increase to 9.7 million in 2030 at a CAGR of 2.5% from 2019 to
2030.

In the early stages of LEAD, treatment options for patients primarily include behavioral
changes and drug therapy. In more advanced stages of LEAD such as critical and acute limb
ischemia, revascularization through intervention procedures or bypass surgeries is necessary to
reduce the risk of amputation. In recent years, lower extremity intervention procedures have
developed rapidly and are increasingly preferred by physicians and patients over bypass
surgeries as they generally cause fewer complications and allow faster recoveries. Categorized
by the anatomical location of target lesions, lower extremity intervention procedures include
above-the-knee interventions and below-the-knee interventions.
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Above-the-knee interventions

Above-the-knee interventions primarily target lesions in superficial femoral artery (SFA)
and popliteal artery (PPA). Common therapies adopted in the intervention procedures for the
treatment of SFA/PPA lesions include PTA balloons, stents and DCBs.

Below-the-knee interventions

Below-the-knee (BTK) interventions primarily target lesions in tibial artery, fibular artery
and dorsalis pedis artery. These BTK arteries generally have smaller diameter than above-the-
knee arteries and the BTK lesions are normally longer than the SFA/PPA lesions. As a result,
stenting is normally not suitable for the treatment of BTK lesions. Low-profile PTA balloon is
currently the mainstream therapy for the treatment of BTK lesions. Driven by the large patient
pool and the increasing awareness of the benefits of DCB therapy among physicians and
patients, below-the-knee interventions using DCB products are expected to grow rapidly in
China.

Lower Extremity Intervention Procedures in China
Despite the huge pool of patients suffering from LEAD in China, only a very small
portion of such patients received treatment. The diagram below shows the number of lower

extremity intervention procedures in China:

Historical and Forecasted Volume of Lower Extremity Artery
Intervention Procedures in China, 2015-2030E

Period CAGR

Thousand 2015-2019 18.5%
= Below-the-knee 2019-2024E 20.4%
2024E-2030E 13.6%

= Above-the-knee
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Note:  The calculation of the volume of LEAD intervention procedures in China only includes the relevant
intervention medical devices approved for use in the treatment of LEAD.

Source: Literature research, expert interview and Frost & Sullivan analysis. Frost & Sullivan conducted market
researches on both the demand side and the supply side on the relevant marketed or under-study intervention
medical devices indicated for use in the treatment of LEAD via multi-channel sources, including NMPA
approved medical device database, enterprise sales data, the overview of the major and other competitors,
literature researches, expert interview, and the market development trends. Based on these researches, Frost
& Sullivan estimated the volume of intervention procedures in China. The expected increase in the number
of LEAD intervention procedures is primarily due to the potential increasing population of patients with
LEAD, the incremental acknowledgment of the benefits of intervention procedures over open surgery, and
the arising number of approved intervention medical devices in the future.
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Lower Extremity DCB Procedures in China

Because of the benefits of DCB therapy as compared to other interventional therapies
such as PTA balloons and DESs, particularly in the field of treating LEAD, DCB procedures
are expected to capture a significant portion of lower extremity intervention procedures. The
number of lower extremity DCB procedures in China increased from nil in 2015 to 12.2
thousand in 2019. It is estimated to increase to 105.3 thousand in 2024 (including 25.0
thousand below-the-knee DCB procedures) at a CAGR of 53.9% from 2019 to 2024, and to
further increase to 380.6 thousand in 2030 (including 153.5 thousand below-the-knee DCB
procedures) at a CAGR of 23.9% from 2024 to 2030. The diagram below shows the historical

and forecasted number of lower extremity DCB procedures in China:

Historical and Forecasted Volume of Lower Extremity DCB Procedures in China,

2015-2030E
CAGR
Period Above-the- Below-the-
knee knee Total
2015-2019 - - -
2019-2024E 45.7% - 53.9%
2024E-2030E 18.9% 35.3% 23.9%
Thousand Procedures

B Below-the-knee 261.4

W Above-the-knee

2015 2016 2017 2018 2019 2020E  2021E 2022E 2023E  2024E 2025E 2026E 2027E 2028E 2029E 2030E

Note:  The calculation of the volume of LEAD DCB procedures in China only includes the DCB approved for use
in the treatment of above-the-knee or below-the-knee. The first DCB in China obtained the approval for use
in the above-the-knee by NMPA in 2016, namely the AcoArt Orchid® & Dhalia™. While the first DCB in

™

China obtained the approval for use in the below-the-knee by NMPA in 2020, namely the AcoArt Tulip = &
Litos™, which is expected to have sales and intervention procedures in 2021.

Source: Literature research, expert interview and Frost & Sullivan analysis

Market Size of Lower Extremity DCB Products in China

The market size of lower extremity DCB products in China increased from nil in 2015 to
RMB141.8 million in 2019. It is estimated to increase to RMB1.3 billion in 2024 (including
RMB363.3 million for below-the-knee DCB products) at a CAGR of 55.1% from 2019 to 2024,
and further increase to RMB2.9 billion in 2030 (including RMB1.5 billion for below-the-knee
DCB products) at a CAGR of 14.6% from 2024 to 2030.
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Competitive Landscape of DCB Products Indicated for Treating SFA/PPA Lesions

Analysis and Comparison of Approved SFA/PPA DCB Products in China

As of the Latest Practicable Date, there were only four NMPA-approved DCB products
indicated for the treatment of superficial femoral (SFA) and popliteal arteries (PPA) lesions on

the market in China, details of which are set out in the below table:

Acotec

Endovastec

Medtronic

Zylox Medical

AcoArt Orchid® & Dhalia™ Reewarm PTX IN.PACT Admiral UltraFree
Paclitaxel Paclitaxel Paclitaxel Paclitaxel
3.0 3.0 35 3.0
M;ge";:‘l:m Iopromide Urea No excipient
(includi Pslpgpi‘? ts of Lower limb Lower limb Lower limb
including PoA) segments o (excluding BTK arteries) (excluding BTK arteries) (excluding BTK arteries)

0.035

NMPA
FDA

20-220 20-120 20-220
27 47 212
N x| X _
N x| R
X \/ ‘/
20 2 2020 | 2020
el NA 2014 NA
2020 2009 2020

Source: FDA, EMA, NMPA, company websites and Frost & Sullivan analysis

The table below summarizes the key information of the clinical trials conducted by the

above four DCB product manufacturers for product registration in China:

Manufacturer

Product Name

Clinical Trial Initiated In

Clinical Trial

Patient Enrolled

Trial Type

Target Lesion
Length, mm

12 months
CD-TLR, %
12 months Patency
Rate, %

S-year CD-TLR, %

5-year All-cause
Death, %

Note:

Acotec Endovastec Medtronic Zylox Medical
AcoArt Orchid® &Dhalia™ Reewarm PTX INPACT Admiral UltraFree
2013.04 2014.07 201009 | 201403 N/A
T [
NCT01850056 E‘:;lr‘::“:g i E\('ixl::[.\]a)lll::m I;\I’CC?())]] %ﬁi‘; i NCT02118532 CMDE Evaluation Report
| Report |
200 200 i 200 331 3 143 192
RCT RCT 1 RCT RCT | SAT RCT
147 £ 110 96 +48 i N/A 89449 | 10465 70+ 63
54 49 1 N/A 2 ! 524 N/A
0.05+0.73 049 +0.81 3 049 +0.81 N/A } N/A 0.50 +0.82
25 289 i 28.1 N/A | N/A 211
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, B e i
6.1 16.9% i N/A N/A J N/A 6.5
SO ST T T O
76.1 N/A T} N/A 822 i 89.1 540
T N N ss L owa | A
,,,,,,,,,,,,,,,,,,,,,,,,,,,, PR (S S e ——
173 N/A ] N/A 158 ! N/A N/A

of controlled, head-to-head clinical studies.

