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RELEVANT LAWS AND REGULATIONS IN THE PRC
Regulation of Medical Devices
Classification of Medical Devices

Pursuant to the Regulations on the Supervision and Administration of Medical Devices
( CEESMUEE S HMH])) (the Medical Devices Regulation”), promulgated by the State
Council and effective from November 12, 2004, latest amended on December 6, 2024 and came
into effect on January 20, 2025, and the Administrative Measures of Registration and Filing
of In-vitro Diagnostic Reagents (CH# &bz Bl 7l 5% i BRLAES 22 % PR A#IE ) ), promulgated by the
SAMR and effective from October 1, 2021, medical devices, including in-vitro diagnostic
reagents, are classified into three different categories, Class I, IT and III on the basis of their
respective degrees of risk. Medical devices of Class I refer to such devices with low level of
risk, the safety and effectiveness of which can be ensured through routine administration.
Medical devices of Class II refer to such devices with medium level of risk, the safety and
effectiveness of which shall be strictly controlled. Medical devices of Class III refer to such
devices with high level of risk, the safety and effectiveness of which shall be guaranteed and be
subject to strict control through special administrative measures. The term “in-vitro
diagnostic reagents” referred to in these measures denotes in-vitro diagnostic reagents
regulated as medical devices. This includes reagents, test kits, calibrators, controls, and other
products used for the in-vitro examination of human samples in processes such as disease
prediction, prevention, diagnosis, treatment monitoring, prognosis observation, and health
status assessment. These products may be used individually or in combination with
instruments, appliances, equipment, or systems. The Notice of Strengthening the
Administration of Products and Technologies Relating to Clinical Gene Sequencing (B il
i B A {68 P 55 DR300 o 4 IR 2 R Bl 4 B AT ) ), jointly promulgated by China Food and
Drug Administration (“CFDA”) and National Health and Family Planning Commission
(“NHFPC”), and effective from February 9, 2014, further provides that gene sequencing
diagnostic products, including gene sequencers and relevant diagnostic reagents and software,
shall be regulated as medical devices.

In particular, in-vitro diagnostic reagents and test kits intended to be used in
conjunction with instruments such as EL-100 and AXP-100 constitute a distinct category of
medical devices and share the same overarching regulatory framework for registration and
filing requirements under the PRC regulatory framework, but they are governed by more
detailed and specific regulations in areas such as classification rules, documentation
requirements for registration, and clinical evaluation. Based on their intended use and risk
classification, such test kits will be classified as Class III medical devices. Each test kit must
undergo clinical evaluation unless covered by the Exemption Catalogue or other applicable
waiver conditions, and be registered independently from the instrument with the National
Medical Products Administration (NMPA). In addition, the compatibility between the test kit
and the instrument must be clearly demonstrated in the registration dossier, including
validation data on analytical performance, software integration, and workflow consistency.
Where a test kit is co-developed with a specific instrument, the regulatory authorities may
require joint testing or bundled submission.

The Medical Device Classification Rules (B #E#M7 8 HI)) (The “2015 Rule”),
promulgated by CFDA on July 14, 2015 and took effect on January 1, 2016, establish explicit
and detailed criteria for device categorization, providing enterprises with a standardized
classification decision matrix that first segments medical devices into: (1) devices contacting
the human body, and (2) devices not contacting the human body; these are then subclassified
according to structural characteristics as either non-active medical devices or active medical
devices, enabling manufacturers to definitively determine product classification through this
matrix and subsequently initiate corresponding registration and filing procedures. However,
the NMPA promulgated the Revised Draft for the Medical Device Classification Rules (The
“2025 Draft”) on April 7, 2025, which introduce four critical revisions compared to the 2015
Rule: (1) refined classification criteria incorporating technical characteristics and usage
scenarios with a risk quantification scoring matrix; (2) dynamic adjustment mechanisms
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mandating annual updates to the classification catalogue and establishing a reclassification
request pathway for enterprises to challenge disputed categorizations; (3) clarified regulatory
responsibilities implementing a three-tiered governance structure where the NMPA oversees
macro-level decision-making, the Classification Technical Committee provides expert
support, and provincial authorities operate designated advisory portals to expedite enterprise
consultations; and (4) enhanced manufacturer accountability requiring proactive
classification self-assessment during R&D stages with mandatory justification in registration
dossiers. Therefore, if the 2025 Draft takes effect thereafter, our existing and future products
will be regulated by the provisions of the 2025 Draft and be classified based on its new
classification matrix.

Pursuant to the Guiding Principles for the Classification of Next-Generation
Sequencing-Related In Vitro Diagnostic Reagents (& — X5 51 7 AH BH #8 &2 Bl ) o0 J A
S JFHI)) (The “Guiding Principle”), promulgated by the National Medical Products
Administration (“NMPA”) and took effect on June 9, 2025, (1) nucleic acid extraction Kkits
(e.g., column/bead-based isolators without target-specific components) are classified as Class
I due to routine low-risk sample processing functions; (2) library preparation Kkits
(incorporating target-specific oligos for adapter ligation and enrichment) universally qualify
as Class III given their critical impact on diagnostic accuracy; and (3) sequencing reagents
(platform-specific chemistry like reversible terminators or semiconductor sequencing
cocktails, excluding library construction elements) retain Class I status provided they are
strictly limited to signal detection and specify compatible NMPA-certified instruments. The
Guiding Principle mandates integrated Class III registration for combined library prep and
sequencing reagent systems, while permitting modular submissions only with documented
technical demarcation and instrument linkage; crucially, it excludes non-NGS technologies
and imposes a transition deadline of January 1, 2027 for reclassification or market withdrawal
of non-compliant legacy products (particularly misclassified sequencing reagents), aligning
with the Administrative Measures of Registration and Filing of In-vitro Diagnostic Reagents.

Registration and Filing of Medical Devices

Pursuant to the Administrative Measures for the Registration and Filing of Medical
Devices (B a8 bE it Bl 2245 B B8 )) promulgated by the SAMR and took effect on
January 20, 2025, and the Administrative Measures of Registration and Filing of In-vitro
Diagnostic Reagents (<H M2 Bl 7 5 i B4 52 4 B ) ), promulgated by the SAMR and
effective from October 1, 2021, for the filings of Class I medical devices (including in-vitro
diagnostic reagents), the filing materials shall be submitted to the drug regulatory authority at
the municipal level. In case of any amendments made to matters stated in the filings, such
amendments shall be filed with the original filing department. Class II and Class 111 medical
devices (including in-vitro diagnostic reagents) must obtain their respective product
registrations before they can be marketed and sold in China. Class Il medical devices
(including in-vitro diagnostic reagents) shall be examined by the provincial branches of the
NMPA and Class III medical devices (including in-vitro diagnostic reagents) shall be
examined by the NMPA, and a Medical Device Registration Certificate (B ##5 bt fft #5) for
such medical device (including in-vitro diagnostic reagents) shall be issued upon approval. In
case of any substantial changes of the designs, raw materials, production technologies, scopes
of application and application methods, among other things, of the registered Class II or
Class III medical devices (including in-vitro diagnostic reagents), which may affect the safety
and effectiveness of such medical devices (including in-vitro diagnostic reagents), the
registrants shall submit the application for change of registration with the original
registration departments within 30 days. The Medical Device Registration Certificate is valid
for five years and the registrant shall file for renewal with the NMPA at least six months prior
to its expiration date.

Special Procedures for Examination and Approval of Innovative Medical Devices
On October 8, 2017, the General Office of the CPC Central Committee (13 r Yo 3\ )

and the General Office of the State Council (%5 Bt ##/2 ) issued the Opinions on Deepening the
Reform of the Evaluation and Approval Systems and Encouraging Innovation on Drugs and
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Medical Devices (<BA TRAb 25T 254 il B ol o s 3 i B8 R 2 A1 B 9 22 /L)) (the “Opinions™),
which aims to encourage the innovation for medical devices. Pursuant to the Opinions, the priority
review and approval will be applicable to innovative medical devices supported by the National
Science and Technology Major Projects (I3 % £} 4% # K #IH) and the National Key R&D Program
of China (B % & Bt 551 #3210 H), and the clinical trials of which having been conducted by
the National Clinical Research Center (I % [ifi /K 5 £} 75 /L) and approved by the management
department of the National Clinical Research Center.

Pursuant to the Special Procedures for Examination and Approval of Innovative
Medical Devices (<8I & 9 #5 f FE 7l 35 & 27 )) promulgated by the NMPA on November 2,
2018, which came into effect on December 1, 2018, special procedures shall be applicable to
the examination and approval for medical devices in the following circumstances: (1) the
applicant legally owns the invention patent of the core technology of the product through its
technological innovation activities in the PRC, or legally obtained the invention patent or the
right of use thereof through transfer in the PRC, and the interval between the date of
application for the special examination and approval of innovative medical devices to the date
of authorized publication should not exceed five years; or the patent administration
department of the State Council has disclosed the application for the invention patent of the
core technology and the Patent Search and Consultation Center of the National Intellectual
Property Administration of the PRC ([ Z Ak 2 HE R B A4S K 3650 F L) has issued the
patent search report setting out the novelty and innovation of the core technology solution of
the product; (2) the applicant has developed the prototype product and completed the
preliminary research under a true and controllable process that generated complete and
traceable data; (3) the product has major working mechanism or mechanism of action which is
the first of its kind in the PRC, has fundamental improvement in product performance or
safety compared with similar products, is of an internationally leading standard in terms of
techniques and has significant clinical value. The Center for Medical Device Evaluation of the
NMPA (B 5 25 i 845 1R B 48 % il 28 5T P 0>) should give priority to the innovative
medical devices in their technical review upon receiving the registration application, after
which the NMPA will give priority to the product in their administrative approval.

Clinical Evaluation and Clinical Trials of Medical Devices

According to the Medical Devices Regulation and the Administrative Measures for the
Registration and Filing of Medical Devices, clinical evaluation is required for the registration
and filing of medical devices. Clinical evaluation of medical devices refers to activities in
which clinical data are analyzed and evaluated by adopting scientific and reasonable methods
to confirm the safety and effectiveness of medical devices within the scope of application.
However, clinical evaluation may be exempted under any of the following circumstances:

o the medical device has 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 effectiveness of such medical devices can be proved through
non-clinical evaluation.

Clinical evaluation of medical devices may be carried out through clinical trials or
analysis and evaluation of clinical literature materials and clinical data of medical devices of
the same kind to prove the safety and effectiveness of medical devices in light of product
characteristics, clinical risks, existing clinical data and other circumstances. Pursuant to the
Notice on Release of Catalogue of Medical Devices Exempted from Clinical Evaluation
(TR 5 A f s il R M B e i H Bk 19 4845 )) (the “Exemption Catalogue”) issued by the
NMPA on July 20, 2023 and came into effect on July 20, 2023, for medical devices that are not
included in the Exemption Catalogue, clinical evaluations shall be conducted before the
registration or filing.

Clinical trials shall be conducteq in accordance with the Good Clinical Practice for
Medical Device Trials (<% 5 bl K ol 56 B & & 345 )) (the “Good Clinical Practice”),
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which was issued by the NMPA and the National Health Commission (“NHC”) jointly on
March 24, 2022 and came into effect on May 1, 2022. The Good Clinical Practice set forth the
necessary procedures of clinical trials 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 performance verification and confirmation, product inspection report
based on the technical requirements, risk-benefit analysis, the results of which should support
the clinical trial. Prior to the 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 principal investigators must enter into agreements in
writing to arrange their rights and obligations during the trial.

Operation Permit and GSP for Medical Devices

Pursuant to the Medical Devices Regulation and the Administrative Measures for
Operation of Medical Devices ({EPEH M A B BHE L)) (the “Medical Devices
Operation Measures”), promulgated by CFDA, and latest amended on March 10, 2022 and
effective from May 1, 2022, an entity engaging in the operation of medical devices of Class I is
not required to obtain approval or filing for record with the NMPA, or its local counterparts;
an entity engaging in the operation of medical devices of Class II shall file for record with the
NMPA at municipal level where such entity is located; an entity engaging in the operation of
medical devices of Class III shall apply for an operation permit from the NMPA at municipal
level. The operation permit of medical devices is valid for five years and the holder of such
permit shall apply for extension within 30 to 90 working days prior to its expiration.
According to the Medical Devices Regulation, any entity shall not sell or use medical devices
which are not properly registered or filed with the NMPA or its local counterparts. In
addition, according to the Medical Devices Operation Measures, no additional operation
permit or filing is required for any registered holder or record holder of medical devices or
manufacturer of medical devices if it sells the medical devices at the place where it is
domiciled or where the medical devices are manufactured.

Pursuant to the Good Sales Practice of Medical Devices ({'B&J2E#s bk 488 & &= 45 B #i))
promulgated by CFDA and effective from July 1, 2024, an entity engaging in the procurement,
acceptance, preservation, sales, transportation and after-sales of medical devices shall take
effective quality control measures so as to ensure the quality and safety of products in the
process of business operations.

Production Permit and GMP for Medical Devices

The Measures on the Supervision and Administration of Medical Devices Production
(CEE P Ik 2E 72 B B BEEYS ) ) (the “Measures on Medical Devices Production”), which was
promulgated on March 10, 2022 and came into effect on May 1, 2022, stipulates that
manufacturer of medical devices shall satisfy the following conditions:

. it has production sites, environmental conditions, production equipment and
professional technicians that are suitable for such medical devices to be
produced;

o it has organizations or professional examination staffs and examination
equipment for carrying out quality examinations for such medical devices to be
produced;

o it has formulated a management system that ensures the quality of the medical
device;

o it has the capability of after-sale services that is suitable for such medical devices
to be produced; and

° it satisfies the requirements as prescribed in R&D and production technique
documents.
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Medical device manufacturers shall be responsible for the quality of medical devices
they manufacture. The enterprises engaging in the production of Class I medical devices shall
make filings for such Class I medical devices with the local drug regulatory authority at the
municipal level and submit materials to prove that it is qualified to engage in the production
of such medical devices. The enterprises engaging in the production of Class Il or Class II1
medical devices shall apply for a Manufacture License for Medical Devices (5% #§ b 4= 2 7 7]
#%) with provincial branches of the NMPA, and submit materials proving it is qualified to
engage in the production of such medical devices and a Medical Device Registration
Certificate for the production of such medical devices. A Manufacture License for Medical
Devices is valid for five years and the registrant shall file for renewal application with the
original branch of the NMPA at least six months prior to its expiration date.

Pursuant to the Good Manufacturing Practice of Medical Devices (€8 % #3 fl 4 FE B &#
EHLHIHEI)) promulgated by China Food and Drug Administration, or CFDA on December
29,2014 and effective from March 1, 2015, the manufacturer of medical devices shall abide by
the requirements of these measures in the process of design, development, production, sales
and after-sales service of medical devices. The manufacturer of medical devices shall, in
accordance with the requirements of these measures and, having taken into account product
characteristics, establish and improve a quality management system that is compatible with
the medical devices produced, and ensure their effective operation. The manufacturer of
medical devices shall implement risk management throughout the entire process of design
development, production, sales and after-sales service, for which the measures taken should be
proportionate to the risks of the products.

Importation and Exportation of Medical Devices

Pursuant to the Tariff Law of the PRC ({13 A\ RILFNE BB )) promulgated by the
Standing Committee of the National People’s Congress (the “SCNPC”) on April 26, 2024 and
came into effect on December 1, 2024, tariffs on goods permitted for import and export and
articles entering the country shall be levied by the Customs. The relevant authorities have the
authority to adjust the imposed tariff rates in accordance with the provisions of the Tariff
Law and relevant laws and regulations.

According to the Administrative Provisions on the Filing of Customs Declaration
Entities of the PRC (A7 A [ LN B 1AF BH ik B B2 445 22 4 B E ) ), promulgated by the
General Administration of Customs of the PRC on November 19, 2021 and came into effect
on January 1, 2022, consignors or consignees of imported or exported goods or customs
declaration enterprises that apply for filing shall obtain market entity qualifications.