The TLR results of Endovastec are all-TLR but not CD-TLR.

Source: ClinicalTrials.gov, literature research, CMDE and Frost & Sullivan analysis
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As demonstrated in the table above, as compared to the other clinical trials, the clinical
trial for AcoArt Orchid® & Dhalia™ adopted more stringent patient enrollment standards:
patients enrolled for the AcoArt Orchid® & Dhalia™ clinical trial had an average lesion length
of 147 mm, and 54% of the patients enrolled had chronic total occlusion (CTO) (i.e., their
diseased arteries was completely obstructed). In terms of six-month late lumen loss (LLL),
which was the primary endpoint of the AcoArt Orchid® & Dhalia™ clinical trial and one of
the most important efficacy indicators for DCB products, the trial subjects who were treated
with AcoArt Orchid® & Dhalia™ had an average six-month LLL of only 0.05 mm, meaning
that six-months after being treated with AcoArt Orchid® & Dhalia™, the average diameter of
the treated arteries of the trial subjects reduced by merely 0.05 mm as compared to the average
diameter immediately after the procedures, which convincingly demonstrated the long-term

effectiveness of AcoArt Orchid® & Dhalia™ in preventing vessel restenosis.

Acotec is the dominating market leader in the SFA/PPA DCB market in China, and the
other three market players just received NMPA’s approvals for their respective SFA/PPA DCB
products in 2020. The following diagram illustrates the market shares of the existing players
in the industry in terms of revenue generated in 2020:

Market Share of Players of in the SFA/PPA DCB Market in China, 2020E

Compan Revenue,
pany Million RMB

= Acotec 142.6 86.9%
= Player A 12.2 7.4%
= Player B 8.6 5.3%

Player C 0.8 0.5%

Note:  Frost & Sullivan has estimation for the revenue which does not have public information.

Source: Annual reports, expert interview and Frost & Sullivan analysis
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Analysis and Comparison of SFA/PPA DCB Products under Clinical Study in China

As of the Latest Practicable Date, only four DCB products indicated for the treatment of
SFA/PPA lesions were under clinical study in China and all of them are manufactured by
international brands, details of which are set out in the below table:

Manufacturer

Product Name

Coated Drug
n

Trial Locations

Biotronik Boston Scientific Cardionovum C.R. Bard
Passeo-18 Lux Ranger OTW/SL OTW Legflow OTW Lutonix 018/035
Paclitaxel Paclitaxel Paclitaxel Paclitaxel
SFA, PPA SFA, PPA SFA, PPA SFA, PPA
MALE, CD-TLR TLR CD-TLR Pﬁmi‘_:gi‘:‘ﬁ:?i}f the
1 month 12 months 12 months 0-12 months
China China China China

Note Passeo-18 Lux obtained CE mark in the
use of treatment for SFA/PPA in 2014

Ranger got FDA approval in the use of
treatment for SFA/PPA in 2020;
Ranger obtained CE mark in the use of
treatment for SFA/PPA in 2014

Legflow obtained CE mark in the use of
treatment for SEA/PPA in 2012

Lutonix got FDA approval
in the use of treatment for
SFA/PPA in 2014;
Lutonix obtained CE mark
in the use of treatment for
SEA/PPA in 2011

Source: Company websites, ClinicalTrials.gov and Frost & Sullivan analysis

The above four SFA/PPA DCB products have been launched for years and obtained wide
acceptance in overseas markets. Upon approval by the NMPA, they will become competing
products of AcoArt Orchid® & Dhalia™ in the China market. As of the Latest Practicable
Date, Biotronik, Boston Scientific, Cardionovum and C.R. Bard were conducting clinical trials
as required by the NMPA for these four DCB products in China but had not published any trial
results. Nevertheless, three of them (i.e., Biotronik, Boston Scientific and C.R. Bard) have
published the results of the clinical trials (including the six-month LLL data) conducted for the
same products in overseas markets. As compared with these clinical trials, the RCT for AcoArt
Orchid® & Dhalia™ enrolled patients with the longest lesions in average and demonstrated the
most significant difference between the DCB group and the PTA group in terms of six-month
LLL, as shown in the chart below:

14 W DCB PTA Balloon # Lesion Length 160
12 ® s
1.09 140
1.04
1.0
120
08 0.76 g
£ E
E 100 2
3 06 2
< 051 3
g 046 ¢ 80 &
g z
T 04
< * z
El 2
i o g
9 02 z
E z
S 0.05 g
n - )
02 0.16 20
AcoArt Orchid® & Dhalia™ Lutonix 018/035 Passeo-18 Lux Ranger
04 (Acotec) (Bard) (Biotronik) (Boston Scientific)

The above information was derived from different clinical trials for different products without the support
of controlled, head-to-head clinical studies.

Note:

Source: ClinicalTrials.gov, literature research and Frost & Sullivan analysis
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Analysis and Comparison of Products with Long-term Clinical Trial Results

As of the Latest Practicable Date, Cook Medical and Medtronic were the only two
international players that had published peer-reviewed five-year follow-up results on well-
known journals for their endovascular interventional devices indicated for the treatment of
PAD (i.e., Cook Medical’s Zilver PTX, a DES product and Medtronic’s IN.PACT Admiral, a
DCB product). A summary of the five-year clinical trial results for the two products (as
compared with the RCT for AcoArt Orchid® & Dhalia™) are set out in the table below:

Manufacturer Acotec Cook Medtronic
Product Name AcoArt Orchid® & Dhalia™ (DCB) Zilver PTX (DES) IN.PACT Admiral (DCB)

Paclitaxel Paclitaxel Paclitaxel

3.0 3.0 35

Magnesium

iy No excipient Urea
Stearate

SFA/PPA SFA SFA/PPA
Literature Literature Literature
NCTO01850056 NCT00120406 NCT01175850; NCT01566461
200 474 331
RCT RCT RCT

147 £ 110 66 + 39 89 +49

152109 63 +41 88+ 51

71.5 83.1 745

59.1 67.6 65.3

82.7 83.1 84.2

732 89.8 90.4

Note:  The above information was derived from different clinical trials for different products without the support
of controlled, head-to-head clinical studies.

Source: ClinicalTrials.gov, literature research and Frost & Sullivan analysis

As demonstrated in the table above, as compared to the other two clinical trials, the
patients enrolled for the clinical trial for AcoArt Orchid® & Dhalia™ had the longest target
lesion (which means that the diseases suffered by the relevant patients were much more severe,
and therefore theoretically much more difficult to cure). Five-year freedom from CD-TLR
indicates the number of patients who did not undergo any re-interventions at the target lesion
due to clinical symptoms within five years after the procedures (which theoretically means that
the diseases suffered by the relevant patients did not recrudesce for five years after the
procedures). Five-year freedom from CD-TLR is one of the most important long-term efficacy
indicators for endovascular interventional devices indicated for the treatment of PAD. In
addition, in terms of five-year freedom from all-cause death (one of the most important
long-term safety indicators), the RCT for AcoArt Orchid® & Dhalia™ was the only clinical
trial where the study group demonstrated better results than the control group (which means
after five years, the patients who had accepted the treatment of AcoArt Orchid® & Dhalia™
had a lower rate of all-cause death than the patients who had accepted the treatment of PTA
balloons, while the other two clinical trials demonstrated an opposite result).
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Competitive Landscape of DCB Products Indicated for Treating BTK Lesions

As of the Latest Practicable Date, AcoArt Tulip™ & Litos™ was the first and only BTK
DCB product approved by the NMPA and there was no ongoing clinical trial conducted in
China for any other BTK DCB product candidates’, so it is expected that Acotec can maintain
its leading position in the BTK DCB market in China for at least five years.