Pursuant to the Regulations on the Administration of Export Sales Certificates of
Medical Device Product (€5 BEai il it 1 11 85 65 78 W14 8L E ) ) promulgated by the NMPA on
June 1, 2015 and came into effect on September 1, 2015, if the registration certificate for a
medical device product and production permit for a medical device product has been obtained in
China, or the medical device product registration and production recordation have been
completed, the food and drug supervision and administration department may issue a Medical
Device Product Export Sales Certificate (% FE#8 M & 85 HE ) to the relevant
manufacturing enterprise. The validity term of the Medical Device Product Export Sales
Certificate should not exceed the earliest deadline for the various documents submitted by the
enterprise in the application materials, and the maximum validity term shall also not exceed
two years.

Regulation of RUO products

Pursuant to the Article 15 of the Trial Administrative Measures for the Registration of
In Vitro Diagnostic Reagents (Administrative Measures for the Registration of in Vitro
Diagnostic Reagents (Trial)) promulgated by China Food and Drug Administration and
expired on August 1, 2014, products intended solely for research and not for clinical diagnosis
are exempt from registration requirements. However, their instructions and packaging labels
must clearly state “For Research Use Only ("RUO”), Not for Clinical Diagnosis.”
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Also, pursuant to Article 53 of the latest Regulations on the Supervision and
Administration of Medical Devices (Revised in 2021) issued by the State Council, for in vitro
diagnostic reagents of the same variety that have not yet been marketed domestically, medical
institutions that meet the conditions may, based on their clinical needs, independently develop
them and use them within their own units under the guidance of practicing physicians. The
specific management measures shall be formulated by the drug regulatory department of the
State Council in conjunction with the health administrative department of the State Council.

Beyond this, no regulations exist within PRC governing the sale of medical devices only
for research purposes. Furthermore, given that the RUO products sold by the Company are
not intended for clinical diagnosis, the RUO products sold to customers and sales behavior
comply in all material respects with relevant PRC laws and regulations.

Regulation of LDT

Pursuant to the Trial Technical Guidelines for the Application of Sequencing
Technology in Personalized Medicine (<7 43 fiir i) {8 b 55 52 A% ) 18 A 1 Ml 48 B (RAAT) )
promulgated by the National Health and Family Planning Commission in 2015, LDT was
defined as “testing projects used exclusively within a laboratory, not sold to other laboratories
or medical institutions, but whose results can guide clinical diagnosis and treatment.”

Pursuant to the Regulations on the Supervision and Administration of Medical Devices
(B AR I BB B 1)) amended by the State Council on February 9, 2021, qualified
medical institutions may independently develop in vitro diagnostic reagents that are not yet
available domestically, based on their clinical needs, for use within their own facilities under
the guidance of licensed physicians. This provision establishes the legal status of compliant
LDT operations at the administrative regulation level.

Pursuant to the “Opinions of The General Office of the State Council on
Comprehensively Deepening the Reform of Drug and Medical Device Supervision and
Promoting High-Quality Development of the Pharmaceutical Industry” (B Be H¥ 2> B8 B ik
AT TR AL 4 i B R AT O R R R E BRIV E L)), high-level medical
institutions are encouraged to independently develop and use rare disease diagnostic reagents
for which there are no similar varieties available on the domestic market yet.

In December 2022, the General Administration of Market Regulation and the National
Health Commission jointly issued the “Notice on Launching Pilot Programs for Medical
Institutions to Independently Develop and Use In Vitro Diagnostic Reagents” (i B &2 &
FEREME B A7 R 5 ) 8 A2 Bl il B AR 48 %)), designating six hospitals including
Peking Union Medical College Hospital and four medical institutions in Shanghai to conduct
pilot initiatives. The issuance of this document signifies that China’s regulatory oversight of
the LDT industry has entered the implementation phase.

In July 2025, the Comprehensive Department of the National Medical Products
Administration and the National Health Commission jointly issued the “Notice on Launching
the Second Batch of Pilot Programs for Medical Institutions to Independently Develop and
Use In Vitro Diagnostic Reagents” (€[ B fe 25 it BB i B 47 0F i 15 11 18 402 Bl Bt
L TAEREH)), designating 18 hospitals including Beijing Children’s Hospital Affiliated to
Capital Medical University to conduct pilot programs, further advancing the regulation of the
LDT industry.

In summary, regulations related to LDT have not yet formed a complete system in the
PRC, and related businesses are currently in the pilot phase. For the Company, its products
currently do not involve any LDT-related business. Should it become involved in LDT
business in the future, it will strictly adhere to the aforementioned regulations.
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Regulation of Human Genetic Resources

The Interim Administrative Measures on Human Genetic Resources (< A\ 855 {8 & 5 &
P17 HEE D)), promulgated by the Ministry of Science and Technology (“MOST”), and the
Ministry of Health in June 1998, aiming at protecting and utilizing human genetic resources
in the PRC. The MOST promulgated the Service Guide for Administrative Licensing Items
concerning Examination and Approval of Sampling, Collecting, Trading or Exporting
Human Genetic Resources, or Taking Such Resources out of the PRC (CAKUE {H# & I $74E -
WedE - HE - B0 MEEMATEFF T EIERB SR )) in July 2015, according to which, the
sampling, collection or research activities of human genetic resources by a foreign-invested
sponsor fall within the scope of international cooperation, and the cooperating organization
of China shall apply for approval of the China Human Genetic Resources Management Office
through the online system. The MOST further promulgated the Circular on Optimizing the
Administrative Examination and Approval of Human Genetic Resources (€ B i 18 b N\ 4578
BT ECRE AL LAY D)) in October 2017, which became effective in December 2017 and
simplified the approval of sampling and collecting human genetic resources for the purpose of
listing a drug in the PRC.

The Regulation for the Administration of Human Genetic Resources of the PRC
(R N B LA B\ (8 PR BR8] ), promulgated by the State Council on March 1,
2024, and effective from May 1, 2024, regulates entities engaging in collection, preservation,
utilization and outbound provision of human genetic resources. Human genetic resources
include (i) human genetic resources materials, such as organs, tissues and cells that contain
hereditary substances such as human genomes genes, and (ii) human genetic resources
information, such as data generated from human genetic resources.

Pursuant to the HGR Regulation, collection and preservation of human substances
such as organs, tissues and cells and carrying out related activities for clinical diagnosis and
treatment, blood collection and supply services, crime investigation, doping detection and
funeral and interment shall be subject to other applicable laws and regulations.

Pursuant to the HGR Regulation, foreign entities, individuals and such entities
established or actually controlled thereby (each, a “Restricted Entity”) shall not, within the
territory of China, collect or preserve human genetic resources of China, nor provide human
genetic resources of China outward across the border; while a foreign entity is allowed to
conduct scientific research activities by utilizing human genetic resources of China through
cooperation with scientific research institutions, higher education institutions, medical
institutions or enterprises of China (each, a “Domestic Entity”). The utilization of the human
genetic resources of China in any international cooperative scientific research is subject to
approval by the MOST. However, the aforesaid approval is not required, but instead, a filing
for record with the MOST is required, if human genetic resources of China are utilized for
international cooperative clinical trials without any outbound provision of human genetic
resources, to obtain product registration of relevant medicine and medical device in China.