In the global market, as of the Latest Practicable Date, several other BTK DCB products
(e.g., Passeo-18 Lux developed by Biotronik, and Lutonix 014 developed by C.R. Bard)
obtained the CE Marking, but no BTK DCB product had received approval in the U.S. or Japan.
Very limited information is publicly available for such products that only obtained the CE
Marking. As of the Latest Practicable Date, AcoArt Tulip™ & Litos™™ was the only BTK DCB
product that received regulatory approval based on multi-center randomized controlled clinical
trial results.

Arteriovenous Fistula (AVF) DCB Market
End-Stage Renal Disease (ESRD) and Hemodialysis (HD)

End-stage renal failure, also known as end-stage renal disease (ESRD), is the final,
permanent stage of chronic kidney disease, where kidney function has declined to the point that
the kidney can no longer function on its own. A patient with end-stage renal failure must
receive dialysis or kidney transplantation in order to survive for more than a few weeks.

Dialysis artificially removes waste products and extra fluid from blood when kidneys can
no longer perform such function. In peritoneal dialysis (PD), a catheter inserted into the
abdomen fills abdominal cavity with a dialysis solution that absorbs waste and excess fluids.
After a period of time, the dialysis solution drains from the body, carrying the waste with it.
In hemodialysis (HD), a machine filters waste and excess fluids from the blood. Compared with
PD, HD has a higher dialysis efficacy and better capacity control. In China, there are more
prevalent HD patients than PD patients.

The number of HD patients in China increased from 385.1 thousand in 2015 to 632.7
thousand in 2019 at a CAGR of 13.2%. It is estimated to increase to 1.3 million in 2024 at a
CAGR of 16.2% from 2019 to 2024, and to further increase to 3.8 million in 2030 at a CAGR
of 18.8% from 2024 to 2030.

Treatment of Stenosed Hemodialysis Arteriovenous Fistula

Arteriovenous Fistula (AVF) is an abnormal connection or passageway between an artery
and a vein. Arteriovenous fistulas are often surgically created for use in dialysis in people with
ESRD, but they may also be congenital, or acquired due to pathologic process, such as trauma
or erosion of an arterial aneurysm.

Note:

1. There was another company that registered a clinical trial in China for a BTK product candidate, but based on
publicly available information, this clinical trial was suspended as of the Latest Practicable Date.

2. Manufacturers are not required to submit randomized controlled clinical trial results for their respective BTK

DCB products, in order to apply for the CE Marking. In comparison, in heavily regulated markets such as the
U.S., China, and Japan, multi-center randomized controlled clinical trial results are mandatory in order to
register BTK DCB products in the relevant jurisdictions.
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When a vein and an artery are connected to form an AVF, the vein is at risk for damage
caused by the change in blood flow rate and pressure from the high pressure, high flow rate
in the arterial system. The body responds to this damage by sending extra cells to repair the
problem, and those extra cells build up over time, resulting in stenosis. Another cause of
stenosis in AVF is repeated punctures on the skin for dialysis access, and the puncture point
is prone to intimal hyperplasia, leading to intravascular stenosis. Stenosed HD AVF not only
makes surgically created AVFs lose their functions, but also involves a number of
complications, many of which life-threatening.

Treatment methods for stenosed HD AVF include surgery and endovascular intervention.
Surgery is the traditional treatment method for the stenosed HD AVF, during which procedure
the physician opens the stenosed vessels and re-create the AVF. Surgery is proved to be an
effective way of treating stenosed HD AVF, however, it may cause infections and other
complications, and not all patients can endure, or are willing to undergo, open surgeries.
Endovascular intervention is currently the recommended approach to treat stenosed HD AVF.
Among all endovascular interventional technologies, including PTA balloons, high-pressure
balloons, cutting balloons, stent-graft, and DCB, stent-graft can more effectively prevent
restenosis as compared to PTA balloons, high-pressure balloons and cutting balloons, but may
lead to ISR; DCB, on the other hand, can effectively prevent restenosis while avoiding the
complications associated with leaving a stent in the human body.

The number of HD interventional procedures in China increased from 7.7 thousand in
2015 to 39.1 thousand in 2019 at a CAGR of 50.1%. It is estimated to increase to 240.1
thousand in 2024 at a CAGR of 43.8% from 2019 to 2024, and further increase to 994.5
thousand in 2030 at a CAGR of 26.7% from 2024 to 2030. The diagram below shows the
number of HD interventional procedures in China:

Historical and Forecasted Volume of Interventional Procedures for
Hemodialysis AVF Stenosis in China, 2015-2030E

Period CAGR
2015-2019 50.1%
2019-2024E 43.8%
2024E-2030E 26.7%

Thousand 9945

844.0

711.8
564.6
438.4
330.9
240.1
164.1
101.0
51.2 73.8

77 8.9 15.7 29.0 39.1
L2 2 em o oem mm -

2015 2016 2017 2018 2019 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: Literature research, expert interview and Frost & Sullivan analysis. Frost & Sullivan conducted market
researches on both the demand side and the supply side on the relevant marketed or under-study intervention
medical devices indicated for use in the treatment of hemodialysis AVF stenosis via multi-channel sources,
including NMPA approved medical device database, enterprise sales data, the overview of the major and
other competitors, literature researches, expert interview, and the market development trends. Based on
these researches, Frost & Sullivan estimated the volume of hemodialysis AVF stenosis intervention
procedures in China. The expected increase in the number of intervention procedures is primarily due to the
potential increasing population of patients adopting hemodialysis, and the arising number of approved
intervention medical devices for the treatment of such disease in the future.
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Market Size and Competitive Landscape of AVF DCB Products

The first DCB product for the treatment of HD AVF stenosis was commercialized in China
in 2020, and driven by the increasing number of HD interventional procedures in China, it is
estimated that the market size of DCB products for the treatment of HD AVF stenosis in China
would reach RMB220.0 million in 2024 and further increase to RMB2.4 billion in 2030 at a
CAGR of 48.7% from 2024 to 2030.

As of the Latest Practicable Date, Cardionovum’s APERTO OTW® was the only
arteriovenous access DCB that has been approved by the NMPA for commercialization in
China, and Bard’s Lutonix® and Medtronic’s IN.PACT™ AV™ were the only arteriovenous
access DCBs that has been approved by the FDA for commercialization in the United States.
As of the Latest Practicable Date, Acotec was one of the only two companies conducting
clinical trials in China for arteriovenous access DCB products.

Intracardiac DCB Market
Coronary Artery Disease (CAD)

Coronary artery disease (CAD), also known as ischemic heart disease, is a type of
cardiovascular disease that develops due to the narrowing or blockage of the coronary arteries,
usually caused by atherosclerosis. The most important behavioral risk factors of CAD are
unhealthy diet, physical inactivity, tobacco use and harmful use of alcohol. There are also a
number of underlying determinants of CAD, including aging, stress and hereditary factors.
With its high morbidity and mortality, CAD seriously threatens human health, especially in the
rural areas.

Due to factor such as aging population, obesity and sedentary lifestyles, the number of
CAD patients in China increased from 22.0 million in 2015 to 24.6 million in 2019 at a CAGR
of 2.8%, and is estimated to further increase to 31.7 million in 2030 at a CAGR of 2.3% from
2019 to 2030.

Treatment of CAD

CAD is considered to be one of the most serious diseases, because of its high incidence
and mortality rates. Currently, treatments for CAD are generally divided into four categories:
medication, coronary artery bypass grafting (CABG), percutaneous coronary intervention
(PCI) and stem cell transplantation. The medication approach is used to manage the risk factors
associated with CAD, such as hypertension, high cholesterol, high blood lipids and diabetes,
therefore it can only help alleviate the patients’ symptoms, but typically cannot prevent CAD
from progressing to severe CAD. If severe CAD is not treated by redirecting blood flow or
widening the coronary arteries through surgeries or interventional procedures, patients will
experience worsening symptoms, which can lead to death. Both CABG and PCI can effectively
treat CAD and are the two mainstream treatment methods recommended by physicians. CABG
is an open-heart surgery, in which an artery or vein taken from elsewhere in the body is stitched
in place to reroute blood around the blocked artery. However, not all patients can withstand
open-heart surgeries. For patients with inoperable CAD, or with high surgical risks, PCI offers
them a viable alternative with minimal invasiveness. In addition, because PCI procedures
require less hospitalization time, allow faster recovery, and are relatively cheaper than CABG
procedures, PCI procedures are also increasingly being performed on intermediate to low
surgical risk CAD patients.
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PCI is used primarily to open a narrowed or blocked coronary artery and restore arterial
blood flow to heart tissue, without requiring open-heart surgery. Since the conduct of the first
successful PCI procedure, the interventional treatment for CAD has undergone more than 30
years of development, and the treatment methods evolved from PTA balloons to bare-metal
stents (BMS), then to drug-eluting stents (DES), and further to bioresorbable scaffolds (BRS).
The various types of stents are more effective in preventing vessel restenosis than PTA
balloons, however, studies show that there are still chances of in-stent restenosis (ISR)
associated with such stenting procedures, and once ISR occurs, it would be very difficult to
treat it with another stent.

In addition, a sub-group of CAD is called small vessel disease (SVD), which occurs when
the walls of the small arteries in the heart are damaged. Because the vessels are very small, it
is difficult to treat SVD with stents. Furthermore, certain CAD cases involve bifurcation
lesions, which refer to coronary artery narrowing involving both the main artery and the
adjacent side branches. Such bifurcation lesions are also difficult to treat with stents.

According to Frost & Sullivan, based on the literature researches and expert interviews
it conducted, among all the cases requiring PCI procedures, approximately 10% involved ISR,
approximately 18% involved SVD, and approximately 37% involved bifurcation lesions. As
compared to stents, DCB is a better option to treat such diseases or complications.

Competitive Landscape of Intracardiac DCB Products

As of the Latest Practicable Date, there were eight intracardiac DCB products approved
for commercialization in China, among which seven were indicated for the treatment of ISR
and one was indicated for the treatment for bifurcation lesions. As of the Latest Practicable
Date, Acotec was conducting an RCT for its intracardiac DCB product indicated for the
treatment of SVD. Details of the intracardiac DCB products approved by the NMPA as of the
Latest Practicable Date are set out in the below table:

B. Braun Yinyi Biotech Cardionovum Shengi Medical Lepu Medical InnoMed Scientific Barty Medical

BIBRAUN | @ nzzn (o cammonovum| 10w | B npery | | B2 | 4y Emmey

inyi Biotech ESEN | innomMed
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T
I
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T
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Excipient Topromide Topromide N/A Shellac Resin Topromide Urea Iopromide N/A
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Indication Expansion of DCB Products

Now that DCB has been proven to be a safe and effective way to open coronary arteries,
lower extremity peripheral arteries, and stenosed HD AVFs, and in the meantime reduce the
risks of restenosis or recoil, it is also being investigated for the applications in treating diseases

in other types of arteries such as the intracranial artery, vertebral artery and internal lilac artery.

Intracranial DCB and Vertebral Artery DCB Market

Stroke

Stroke is the sudden death of some brain cells due to lack of oxygen when the blood flow
to the brain is lost by blockage or rupture of an artery to the brain. It is the second leading cause
of death and the third leading cause of disability worldwide.

There are two major categories of stroke: ischemic stroke and hemorrhagic stroke.
Ischemic stroke occurs when a vessel supplying blood to the brain is obstructed; and
intracranial stenosis, a narrowing of an artery inside the brain, may lead to acute ischemic
strokes. Hemorrhagic stroke is bleeding that suddenly interferes with the brain’s function and
this bleeding can occur either within the brain or between the brain and the skull.

The number of stroke incidence in China increased from 4.2 million in 2015 to 4.8 million
in 2019 at a CAGR of 3.7%. It is estimated to increase to 5.7 million in 2024 at a CAGR of
3.2% from 2019 to 2024, and further increase to 6.2 million in 2030 at a CAGR of 1.5% from
2024 to 2030.

Intracranial and Vertebral Atherosclerotic Stenosis

Intracranial and vertebral atherosclerotic stenosis of a major cerebral artery is one of the
most common causes of stroke worldwide, especially for ischemic stroke. Atherosclerotic

stenosis is associated with a high risk of recurrent stroke compared with other stroke subtypes.

Acute ischemic stroke is the most common type of stroke, accounting for around 70% of
the strokes in China. Intracranial atherosclerotic stenosis is one of the major causes of ischemic
stroke, accounting for 47.6% of the ischemic strokes. The number of patients with ischemic
stroke caused by intracranial atherosclerosis disease increased from 1.4 million in 2015 to 1.6
million in 2019 at a CAGR of 4.1%. It is estimated to increase to 1.9 million in 2024 at a
CAGR of 3.7% from 2019 to 2024, and further increase to 2.2 million at a CAGR of 1.9% from
2024 to 2030.

- 139 -



INDUSTRY OVERVIEW

Treatment of Intracranial and Vertebral Atherosclerotic Stenosis

Treatment methods for intracranial and vertebral atherosclerotic stenosis include lifestyle
changes, medication, surgery, and endovascular intervention. Endovascular intervention has
been applied for the treatment for both intracranial atherosclerotic stenosis (ICAS) and
vertebral atherosclerotic (VAO) stenosis. Historically, most intervention procedures for
intracranial and vertebral atherosclerotic stenosis used PTA balloons or stents. However, PTA
balloons often result in high rate of restenosis, and stenting often causes complications such as
ISR. DCB is a promising treatment method for the treatment of ICAS and VAO.

Competitive Landscape of Intracranial DCB and Vertebral Arterial DCB Products

As of the Latest Practicable Date, there was no DCB product approved for the treatment
of intracranial or vertebral atherosclerosis in China, and Acotec was the only company that was
conducting clinical trials for its DCB product for the treatment of ICAS and VAO in China.