On May 26, 2023, the MOST released the Implementation Rules of the Administrative
Regulations on Human Genetic Resources (K8 & 54 2R B B Rt 41 HI D), which came
into effect on July 1, 2023. The Implementation Rules of the Administrative Regulations on
Human Genetic Resources further clarified the regulatory requirements and details for the
Regulation for the Administration of Human Genetic Resources of the PRC, including but
not limited to,

o clarifying the scope of human genetic resource information, which shall include
information resources generated from human genetic resource materials (such as
human genes and genome data) and exclude clinical data, image data, protein
data and metabolic data;

° further clarifying the criteria to constitute a foreign entity, which shall include (a)

any foreign organization or individual that holds directly or indirectly more than
50% of the shares, equity interests, voting rights, property shares or other
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interests in the institution, (b) any foreign organization or individual that is able
to dominate or have material effect on the decision-making or management of the
institution through its voting right or other interests, although the shares, equity
interests, voting rights, property share or other interests it directly or indirectly
holds in the institution is less than 50%, (¢) any foreign organization or individual
that is able to dominate or have material effect on the decision-making or
management of the institution through investment relationship, contract or other
arrangement, and (iv) other situations stipulated by laws, regulations and rules;

o optimizing the scope of administrative licensing and filing, and clarifying that
the collection activities involved in clinical trials for the purpose of obtaining
permission for the market authorization of relevant medicines and medical
devices in China need not apply for collection approval, etc.

Our Group’s current overseas operations only involve the sharing of R&D progress,
product specifications, and performance study reports with overseas entities, solely for the
purpose of synchronizing R&D initiatives and providing technical support. For clarity, these
activities do not involve any cross-border transfer of any personal information related to trial
subjects. As advised by our PRC Legal Advisor, our Group is in compliance with relevant laws
and regulations regarding human genetic resources in all material respects.

Regulation of Pathogenic Microorganism Laboratories

Pursuant to the Regulations on Administration of Bio-safety in Pathogenic
Microorganism Laboratories (< J5 G044 B B 2 A= ) % 2 & A 1)), promulgated by the
State Council and effective from November 12, 2004, latest amended on December 6, 2024 and
came into effect on January 20, 2025, pathogenic microorganism laboratories are classified
into four levels, namely bio-safety levels 1, 2, 3 and 4 in terms of bio-safety protection levels in
accordance with national standards on bio-safety of laboratories. Laboratories at bio-safety
levels 1 and 2 shall not engage in laboratory activities related to highly pathogenic
microorganisms. The construction, alternation or expansion of a laboratory at bio-safety level
1 or 2 shall be filed for record with the local counterparts of NHC. The entity launched a
pathogenic microorganism laboratory shall develop a scientific and strict management
system, regularly inspect the implementation of the regulations on bio-safety, and regularly
inspect, maintain and update the facilities, equipment and materials in the laboratory, to
ensure its compliance with the national standards.

Regulation of Environment Protection

Pursuant to the Environmental Protection Law of the PRC ({3 A & LA 50 B 5% fR i
%)) which was promulgated by the SCNPC on December 26, 1989, and amended on April 24,
2014 and came into force on January 1, 2015, all enterprises and institutions which discharge
pollutants shall adopt measures to prevent and control pollution and damage to the
environment from waste gas, wastewater, waste residues, medical waste, dust, malodorous
gases, radioactive substances, noise, vibration, ray radiation and clectromagnetic radiation
generated in the course of production, construction or other activities. Pollution prevention
and control facilities of a construction project shall be simultaneously designed, constructed
and put into operation with the principal part of the construction project. Enterprises that
manufacture, store, transport, sell, use or dispose of chemicals and materials containing
radioactive substances shall comply with the relevant State regulations to prevent
environmental pollution. The relevant authorities are authorized to impose various types of
penalties on the persons or entities in violation of the environmental regulations, including
fines, restriction or suspension of operation, shut-down, detention of office-in-charge, etc.

Pursuant to the Environmental Impact Assessment Law of the PRC ({H#E A R LA
RIS 2EETE ) promulgated by SCNPC on October 28, 2002, effective on September 1,
2003 and latest amended on December 29, 2018, the PRC government implements
administration by classification on the environmental impact of construction projects
according to the level of impact on the environment. The construction unit shall prepare an
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environmental impact report or an environmental impact form or complete an environmental
impact registration form (the “Environmental Impact Assessment Documents™) for reporting
and filing purposes. If the Environmental Impact Assessment Documents of a construction
project have not been reviewed by the approving authority in accordance with the law or have
not been granted approval after the review, the construction unit is prohibited from
commencing construction works.

Pursuant to the Administrative Regulations on Environmental Protection in
Construction Projects (CE%IH H B 5% R i# 4 ¥ 1)) promulgated by the State Council on
November 29, 1998, amended and effective on October 1, 2017 and the Interim Measures on
Administration of Environmental Protection for Acceptance Examination Upon Completed
Construction Projects (CE#%IH H R TIREEREBRICE 17115 )) promulgated by the former
Ministry of Environmental Protection on November 20, 2017, where a construction project
needs complementary environmental protection facilities, those facilities must be designed,
constructed and become operational at the same time as the main parts of the project. The
project owner shall, after the completion of the construction project for which the
environmental impact report or the environmental impact statement is prepared, according to
standards and procedures prescribed by the environmental protection administrative
department of the State Council, conduct acceptance check of the constructed
complementary environmental protection facilities. The construction project may not be put
into production or use until the constructed supporting environmental protection facilities
have passed the acceptance check. The facilities that have not undergone or fail to pass the
acceptance check shall not be put into production or use.

Pursuant to Law of the PRC on Prevention and Control of Environmental Pollution
Caused by Solid Wastes (€ H 3 A [ A 20 [ 48 BE ) 15 Y2 B2 55 P16 15 ) ) which was promulgated
on October 30, 1995 and latest amended on April 29, 2020 and came into effect on September
1, 2020, the construction of projects which discharge solid waste and the construction of
projects for storage, use and treatment of solid waste shall be carried out upon the appraisal
regarding their effects on the environment and comply with the relevant state regulations
concerning the management of environmental protection in respect of construction projects.
The necessary supporting facilities for the prevention and control of environmental pollution
caused by solid wastes as specified in the environmental impact assessment documents of the
construction project shall be designed, constructed and put into operation simultaneously
with the major construction works of the construction project.

According to the Regulations on the Management of Medical Waste ('8 2854 45 FHL A5
1)), which were promulgated by the State Council on June 16, 2003 and amended on January
8,2011, and the Implementation Measures of the Management of Medical Waste (& %/ 4
B B8 BB B 1L )), which were promulgated by the Ministry of Health (“MOH”) on
October 15, 2003 and came into effect on the same day, medical institution shall timely deliver
medical wastes to an entity for centralized disposal of medical wastes and licensed by a
relevant environment protection administrative department for dispose. Sewage generated by
any medical institution and excretion of its patients or suspected patients of infectious
diseases shall be sterilized in strict accordance with the relevant provisions, and shall not be
discharged into sewage disposal systems until the relevant standards are met.

Regulations of Fire Prevention

The Fire Prevention Law of the PRC ({t# A R LML P14 )) (the “Fire Prevention
Law”), which was promulgated by the SCNPC on April 29, 1998 and most recently amended
on April 29, 2021, and the Interim Provisions on the Administration of Fire Protection Design
Review and Acceptance of Construction Projects (CERk TARTH Bl st w18 & B i ST 1T HLE)),
which was promulgated by the Ministry of Housing and Urban-Rural Development on
August 21, 2023 and came into effect on October 30, 2023, stipulate that all construction
projects must be designed to prevent fires under national fire protection technical standards,
the construction unit must submit the fire prevention design documents for approval or filing
purposes. Upon completion of such construction project, the construction unit must apply for
fire protection approval or conduct fire protection filing for fire protection design and
completion approval, as applicable.
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Regulation of Product Quality and Production Safety
Product Quality

The Product Quality Law of the PRC (% A [ I FN [ 2 B & 1%)), as amended and
effective as of December 29, 2018, applies to all production and sale activities in the PRC.
Pursuant to the Product Quality Law of the PRC, products offered for sale must satisfy
relevant quality and safety standards. Violations of state or industrial standards for health
and safety and any other related violations may result in civil liabilities and administrative
penalties, such as compensation for damages, fines, suspension or shutdown of business, as
well as confiscation of products illegally produced and sold and the proceeds from such sales.
Pursuant to the PRC Civil Code (Part VII Liability for Tort) ({H # A R ILAE Rk ) (55€
HiZHEEAT) ) which was promulgated by the National People’s Congress (“NPC”) on May 28,
2020, and came into effect on January 1, 2021, a patient may make a claim against a medical
institution or producer for any damage arising from defects of a medical device. In respect of
any claim made by a patient, the medical institution is entitled to make a claim against the
producer after the settlement of the compensation paid to the patient.