Internal Iliac Artery DCB Market
Erectile Dysfunction

Erectile dysfunction (ED) is defined as the persistent or repeated inability to achieve or
maintain an erection sufficient for satisfactory sexual performance. Important risk factors that
affect ED occurrence and severity include aging, unhealthy lifestyles, metabolic diseases and
adverse reactions of drugs.

The number of patients with ED in China increased from 130.4 million in 2015 to 146.2
million in 2019 at a CAGR of 2.9%. It is estimated to increase to 170.6 million in 2024 at a
CAGR of 3.1% from 2019 to 2024, and to further increase to 196.4 million in 2030 at a CAGR
of 2.4%.

Although ED could be caused by pure physiological factors such as stress, depression and
anxiety, approximately 70% of ED cases are caused by physical factors, among which
approximately 70% are caused by insufficient blood supply (vasculogenic ED).

Treatment of Vasculogenic ED

Current treatment methods for vasculogenic ED include drugs, non-invasive medical
devices, open surgery, and endovascular intervention. Among them, PDES5 inhibitor drugs are
still the first-line treatment for vasculogenic ED patients. However, the unresponsive rate of
PDES inhibitor drugs is up to 50%, and the drugs may cause a number of complications.
Vacuum erectile device (VED) is a type of non-invasive medical device which uses negative
pressure to increase blood flow to the penis, but it may cause pain, bruising, or difficulty
ejaculating. Penile prosthesis implantation is the use of surgical procedures to implant plastic
or inflatable fillers into the corpora cavernosa of the penis. It is an effective treatment for
vasculogenic ED with no interference to urination, orgasm or pleasure, but it is costly and has
a risk of infection and mechanical malfunction. Endovascular interventions have been proved
to be effective to expand the internal iliac artery, which would increase the blood flow to the
penis and treat vasculogenic ED.
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Among endovascular intervention solutions for the treatment of vasculogenic ED, DCB
is regarded as a promising method because it reduces the risks of restenosis, and can avoid the
complications commonly associated with stents such as ISR and stent fracture.

Competitive Landscape of Vasculogenic ED DCB Products

As of the Latest Practicable Date, Concept Medical’s MagicTouch-ED was the only DCB
product approved to be use in the treatment of vasculogenic ED in the world. In China, Acotec
initiated a single-center pilot study to evaluate the safety and efficacy of DCB product in the
treatment of vasculogenic ED.

RADIOFREQUENCY ABLATION CATHETERS MARKET
Overview of Varicose Vein (VV)

Varicose vein (VV), as one of the most common chronic venous disorders (CVD), is a
degenerative disease of the venous system where there is a defect in the strength of the vein
wall with associated valvular dysfunction resulting in reflux (reverse) flow in affected areas of
the superficial venous system of the legs.

The number of patients with VV in China increased from 371.9 million in 2015 to 399.4
million in 2019 at a CAGR of 1.8%. It is estimated to increase to 433.3 million in 2024 at a
CAGR of 1.6% from 2019 to 2024, and to further increase to 476.6 million in 2030 at a CAGR
of 1.6% from 2024 to 2030.

Treatment of Varicose Vein and Energy Platform Procedures

For superficial VVs, self-care, over-the-counter anti-inflammatory drugs and compression
stockings are normally adopted. But for severe VVs, open surgery, foam sclerotherapy and
endothermal ablation are often recommended. Endothermal ablation is an emerging
intervention technology that uses heat energy with lasers, microwaves or radiofrequency waves
to destroy and ultimately close the vein. It is a minimally invasive procedure which generally
does not leave cuts or scars.

Endothermal ablation techniques include radiofrequency ablation (RFA), endovenous
laser treatment (EVLT) and others such as endovenous microwave ablation. Overtime,
endothermal techniques have transformed the way that VVs are managed. Both the American
Venous Forum and the National Institute of Clinical Excellence have recommended
endovenous thermal ablation as first line treatment of VVs.

Although endothermal ablation has been proven to be an effective and safe procedure for
the treatment of VVs, the volume of endothermal ablation in China is relatively low when
compared with the total number of patients with VVs. There are only a few imported medical
devices that can be used to treat VVs in China, and RFA procedures occupy the largest chunk
of the volume.
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The number of RFA procedures for the treatment of VV in China increased from 2.7
thousand in 2015 to 26.3 thousand in 2019 at a CAGR of 76.9%. It is estimated to increase to
142.5 thousand in 2024 at a CAGR of 40.2% from 2019 to 2024, and further increase to 384.3
thousand in 2030 at a CAGR of 18.0% from 2024 to 2030. The diagram below shows the
number of RFA procedures for the treatment of VV in China:

Historical and Forecasted Volume of RFA Procedures for the
Treatment of Varicose Vein in China, 2015-2030E

Period CAGR
2015-2019 76.9%
2019-2024E 40.2%
2024E-2030E 18.0%
Thousand 384.3

3494
311.9
268.9
226.0
185.2
142.5
100.3
66.9
. 263 290 47.8 I I

2015 2016 2017 2018 2019 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: Literature research, expert interview and Frost & Sullivan analysis. Frost & Sullivan conducted market
researches on both the demand side and the supply side on the relevant marketed or under-study RFA
indicated for use in the treatment of varicose vein via multi-channel sources, including NMPA approved
medical device database, enterprise sales data, the overview of the major and other competitors, literature
researches, expert interview, and the market development trends. Based on these researches, Frost &
Sullivan estimated the volume of RFA procedures in the treatment of varicose vein in China. The expected
increase in the number of RFA procedures is primarily due to the potential increasing population of patients
with varicose vein, the incremental acknowledgment of the benefits of RFA procedures over treatment
methods, and the arising number of approved RFA for the treatment of such disease in the future.

Competitive Landscape of Radiofrequency Ablation Catheters

The high prevalence of VV in China indicates a significant potential size of the
radiofrequency ablation catheter product market in China. However, as of the Latest
Practicable Date, there were only two companies with three radiofrequency ablation catheter
products approved by the NMPA and there were only two radiofrequency ablation catheter
product candidates at clinical trial stage in China. Acotec is one of the two companies in China
that are developing radiofrequency ablation catheter product candidates.

THROMBUS ASPIRATION CATHETERS MARKET
Overview of Deep Vein Thrombosis (DVT)

Venous thromboembolism (VTE) refers to a group of diseases where blood is abnormally
coagulated in the venous system due to various causes, such as venous blood stagnation,
venous intima injury, or hypercoagulable blood. VTE includes pulmonary thromboembolism
(PTE) and deep vein thrombosis (DVT). DVT refers to a clinical syndrome where the blood in
the deep veins coagulates and forms an emboli, causing the corresponding vascular blood to
have problems in its backflow. DVT often occurs in the legs.
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The number of DVT incidence in China increased from 1.1 million in 2015 to 1.5 million
in 2019 as a CAGR of 8.3%. It is estimated to increase to 2.2 million in 2024 at a CAGR of
7.8% from 2019 to 2024, and further increase to 3.3 million in 2030 at a CAGR of 6.9% from
2024 to 2030.

Treatment of DVT

Treatment for DVT is aimed at preventing the blood clot from getting bigger, breaking
loose and causing PTE. Current treatment methods of DVT include anticoagulant therapy,
interventional procedures, surgical treatment and other supportive treatments. Among them,
interventional procedures have become the first choice for DVT of lower extremity in China.
Interventional procedures for DVT are divided into four types of procedures: inferior vena cava
filter (IVCF), catheter directed thrombolysis (CDT), percutaneous mechanical thrombectomy
(PMT) (including large-lumen catheter aspiration and thrombus removal device), and PTA and
stent implantation. For patients with initial acute or subacute, central or mixed DVT, with low
bleeding risk and long life expectancy, or with femoral bruises, PMT has advantages over CDT,
as PMT is more time-saving, which leads to a reduced use of thrombolytic drugs ad shorter
hospital stay.

The number of thrombus aspiration procedures for the treatment of DVT in China
increased from 29.3 thousand in 2015 to 60.5 thousand in 2019 as a CAGR of 19.9%. It is
estimated to increase to 142.7 thousand in 2024 at a CAGR of 18.7% from 2019 to 2024, and
further increase to 527.8 thousand in 2030 at a CAGR of 24.4% from 2024 to 2030. The
diagram below shows the number of thrombus aspiration procedures in China:

Historical and Forecasted Volume of Thrombus Aspiration Procedures for the
Treatment of DVT in China, 2015-2030E

Period CAGR
2015-2019 19.9%
2019-2024E 18.7%
2024E-2030E 24.4%

Thousand 527.8
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Source: Literature research, expert interview and Frost & Sullivan analysis. Frost & Sullivan conducted market
researches on both the demand side and the supply side on the relevant marketed or under-study thrombus
aspiration device or system indicated for use in the treatment of DVT via multi-channel sources, including
NMPA approved medical device database, enterprise sales data, the overview of the major and other
competitors, literature researches, expert interview, and the market development trends. Based on these
researches, Frost & Sullivan estimated the volume of thrombus aspiration procedures in the treatment of
DVT in China. The expected increase in the number of thrombus aspiration procedures is primarily due to
the potential incremental acknowledgment of the benefits of thrombus aspiration procedures over treatment
methods, and the arising number of approved thrombus aspiration devices or systems for the treatment of
such disease in the future.
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Market Size and Competitive Landscape of Thrombus Aspiration Catheters

As a result of the increasing number of thrombus aspiration procedures for the treatment
of DVT in China, the market size of PMT catheters for the treatment of DVT in China has
increased from RMB72.8 million in 2015 to RMB210.0 million in 2019 with a CAGR of
30.3%, and is expected to reach RMB714.0 million in 2024 with a CGAR of 27.7% from 2019
to 2024 and further increase to RMB1,925.8 million in 2030 with a CGAR of 18.0% from 2024
to 2030.

As of the Latest Practicable Date, there were ten peripheral PMT catheter products that
have received the NMPA approval, all manufactured by international companies. A number of
leading domestic players are conducting pre-clinical studies for their respective peripheral
PMT catheter product. Details of the peripheral PMT catheter products approved by the NMPA
as of the Latest Practicable Date are set out in the below table:
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Source: NMPA, Company Websites, Frost & Sullivan Analysis

For the first five aspiration catheters using syringe listed above, although they are allowed
to use in the peripheral system according to their product indications, they are more often used

in coronary aspiration in real clinical practice.

VASCULAR CALCIFICATION TREATMENT SOLUTIONS

Vascular calcification (VC) is a complex intracellular molecular process. It refers to the
formation of calcified deposits of hydroxyapatite crystals within the vessel tissues. Depending
on the vessel affected, VC can be categorized into coronary artery calcification (CAC) and
peripheral artery calcification (PAC). People with metabolic syndrome, dyslipidemia, tobacco
use, hypertension, chronic kidney disease, and a high baseline C-reactive protein level are at
an increased risk to develop VC. It has been further evidenced that the Chinese population
seems to be more prone to develop VC as compared to people from many other countries,
which might relate to certain demographic factors such as dietary habits, genetic predisposition
and common osteoblast phenotype.

The presence of VC is not only often associated with major adverse cardiovascular
events, but also makes open surgeries and percutaneous coronary intervention procedures more
challenging. VC increases the likelihood of procedural failure, as well as post-procedure
complications (e.g., vessel fracture and dissection). In recent years, modified versions of PTA
balloons such as scoring balloons and cutting balloons were developed, which improve vessel
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compliance by creating discrete incisions in the atherosclerotic plaque, enabling greater lesion
expansion and reducing recoil while preventing uncontrolled dissections. However, for certain
patients with severe calcification, scoring balloons and cutting balloons might also not be able
to reliably dilate vessels containing rigid calcium plaques. Therefore, when treating patients
with severe calcification, physicians typically need to pre-treat the vessels to remove the
calcified plaques.

Currently, there is no gold standard for the treatment of VC, and promising treatment
methods used to remove calcified plaques primarily include atherectomy (using rotational,
orbital, or laser atherectomy devices), as well as intravascular lithotripsy (IVL) (using IVL
devices such as impulse balloon catheter).

As of the Latest Practicable Date, there were five atherectomy devices approved for
commercialization in China, all of which were manufactured by foreign companies. A number
of leading domestic players are conducting pre-clinical studies for their respective atherectomy
devices.

THE FROST & SULLIVAN REPORT

In connection with the Global Offering, we commissioned Frost & Sullivan, an
Independent Third Party, to prepare a report on the intervention procedure medical device
market in China and globally. Frost & Sullivan is an independent global market research and
consulting company which was founded in 1961 and is based in the United States. Services
provided by Frost & Sullivan include market assessments, competitive benchmarking and
strategic and market planning for a variety of industries. We have agreed to pay a total of
RMB1.1 million in fees for the preparation of the Frost & Sullivan Report. The payment of
such amount was not contingent upon our successful Listing or on the results of the Frost &
Sullivan Report. Except for the Frost & Sullivan Report, we did not commission any other
industry report in connection with the Global Offering. We have included certain information
from the Frost & Sullivan Report in this prospectus because we believe such information
facilitates an understanding of the market where we operate our businesses for potential
investors. Frost & Sullivan prepared its report based on its in-house database, independent
third-party reports and publicly available data from reputable industry organizations. Where
necessary, Frost & Sullivan contacts companies operating in the industry to gather and
synthesize information in relation to the market, prices and other relevant information. Frost
& Sullivan has exercised due care in collecting and reviewing the information so collected and
believes that the basic assumptions used in preparing the Frost & Sullivan Report, including
those used to make future projections, are factual, correct and not misleading. Frost & Sullivan
has independently analyzed the information, but the accuracy of the conclusions of its review
largely relies on the accuracy of the information collected. The market projections in the
commissioned report are based on the following key assumptions: (i) the overall social,
economic and political environment in China and globally is expected to remain stable during
the forecast period; (ii) the economic and industrial development in China and globally is likely
to maintain steady growth over the next decade; and (iii) no extreme force majeure or industry
regulation will dramatically or fundamentally affect the market. Frost & Sullivan research may
be affected by the accuracy of these assumptions and the choice of these primary and secondary
sources. Except as otherwise noted, all data and forecasts in this section come from the Frost
& Sullivan Report.
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We are subject to a variety of PRC laws, rules and regulations affecting many aspects of
our business. This section summarizes the principal PRC laws, rules and regulations that we
believe are relevant to our business and operations.