Production Safety

Pursuant to the Production Safety Law of the PRC ({H # A\ [QILAIE % 24 FE VL)), last
amended by the SCNPC on June 10, 2021 and came into effect on September 1, 2021, the
production and business operation entities shall (i) comply with this law and other laws and
regulations on safety production, strengthen the management of safety production, establish
a sound responsibility system for safety production for all employees and a system of rules
and regulations on safety production; (ii) increase the investment and guarantee of safety
production funds, materials, technologies, and personnel, improve safety production
conditions, and boost safety production standardization and informatization; (iii) establish a
dual prevention mechanism for safety risk classification and control, and for the investigation
and treatment of hidden dangers, and improve the risk prevention and resolution mechanism
to improve production safety standards and ensure production safety. Any entity that fails to
provide required production safety conditions is prohibited from engaging in production
activities.

Regulation of Foreign Investment

The establishment, operation and management of corporate entities in the PRC are
governed by the Company Law of PRC ({H#E NRILAE A 7)), or the Company Law,
which was issued by the SCNPC on December 29, 1993 and latest revised on December 29,
2023 and came into effect on July 1, 2024. A foreign-invested company is also subject to the
Company Law unless otherwise provided by the foreign investment laws.

On March 15, 2019, the NPC promulgated the Foreign Investment Law of the PRC
(< N R ILAN B A% $2 & 75 )), or the Foreign Investment Law, which became effective on
January 1, 2020 and replaced the major former laws and regulations governing foreign
investment in the PRC. Pursuant to the Foreign Investment Law, “foreign investments” refer
to investment activities conducted by foreign investors directly or indirectly in the PRC.

According to the Foreign Investment Law and its implementing rules, the State adopts a
system of pre-entry national treatment plus a negative list with respect to foreign investment
administration. The pre-entry national treatment refers to granting to foreign investors and
their investments, in the stage of investment access, the treatment no less favorable than that
granted to domestic investors and their investments and the negative list refers to special
administrative measures for access of foreign investment in specific fields as stipulated by the
State. Foreign investors shall not invest in the prohibited industries, or must satisfy certain
conditions stipulated in the negative list for investment in the restricted industries. The
current industry entry clearance requirements governing investment activities in the PRC by
foreign investors are set out mainly in the Special Administrative Measures (Negative List)
(2021 version) for Foreign Investment Access (<] 4% & HEARF Il B S5 7l (2 TH S B (2021
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4FHR) )) and the Encouraged Industry Catalog for Foreign Investment (2022 version) (&% #h
P % A R 26 H Bk (20224FhK) )). And the Special Administrative Measures (Negative List)
(2024 version) for Foreign Investment Access ({Z1 4% & E A5 Al & LS 7l (B THVE ) (2024
4FHR) )) has been promulgated on September 6, 2024, and came into effect on November 1,
2024. Industries not listed in these two categories are generally deemed “permitted” for
foreign investment unless otherwise restricted by other PRC laws.

On December 30, 2019, the MOFCOM and the SAMR jointly promulgated the
Measures for Information Reporting on Foreign Investment ({Z)ifi#% &5 B8 HHE)),
effective on January 1, 2020, pursuant to which, where a foreign investor directly or indirectly
carries out investment activities in China, the foreign investor or the foreign-invested
enterprise shall submit the investment related information to the competent commerce
authority through the enterprise registration system and the national enterprise credit
information publicity system for further handling.

Regulations relating to Merger and Acquisition of Domestic Enterprises by Foreign Investors
and Overseas Listing

According to the Provisions on Merger and Acquisition of Domestic Enterprises by
Foreign Investors (CBHEA AN £ & 3 F S N ZERTHLAE D) (the “M&A Rules”) which were
jointly adopted by the MOFCOM, the SAFE and other four ministries on August 8, 2006,
took effect on September 8, 2006 and amended on June 22, 2009, “mergers and acquisitions of
domestic enterprises by foreign investors” refers to: (a) a foreign investor converts a
non-foreign invested enterprise (domestic company) to a foreign invested enterprise by
purchasing the equity interest from the shareholder of such domestic company or the
increased capital of the domestic company (the “Equity Merger and Acquisition”); or (b) a
foreign investor establishes a foreign invested enterprise to purchase the assets from a
domestic enterprise by agreement and operates the assets therefrom; or (c) a foreign investor
purchases the assets from a domestic enterprise by agreement and uses these assets to establish
a foreign invested enterprise for the purpose of operation of such assets (the “Assets Merger
and Acquisition™).

M&A Rules provides that mergers and acquisitions of domestic enterprises by foreign
investors shall be subject to the approval of the MOFCOM or its delegates at provincial level.
In the event that any domestic company, enterprise or natural person merges or acquires a
domestic company that has affiliated relationship with it through an overseas company legally
established or controlled by such domestic company, enterprise or natural person, the merger
and acquisition applications shall be submitted to the MOFCOM for approval. Any
circumvention on the requirement including domestic re-investment of a foreign invested
enterprise is not allowed.

The CSRC promulgated the Overseas Listing Trial Measures and five relevant
guidelines on February 17, 2023, which became effective on March 31, 2023. The Overseas
Listing Trial Measures regulate both direct and indirect overseas offering and listing by PRC
domestic companies’ by adopting a filing-based regulatory regime.

According to the Overseas Listing Trial Measures, PRC domestic companies that seek
to offer and list securities in overseas markets, either in direct or indirect means, are required
to complete the filing procedure with the CSRC and report relevant information.

The Overseas Listing Trial Measures also provide that if the issuer both meets the
following criteria, the overseas securities offering and listing conducted by such issuer will be
deemed as indirect overseas offering subject to the filing procedure set forth under the
Overseas Listing Trial Measures: (1) 50% or more of the issuer’s operating revenue, total
profit, total assets or net assets as documented in its audited consolidated financial statements
for the most recent fiscal year is accounted for by domestic companies; and (ii) the issuer’s
business activities are substantially conducted in mainland China, or its principal place of
business is located in mainland China, or the senior managers in charge of its business
operations and management are mostly Chinese citizens or domiciled in Mainland China.
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Where an issuer submits an application for an initial public offering to competent overseas
regulators, such issuer must file with the CSRC within three business days after such
application is submitted. The Overseas Listing Trial Measures also require subsequent reports
to be filed with the CSRC on material events, such as change of control or voluntary or forced
delisting of the issuer who have completed overseas offerings and listings.

Regulations of Intellectual Property Rights
Patent

The Patent Law of the PRC ({3 A\ R ILA B HF]7%)) (the “Patent Law”) is revised by
the SCNPC on October 17, 2020 and came into effect on June 1, 2021. According to the
current Patent Law, when the invention or utility model patent is granted, unless otherwise
stipulated in the Patent Law, without the approval of the patent owner, no entity or person
shall implement the relevant patent, that is, manufacture, use, offer to sell, sell or import the
patented products for business purpose, or use the patented method and use, offer to sell, sell
or import the products directly obtained with the patented method. Implementing the patent
without the approval of the patent owner constitutes the infringement of patent rights. Any
dispute in connection with this shall be resolved by the relevant parties through negotiation. If
the relevant parties refuse to negotiate or the negotiation fails, the patent owner or the
relevant stakeholders may file a lawsuit in the people’s court or turn to the patent
administration authorities for handling.