LAWS AND REGULATIONS RELATING TO MEDICAL DEVICE
Major Regulatory Authorities

According to the Regulations on the Supervision and Administration of Medical Devices
( BB S P B]) ) which was issued by the State Council in 2000 and amended on
4 May 2017 (the “2017 Medical Device Regulation”), the food and drug supervision and
administration of the State Council shall be responsible for the supervision of medical devices
of the PRC. All relevant departments of the State Council shall be responsible for the
supervision of medical devices within their respective scope of duties. Food and drug
supervision and administration departments of the local people’s governments at the county
level and above are responsible for the supervision of medical devices within their own
administrative jurisdictions. The relevant departments of the local people’s governments at the
county level and above are responsible for the supervision of medical devices within their
respective scope of duties. On December 21, 2020, the State Council adopted the amendments
on the 2017 Medical Device Regulation, and the amended regulation was publicly issued on
March 18, 2021 and came into effect on June 1, 2021 (the “2021 Medical Device
Regulation”).

We conduct our business in PRC and we are now principally subject to the supervision
of the National Medical Products Administration (%% &5 & E M) and its local
counterparts. The National Medical Products Administration was established in accordance
with the Institutional Reform Program of the State Council ( {BIBSBitEMEMETE) )
promulgated by the NPC in March 2018, and the predecessor of the National Medical Products
Administration is the China Food and Drug Administration (B % £ /25 /& 55 BHE HEAE)R) (the
“CFDA”, together with the National Medical Products Administration, hereinafter collectively,
the “NMPA”). The NMPA is a newly established regulatory authority responsible for
registration and supervision of pharmaceutical products, cosmetics and medical devices under
the supervision of State Administration for Market Regulation (the “SAMR”), a newly
established institution for supervising and administrating the market in China.

The National Health Commission of the PRC, formerly known by the names the Ministry
of Health and National Health and Family Planning Commission (the “NHC”), is China’s
primary healthcare regulatory agency. It is responsible for overseeing the operation of medical
institutions, some of which also serve as clinical trial sites.

Regulations Relating to Medical Device Registration
Classification of Medical Devices

The 2017 Medical Device Regulations regulates entities that engage in the research and
development, production, operation, use, supervision and administration of medical devices in
the PRC. Medical devices are classified according to their risk levels. Class I medical devices
are medical devices with low risks, and the safety and effectiveness of which can be ensured
through routine administration. Class II medical devices are medical devices with moderate
risks, which are strictly controlled and administered to ensure their safety and effectiveness.
Class III medical devices are medical devices with relatively high risks, which are strictly
controlled and administered through special measures to ensure their safety and effectiveness.
The evaluation of the risk levels of medical devices take into consideration the medical
devices’ objectives, structural features, methods of use and other factors. Registration
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certificates are required for Class Il and Class III medical devices. The classification of
specific medical devices is stipulated in the Medical Device Classification Catalog ( (B FE#Y
W8 H %) ), which was issued by the NMPA on August 31, 2017 and became executive on
August 1, 2018.

Registrants and Record-filing Parties for Medical Devices

According to the 2021 Medical Device Regulation, the registrants and record-filing
parties for medical devices, which refer to enterprises or research and development institutions
that have obtained a medical device registration certificate or have completed the formalities
for record-filing of medical devices, shall strengthen the quality management of medical
devices in their whole life cycle and be responsible for the safety and effectiveness of medical
devices in the whole process of research and development, production, operation and use in
accordance with relevant laws and regulations. Specifically, they shall perform the following
obligations: (i) establishing a quality management system suitable for the products and
maintaining its effective operation; (ii) formulating a plan for post-marketing research and risk
control and ensuring its effective implementation; (iii) carrying out monitoring and re-
evaluation on adverse events in accordance with the laws; (iv) establishing and implementing
the product traceability and recall system; (v) fulfilling other obligations prescribed by the
drug regulatory department under the State Council. The domestic enterprises designated by
the registrants or record-filing parties of medical devices from overseas shall assist them in
performing the obligations as mentioned above. Besides, registrants and record-filing parties
of medical devices may manufacture medical devices on their own or entrust enterprises that
meet the provisions of the 2021 Medical Device Regulation and have corresponding conditions
for production.

Registration and Recordation of Medical Device Products

Pursuant to the 2017 Medical Devices Regulations and the Administrative Measures for
the Registration of Medical Devices ( < E&FE# bk M A% ) promulgated by the NMPA
on July 30, 2014 and coming into effect on October 1, 2014, for the recordation of the Class
I medical devices, the parties undergoing the recordation of medical devices shall submit the
recordation materials to the food and drug supervision and administration departments of the
local people’s government at the districted city level. In case of any amendment to matters
stated in the recordation, such amendment shall be filed with the original recordation
department. The Class II and Class III medical devices shall be subject to the product
registration administration. Class II medical devices shall be examined by the food and drug
supervision and administration departments of the people’s governments of the provinces,
autonomous regions or municipality where such applicants are located. A registration
certificate for such medical device shall be issued upon approval. Class III medical devices
shall be examined by the NMPA. A registration certificate for such medical device shall be
issued upon approval. For a registered medical device of Class II or Class III, where there is
any change in the contents indicated in the medical device registration certificate or any annex
thereto, such as its name, model, specifications, structure and composition, scope of
application, technical requirements and so on, the registrant shall apply to the original
registration authority for modification of registration, and shall submit application materials in
accordance with the relevant requirements.
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According to the 2021 Medical Device Regulation, the registration certificate for a
medical device is valid for five years and the registrant shall apply to the original registration
authority for renewal six months prior to its expiration date. The application shall be rejected
under any of the following circumstances: (i) the registrants fail to file an application for
renewal within the prescribed time limit; (ii) the mandatory standards for medical devices have
been revised and the relevant medical devices cannot meet the new requirements; or (iii) the
registrants fail to complete the matters provided in the medical device registration certificate
for medical devices under conditional approval within the prescribed time limit. Except for the
conditions mentioned above, the drug regulatory authority receiving the application for
renewal shall make a decision of approving the renewal prior to the expiration date of the
medical device registration certificate. If the drug regulatory authority doesn’t make a decision
within this time limit, it shall be deemed as the drug regulatory authority has approved the
application. Based on these provisions, completing the post-registration clinical trial is
generally not a requirement for renewing the medical device registration certificate. However,
for some novel medical devices, the NMPA may expressly require a post-registration clinical
study to be completed prior to the first renewal of the registration certificate. In such cases, the
completion of the required clinical study and the submission of the clinical report to the NMPA

will be a precondition to the renewal.

Clinical Trials

According to the Administrative Measures for the Registration of Medical Devices,
clinical trials are not required for the recordation of the Class I medical devices, but are
required for the application for the registration of the Class II and Class III medical devices.
However, medical devices may be exempt from clinical trials under any of the following

circumstances:

. they have clear and definite working mechanisms, finalized designs and mature
manufacturing techniques, the marketed medical devices of the same category have
been put into clinical application for years with no record of severe adverse event,

and their general purposes remain unchanged;

. the safety and utility of such medical devices can be proved through non-clinical

evaluation; or

. the safety and utility of such medical devices can be proved through the analysis and
evaluation of the data obtained from the clinical trials or clinical application of

medical devices of the same category.
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In addition, pursuant to the Notice of the Newly Revised Catalogue of Medical Devices
Exempted from Clinical Trials ( CBAAAMBHERT St AT B IR sl B B e e bl H Bk 032 ) )
issued by the NMPA on 28 September, 2018, medical device products that are not included in
the exemption catalog shall go through clinical trials before registration.