Copyright

Copyright in the PRC, including copyrighted software, is principally protected under
the Copyright Law of the PRC ({#E ANRILFIEEEREL)) and related rules and
regulations. Under the Copyright Law of the PRC, the term of protection for copyrighted
software is 50 years. On November 11, 2020, the SCNPC promulgated the newly amended
Copyright Law, or the New Copyright Law, which took effect on June 1, 2021. The New
Copyright Law increased the cost of infringement violations and expanded the protection
coverage of Copyright Law. The Regulation on the Protection of the Right to Communicate
Works to the Public over Information Networks ({f5.5 48 #&E 4% MR 6)), which was
most recently amended on January 30, 2013, provides specific rules on fair use, statutory
license, and a safe harbor for use of copyrights and copyright management technology and
specifies the liabilities of various entities for violations, including copyright holders, libraries
and Internet service providers. In order to further implement the Regulations for the
Protection of Computer Software (&3 B e 1)) promulgated by the State Council
on June 4, 1991 and lastly amended on January 30, 2013, the State Copyright Bureau issued
the Registration of Computer Software Copyright Procedures ({FFHE HIK/F 3 VERESFEIE))
on February 20, 2002, which applies to software copyright registration, license contract
registration and transfer contract registration with respect to software copyright.

Trademark

Registered trademarks are protected under the Trademark Law of the PRC ({F# A K
JLFNE R ) ) which became effective in 1983 and was most recently amended on November
1, 2019 and related rules and regulations. Trademarks are registered with the Trademark
Office of China National Intellectual Property Administration. Where registration is sought
for a trademark that is identical or similar to another trademark which has already been
registered or given preliminary examination in the same or similar category of commodities or
services, the application for registration of this trademark may be rejected. Trademark
registrations are effective for a renewable ten-year period, unless otherwise revoked.

Domain Name
Domain names are protected under the Administrative Measures on Internet Domain

Names (CE B4 54 & S )) promulgated by the Ministry of Industry and Information
Technology, or MIIT on August 24, 2017 and effective as of November 1, 2017. Domain name
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registrations are handled through domain name service agencies established under the
relevant regulations, and applicants become domain name holders upon successful
registration. The domain name registration also follows the principle of “first file, first
registration.”

Design of Integrated Circuit Layouts

On April 2, 2001 the State Council promulgated the Regulations on the Protection of
Integrated Circuit Layout Designs (<517 # A7 & 5t 5t R B1) (the “Regulations on the
Protection”). According to the Regulations on the Protection, the owner of an integrated
circuit layout design has exclusive rights to the design, so long as they comply with the
provisions of the Regulations on the Protection, which protects the proprietary rights of
integrated circuit layout designs, encourage innovation in integrated circuit technology, and
promotes the development of science and technology. The exclusive rights to the layout design
arise upon registration with the intellectual property administration department of the State
Council, and layout designs that have not been registered are not protected by the Regulations
on the Protection. The protection period for the exclusive rights of a layout design is ten years,
calculated from the date of the design registration application or the first date of commercial
use anywhere in the world, whichever is earlier. However, a layout-design is no longer
protected under these regulations 15 years after its creation, regardless of registration or
commercial use.

Regulations of Tax
Enterprise Income Tax

The PRC enterprise income tax, or EIT, is calculated based on the taxable income
determined under the applicable Enterprise Income Tax Law of the PRC ({H & A &A1 1>
F 13 PBL%)) and its implementation rules, both of which became effective on January 1, 2008
and were most recently amended on December 29, 2018. The EIT Law generally imposes a
uniform enterprise income tax rate of 25% on all resident enterprises in China, including
foreign-invested enterprises. The EIT Law and its implementation rules permit certain High
and New Technologies Enterprises, or the HNTEs, to enjoy a reduced 15% enterprise income
tax rate if they meet certain criteria and are officially acknowledged.

Value Added Tax

On March 23, 2016, the MOF and the STA jointly issued the Circular on the Pilot
Program for Overall Implementation of the Collection of Value Added Tax Instead of
Business Tax (B 4 4 BH & 6B RO (E 8RR 948 F0 ) ), or the Circular 36, which took
effect on May 1, 2016. Pursuant to the Circular 36, all of the companies operating in
construction, real estate, finance, modern service or other sectors which were required to pay
business tax are required to pay value-added tax (“VAT”), in lieu of business tax. A VAT rate
of 6% applies to revenue derived from the provision of certain services. Unlike a business tax,
a taxpayer is allowed to offset the qualified input VAT paid on taxable purchases against the
output VAT chargeable on the revenue from services provided.

On March 20, 2019, the MOF, the STA and the General Administration of Customs
issued the Announcement on Policies for Deepening the VAT Reform (< G AL 34 (H B ol &
HBBURM/A45)), or the Announcement 39, which came into effect on April 1, 2019, to
further slash VAT rates. According to the Announcement 39, (i) the 16% or 10% VAT
previously imposed on sales and imports by general VAT taxpayers is reduced to 13% or 9%
respectively; (ii) the 10% purchase VAT credit rate allowed for the procured agricultural
products is reduced to 9%; (iii) the 13% purchase VAT credit rate allowed for the agricultural
products procured for production or commissioned processing is reduced to 10%; and (iv) the
16% or 10% export VAT refund rate previously granted to the exportation of goods or labor
services is reduced to 13% or 9%, respectively.

Regulation of Foreign Exchange and Dividend Distribution

The principal regulations governing foreign currency exchange in China are the
Regulations on Foreign Exchange Administration of the PRC ({H 3 A [ 305 &1 FE & A5
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%)), or the Foreign Exchange Regulations, promulgated by the State Council on January 29,
1996 and latest revised and effective on August 5, 2008. Under the Foreign Exchange
Regulations and other PRC rules and regulations on a currency conversion, Renminbi is freely
convertible for payments of current account items, such as trade and service-related foreign
exchange transactions and dividend payments, but not freely convertible for capital account
items, such as direct investment, loan or investment in securities outside China unless prior
approval of the SAFE or its local counterpart is obtained.

The SAFE promulgated the Circular on Further Simplifying and Improving Foreign
Exchange Administration Policies in Respect of Direct Investment (B — 5 i {b A oot
HERCE/MNES BRI A (the “SAFE Circular 13”) on February 13, 2015, which was
amended on December 30, 2019, and prescribed that the bank instead of SAFE can directly
handle the foreign exchange registration and approval under foreign direct investment while
SAFE and its branches indirectly supervise the foreign exchange registration and approval
under foreign direct investment through the bank.

The SAFE promulgated the Circular on Reforming the Management Approach
regarding the Settlement of Foreign Capital of Foreign-invested Enterprise (B ol % o1 i £
A AP R A 4 & A 7 SN HE 1)) (the “SAFE Circular 197) on March 30, 2015, which
was last amended on December 30, 2019, and further issued the Circular on Reforming and
Standardizing the Foreign Exchange Settlement Management Policy of Capital Account
(CIBR S PR R B A T 4% B A BLBOR 1978 %0) ) (the “SAFE Circular 167) on June 9, 2016.
Pursuant to the SAFE Circular 19 and the SAFE Circular 16, the flow and use of the
Renminbi capital converted from foreign currency denominated registered capital of a
foreign-invested company shall not be used for business beyond its business scope, or to
provide loans to persons other than affiliates unless otherwise permitted under its business
scope.

On October 23, 2019, the SAFE released the Circular on Further Promoting
Cross-border Trade and Investment Facilitation (B — i i B5 55 & 5) #% & F AL i) 48
1)), which allows non-investment foreign-invested enterprises to use their capital funds to
make equity investments in China, provided that such investments do not violate the negative
list and the target investment projects are genuine and in compliance with laws.

According to the Circular on Optimizing Administration of Foreign Exchange to
Support the Development of Foreign-related Business (B it AL 41N HE R B 32 5 4P 7 88
%8 1)) issued by the SAFE on April 10, 2020, under the prerequisite of ensuring true and
compliant use of funds and compliance and complying with the prevailing administrative
provisions on use of income from capital projects, enterprises which satisfy the criteria are
allowed to use income under the capital account, such as capital funds, foreign debt and
overseas listing, etc., for domestic payment, without the need to provide proof materials for
veracity to the bank beforehand for each transaction.