Clinical trials for those medical device products that are not included in the exemption
catalog shall be conducted in accordance with the Good Clinical Practice for Medical Device
Trials ( CEPFEERR S50 &4 ML) ) (the “Good Clinical Practice”), which was
issued by the NMPA and the NHC jointly on 1 March 2016. The Good Clinical Practice set
forth the necessary procedures of clinical trial for medical devices, including, among others,
the protocol design, conduct, monitoring, verification, inspection, and data collection,
recording, analysis and conclusion and reporting procedure of a clinical trial. Prior to
commencement of a clinical trial, the applicant must complete the pre-clinical research of the
medical device, including product design and quality test, animal testing and risk analysis, the
results of which should support the clinical trial. The clinical trial must be conducted in two
or more clinical trial organizations that are qualified to do such trails. Prior to commencement
of a clinical trial, approval by the ethics committees of the relevant clinical trial organization
should be obtained and the applicant, the clinical trial organization and the researchers must
enter into agreements in writing in respect of trial design, trial quality control, allocation of
responsibilities during the trial, trial-related fees borne by the applicant and the principles of
responses to emergencies that may occur during the trial.

Moreover, pursuant to the 2021 Medical Device Regulation, clinical evaluation shall be
conducted before the registration or record-filing of medical devices. However, medical
devices may be exempt from clinical evaluation under any of the following circumstances: (i)
they have clear and definite working mechanisms, finalized designs and mature manufacturing
techniques, the marketed medical devices of the same category have been put into clinical
application for years with no record of severe adverse event, and their general purposes remain
unchanged; (ii) the safety and utility of such medical devices can be proved through
non-clinical evaluation. During the process of clinical evaluation for medical devices, their
safety and effectiveness may be proved by carrying out clinical trials or analyzing and
evaluating the clinical literature and data of medical devices of the same category on the basis
of the product characteristics, clinical risks, existing clinical data and other circumstances. If
the existing clinical literature and data are insufficient to confirm the safety and effectiveness
of the medical devices, clinical trials shall be conducted.

General Procedure of Registration of Class III Medical Devices
Drawing up technical specifications

According to the Administrative Measures for the Registration of Medical Devices, to file
or apply for registration of a medical device, the applicant shall draw up technical
specifications for the medical device proposed to be filed or registered. Specifications for a
Class III medical device shall be approved by the NMPA when approving the registration of
medical devices.

Registration testing

According to the Administrative Measures for the Registration of Medical Devices, a
medical device candidate seeking to be registered under Class III shall be subject to
registration testing; such testing shall be performed by medical device testing institutions
according to the technical requirements for such products, the medical device testing
institutions shall be qualified for medical device testing, conduct testing within their scope of
business, and pre-evaluate the technical requirements submitted by the applicants.
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Conducting clinical trial
According to the Good Clinical Practice:

(1) Quality test. Before launching a clinical trial, the sponsor shall complete the
preclinical study on the medical device designed for trial, including, among others,
product design, quality test and risk analysis, and the results of such preclinical
study shall be positive to support the clinical trial. Quality test results shall include
a self-test report and a registration testing report issued by an eligible inspection
institution and shall be valid within one year.

(2) Approval of clinical trial. Clinical trials are subject to approval from the ethics
committees of clinical trial institutions. Class III medical devices that are listed in
the Catalogue of Class III Medical Devices Which are Subject to Clinical Trial
Approval ( (FAETTERIR L BR A AL 0025 =BT BRE M H 8%) ) are subject to approval
of NMPA.

(3) Recordation of clinical trial. Before launching a clinical trial, the sponsor shall file
with the medical product administrations at the provincial level where the sponsor
is located.

Application for product registration

According to the 2017 Medical Device Regulations, to apply for registration of a Class
IIT medical device, the following documents shall be submitted: (i) risk analysis information;
(ii) technical specifications; (iii) inspection report; (iv) clinical evaluation information; (v)
instructions and label sample; (vi) documents of quality control system relating to development
and production of the product; and (vii) other information supporting safety and efficacy of the
product. Furthermore, according to the 2021 Medical Device Regulation, (i) the inspection
report shall comply with the requirements of the drug regulatory department under the State
Council and may be issued by the applicants for registration or record-filing parties of medical
devices, or be issued by the entrusted qualified medical device inspection agency; (ii)
applicants for registration and record-filing parties meeting the conditions specified in the 2021
Medical Device Regulation for exemption from clinical evaluation may be exempt from
submission of clinical evaluation materials; (iii) applicants for registration and record-filing
parties of medical devices shall ensure that the materials submitted are legitimate, authentic,
accurate, complete and traceable.

Acceptance of an application for product registration of the Class I1I medical device

According to the Administrative Measures for the Registration of Medical Devices, the
NMPA shall carry out formal examination of application materials received, and act in light of
the following circumstances: (i) accept the application if the application falls within its scope
of authorities and the application materials are complete and comply with format requirements;
(i1) if possible, allow the applicant to make on-site corrections of application materials; (iii) if
the application materials are incomplete or do not comply with format requirements, instruct
the applicant, in a one-off manner and within five working days, to submit supplementary
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materials and if no instruction is made within the prescribed time, application materials are
deemed accepted on the submission date; (iv) if the application is not within the scope of
authorities, promptly inform the applicant of the non-acceptance of the application. Upon
acceptance or non-acceptance of an application for medical device registration, the NMPA shall
issue a dated notice of acceptance or non-acceptance stamped with the seal of the
administration.

Technical assessment

According to the Administrative Measures for the Registration of Medical Devices, the
NMPA shall, within three working days after accepting an application for medical device
registration, forward the application documents to the relevant technical assessment institution.
The institution shall complete the technical assessment within 90 working days for a Class 11
medical device. Where external experts are to be engaged or the assessment is to be made
together with a pharmaceutical assessment institution, the time needed is not counted in the
time limits above, and the institution shall notify the applicant in writing of the time needed.
When organizing a technical assessment for products, the NMPA may access original research
documents and organize inspections of the applicant’s quality management system which is
related to product development and manufacture.

Issuing medical device registration certificate

According to the Administrative Measures for the Registration of Medical Devices, the
NMPA that has accepted an application for registration shall make decisions within 20 working
days after the completion of technical assessment. Approval shall be granted if requirements
on safety and efficacy are met, and a medical device registration certificate shall be issued
within 10 working days after the decision of approval.

Special Procedures for Examination and Approval of Innovative Medical Devices

In October 2017, the General Office of the CPC Central Committee and the General
Office of the State Council jointly issued the Opinions on Deepening the Reform of the
Evaluation and Approval Systems and Encouraging Innovation on Drugs and Medical Devices
( BRI GRAL 25 S gt ] 8 Ao S 8 it B 2n MORIBT Y ) ), according  to which  the
research and development of innovative medical devices is encouraged. Innovative medical
devices supported by major national science or technology projects and key national research
and development plans or for which the National Clinical Medicine Research Center (ki
R B&E21F 5 H1.0) conducts clinical trials and which the Center’s administrative department

accredits shall be evaluated and approved in priority.

The Special Procedures for Examination and Approval of Innovative Medical Devices
( CHH BT 25 &2 )F) ) promulgated by the NMPA in November 2018 stipulates the
special procedures to the examination and approval for innovative medical devices, according
to which, medical devices which meet the below requirements are applicable to special
procedures: (i) the applicant, through its leading technological innovation activities, has legally
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owned core technology invention patents in China over its products, or obtained invention
patents in China or the right to use them through pa