Regulations of Labor Protection

Labor Protection

Pursuant to the Labor Law of the PRC (% A [RILFE 558)i%)), promulgated by
SCNPC on July 5, 1994 and amended and effective on December 29, 2018 and the Labor
Contract Law of the PRC ({H#E A [& LA 458 5 [7] %)) amended by SCNPC and effective
on July 1, 2013 and the Implementation Rules of the Labor Contract Law of the PRC ({H #E
N RN E 25 8) A R 2B e 1)) promulgated by the State Council and effective on
September 18, 2008, employers shall establish and improve labor rules and regulations
according to the laws and regulations and shall strictly comply with the national standards,
provide trainings to their employees, protect their labor rights and perform its labor
obligations. Employers shall execute written labor contracts with full-time employees. Labor
contracts shall be categorized into labor contracts with fixed term, labor contracts without
fixed term and labor contracts to be expired upon completion of certain tasks. All employers
must comply with local minimum wage standards.
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Social Insurance and Housing Provident Fund

According to the Social Insurance Law of the PRC ({3 A R I B4+ & R FRiE))
promulgated by SCNPC on October 28, 2010, amended and came into effect on December 29,
2018 and the Regulations on the Administration of Housing Provident Funds ({ff /5 AR & &
PR 1)) amended by the State Council and came into effect on March 24, 2019 and the
Provisional Regulations on Collection and Payment of Social Insurance Premiums ({1 & &
B 2 AT AT 1)) amended by the State Council and came into effect on March 24, 2019,
employers in the PRC shall pay premium for basic pension insurance, unemployment
insurance, maternity insurance, work-related injury insurance, basic medical insurance and
housing provident funds for its employees at the applicable rates based on the amounts
stipulated by the laws.

According to the Interpretation IT of the Supreme People’s Court of Issues Concerning
the Application of Law in the Trial of Labor Dispute Cases (< = A R % B B 7 35 38 45 &) 3%
ZE AR RE R R RE () )) enacted by the Supreme People’s Court on July 31, 2025 and
implemented on September 1, 2025. Where an employer and an employee enter into a written
or verbal agreement that social insurance premiums need not be paid by both parties, the
people’s court shall not support this arrangement and shall determine that the agreement is
invalid. Accordingly, when an employer fails to pay social insurance premiums even as
previously agreed between the employer and an employee, upon the employee’s termination of
the employment contract, the employer shall make up the unpaid social insurance premiums
and pay economic compensation to the employee in accordance with the provisions of the
Labor Law.

Anti-Commercial Bribery and Anti-Corruption

China has established a comprehensive and robust legal framework to anti-commercial
bribery and anti-corruption in the medical field. For instance, according to the Regulations
on the Establishment of Adverse Records with Respect to Commercial Briberies in the
Medicine Purchase and Sales Industry (B 82 37 5 4 i & 48 3 o SE WIS AN R BBk AL E ),
which was promulgated by the National Health and Family Planning Commission, or
NHFPC, and came into effect on March 1, 2014, where a manufacturer of drugs, medical
devices and medical disposables, an enterprise, an agency or an individual offers staff of a
medical institution any items of value or other benefits, the enterprise should be listed in the
adverse records with respect to commercial bribery if relevant circumstances exist. If medical
production and operation enterprises are listed into the Adverse Records of Commercial
Briberies for the first time, their products shall not be purchased by public medical
institutions, and medical and health institutions receiving financial subsidies in local province
for two years since publication of the record, and public medical institution, and medical and
health institutions receiving financial subsidies in other province shall lower their rating in
bidding or purchasing process. If medical production and operation enterprises are listed into
the Adverse Records of Commercial Bribery more than once in five years, their products shall
not be purchased by public medical institutions, and medical and health institutions receiving
financial subsidies nationwide for two years since publication of the record.

According to the Anti-Unfair Competition Law of the PRC ({3 A 380 52 A IE 5
W Fr%)) promulgated by SCNPC, as amended and effective as of April 23, 2019, and the
Interim Provisions on the Prohibition of Commercial Bribery (B FA 2% 11 0% 3£ 0 0847 4 19 B 47
#iE)) promulgated by the SAIC, on November 15, 1996, the business operator shall not
provide or promise to provide economic benefits (including cash, other property or by other
means) to a counter-party in a transaction or a third party that may be able to influence the
transaction, in order to entice such party to secure a transactional opportunity or competitive
advantages for the business operator. Any business operator breaching the relevant
anti-bribery rules above-mentioned may be subject to administrative punishment or criminal
liability depending on the seriousness of the cases.
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Regulation of Information Security and Data Protection

According to the PRC Civil Code, the personal information of an individual shall be
protected by the law. Any organization or individual that needs to obtain personal
information of others shall obtain such information legally and ensure the safety of such
information, and shall not illegally collect, use, process or transmit personal information of
others, or illegally purchase or sell, provide or publish personal information of others. In
addition, the handling of personal information shall follow the principles of lawfulness,
appropriateness and necessity.

On August 20, 2021, SCNPC promulgated the Personal Information Protection Law of
the PRC ({3 A RALFIE M A\ {5 E 774 )), or the Personal Information Protection Law,
which became effective on November 1, 2021. The Personal Information Protection Law
requires, among others, that the handling of personal information should have a clear and
reasonable purpose and should be directly related to the handling purpose, adopt a method
that has the least impact on personal rights and interests. The collection of personal
information shall be limited to the minimum scope necessary to achieve the handling purpose.
The personal information handler shall not excessively collect personal information.

On June 10, 2021, the SCNPC promulgated the Data Security Law of the PRC ({1 # A
AL H B B 95 % 4275 )), or the Data Security Law, which came into effect on September 1,
2021. According to the Data Security Law, the central leading body of state security is
responsible for the decision-making, deliberation and coordination of the national data
security work, research and formulate and guide the implementation of the national data
security strategy and relevant major guidelines and policies, coordinate major matters and
important work in respect of national data security, and establish a coordination mechanism
for national data security work. Competent authorities of industry, telecommunications,
transport, finance, natural resources, health, education, science and technology, etc. assume
the responsibilities of data security regulation for their respective industries or fields. Public
security organs and national security organs, etc. assume the responsibilities of data security
regulation within the scope of their respective functions and duties. The cyberspace
administration of the State is responsible for the overall planning and coordination of cyber
data security and relevant regulatory work.

On November 7, 2016, the SCNPC promulgated the Cyber Security Law of the PRC
(CHP#E N R AN 3 48 4% %2 4274 )), which became effective on June 1, 2017, according to which,
network operators shall fulfill their obligations to safeguard the security of the network when
conducting business and providing services. Those who provide services through networks
shall take technical measures and other necessary measures according to laws, regulations and
compulsory national requirements to safeguard the safe and stable operation of the networks,
respond to network security incidents effectively, prevent illegal and criminal activities, and
maintain the integrity, confidentiality and usability of network data. The network operator
shall not collect personal information irrelevant to the services it provides or collect or use the
personal information in violation of the provisions of laws or agreements concluded with its
users, and the operators of critical information infrastructure shall store within the PRC all
the personal information and important data collected and produced within the PRC. The
purchase of network products and services by critical information infrastructure operators
that may affect national security shall be subject to national cyber security review organized
by the cyberspace administration of the State in conjunction with relevant departments of
The State Council.

On July 30, 2021, the State Council promulgated the Regulations on the Protection of
the Security of Critical Information Infrastructure (€BHS#{5 52565 % 2 RENA)),
which became effective on September 1, 2021. According to the Regulations on the Protection
of the Security of Critical Information Infrastructure, a “critical information infrastructure”
refers to an important network facility and information system in important industries such
as public communications and information services, energy, transportation, water resources,
finance, public services, e-government, national defense science and technology industries, as
well as other important network facilities and information systems that may seriously
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endanger national security, the national economy, the people’s livelihood, or the public
interests in the event of damage, loss of function, or data leakage. The management
authorities of the aforementioned important industries will be responsible for (i) organizing
the identification of critical information infrastructures in their respective industries in
accordance with certain identification rules, and (ii) promptly notifying the identified
operators and the Ministry of Public Security of the identification results. These regulations
require that the relevant operator shall submit a report to the competent PRC administrative
authority in accordance with relevant provisions upon the occurrence of any major
cybersecurity incident or the discovery of any major cybersecurity threat to the critical
information infrastructures, and the operators of critical information infrastructures shall
purchase the safe and trusted network products and services in the first place. If the purchase
of network products and services may affect national security, such operators shall pass the
cybersecurity review accordingly.

On December 28, 2021, the Cyberspace Administration of China (the “CAC”), jointly
with 12 other administrative authorities, promulgated the Measures for Cybersecurity Review
({H%E L 2/ AWHE), the “MICR”), which became effective on February 15, 2022. According
to the MCR, critical information infrastructure operators that purchase network products
and services, and network platform operators engaging in data handling activities that affect
or may affect national security are subject to cybersecurity review under the MCR. In
addition, network platform operators with personal information of over one million users
shall be subject to cybersecurity review before listing abroad ([E#h ). The competent
administrative authorities may also initiate a cybersecurity review against the operators if the
authorities believe that the network product or service or data handling activities of such
operators affect or may affect national security.

The Regulations on Promoting and Regulating the Cross-border Flow of Data (& #
Fi D BRI BT B B2 )) promulgated by the CAC and effective on March 22, 2024 stipulates
that if a data handler provides data overseas and meets one of the following conditions, it
shall apply for cross-border data transfer security assessment to the cyberspace
administration of the State through the local provincial cyberspace administration: (1) critical
information infrastructure operators provide personal information or important data
overseas; (2) data handlers other than critical information infrastructure operators provide
important data overseas, or have provided overseas personal information of more than 1
million people (excluding sensitive personal information) or sensitive personal information of
more than 10,000 people since January 1 of that year.

On September 24, 2024, the Regulations on Network Data Security Management
(A %5 B P8 % 2 B 1)) was issued by the State Council, which took effect on January 1,
2025. According to the Regulations on Network Data Security Management, network data
handlers shall, in accordance with the provisions of laws and administrative regulations and
the mandatory requirements of national standards, and on the basis of classified protection of
cybersecurity, strengthen the protection of network data security, establish and optimize the
system of network data security management, take technical measures to protect network
data, and prevent illegal and criminal activities aiming at and using network data. The
Regulations on Network Data Security Management also provide provisions for data
handling activities carried out through networks, including but not limited to the formulating
of rules for handling personal information, the general requirements on handling personal
information and accepting individual requests regarding personal information. The network
data handler shall specify the person in charge of network data security and the management
body for network data security, which shall perform the responsibilities of network data
security protection. If the security of data may be affected due to the merger, demerger,
dissolution or bankruptcy of the network data handler, the handler shall take measures to
ensure the security of network data, and report to the competent authority.

Our Group’s current overseas operations only involve the sharing of R&D progress,
product specifications, and performance study reports with overseas entities, solely for the
purpose of synchronizing R&D initiatives and providing technical support. For clarity, these
activities do not involve any cross-border transfer of any personal information related to trial
subjects.
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We are fully committed to complying with all applicable laws and regulations governing
cross-border data transfers, cybersecurity, and data protection in our future operations. To
this end, our Group has implemented a comprehensive suite of technical and administrative
safeguards to ensure data security throughout its lifecycle. These measures include, but are
not limited to, encrypted storage, access controls, backup and recovery protocols, and
malware detection systems. These safeguards are further reinforced by our internal Data
Security Management Policy, which establishes a robust governance framework designed to
proactively detect, alert, and mitigate potential breaches across our value chain. As advised by
our PRC Legal Advisor, our Group is in compliance with relevant laws and regulations
regarding cybersecurity measures, including cross-border data transfer in all material
respects.

Regulation of Artificial Intelligence

The Administrative Provisions on Deep Synthesis in Internet-based Information
Services (CH. Y A(E B MR I B & & #K € )) which was promulgated by the CAC on
November 25, 2022 and took effective since January 10, 2023, impose certain compliance
obligations upon service providers using deep synthesis technology to provide Internet-based
information services, including but not limited to establishing a database to identify illegal or
adverse information, adding tags on information generated from using deep synthesis
technologies, authenticating users’ real identities before allowing them to use deep synthesis
information publishing services, etc.

On July 13, 2023, the CAC and six other ministries jointly published the Interim
Administrative Measures on Generative Al Services (MU A L& GERESE B 1T HEHE))
(“Interim Measures on GAI”), which came into effect on August 15, 2023. The Interim
Measures on GAI apply to the provision of generating content such as text, images, audio and
video to the public within the territory of China by utilizing generative Al technology (“GAI
Service”). On the other hand, Interim Measures on GAI will not apply to industrial
organizations, enterprises, educational and scientific research institutions, public cultural
institutions, and relevant professional institutions that develop and apply generative Al
technologies but do not provide GAI Services to the public within China.

RELEVANT LAWS AND REGULATIONS IN THE UNITED STATES
United States Regulation of Medical Devices

Medical devices are subject to extensive and ongoing regulation by the FDA, the
Centers for Medicare and Medicaid Services (“CMS”), the Department of Health and Human
Services Office of Inspector General (“OIG”) and regulatory bodies in the United States.
Regulations govern virtually every critical aspect of a medical device company’s business
operations, including research activities, product development and testing, manufacturing
and production, contracting, reimbursement, product messaging, medical communications,
sales, marketing and advertising. In the United States, the Federal Food, Drug and Cosmetic
Act (“FDCA”) and the implementing regulations of the FDA govern product design and
development, preclinical and clinical testing, premarket clearance or approval, product
manufacturing, product labeling, product storage, advertising and promotion, product sales
and distribution, import, export and post market clinical surveillance.

FDA Premarket Clearance and Approval Requirements

Unless an exemption applies, each medical device commercially distributed in the
United States requires either FDA clearance of a 510(k) premarket notification, grant of a de
novo classification request, or approval of a premarket approval (“PMA”) application. The
FDA classifies medical devices into one of three classes. Devices deemed to pose low to
moderate risk are designated as either Class I or II. Class I devices are subject to general
controls such as establishment registration and device listing, labeling, adherence to current
good manufacturing practices outlined in FDA’s Quality System Regulation (“QSR”),
maintenance and investigation of product complaint records, and adverse event reporting, but
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are usually exempt from premarket notification requirements. Class II devices are subject to
the same general controls and may be subject to special controls such as performance
standards, post-market surveillance, particularized labeling requirements and/or clinical
testing prior to clearance. Manufacturers of Class II devices, absent an exemption, are
required to submit to the FDA a premarket notification prior to commercial distribution.
Devices are designated as Class 111, which requires approval of a PMA application, if they are
deemed by the FDA to pose the greatest risk. These high-risk devices include life sustaining or
life supporting devices, certain implantable devices, and other devices that are intended for a
use that is of substantial importance in preventing impairment of human health or that
present a potential unreasonable risk of illness or injury. The PMA approval process is more
comprehensive than the 510(k) clearance process and typically takes several years to complete.

510(k) Clearance Marketing Pathway

A 510(k) notification requires the sponsor to demonstrate that a medical device is
substantially equivalent to another marketed device, termed a “predicate device,” that is
legally marketed in the United States and for which a PMA was not required. A device is
substantially equivalent to a predicate device if it has the same intended use and technological
characteristics as the predicate, or has the same intended use but different technological
characteristics that do not raise new questions of safety and effectiveness, and information
submitted to the FDA demonstrates that the device is at least as safe and effective as the
predicate device.

If the FDA agrees that the device is substantially equivalent to a predicate device
currently on the market, it will grant 510(k) clearance to commercially market the device. If
there is no viable predicate device for a new device because, for example, of a new intended
use, the device is automatically designated as a Class 111 device. Unless the de novo pathway is
available for the new device, the device sponsor must fulfill more rigorous PMA requirements.
The PMA process requires that the manufacturer demonstrate that the device is safe and
effective for its intended uses, which generally requires the submission of extensive data,
including results from pre-clinical studies and human clinical trials. A PMA must also contain
a full description of the device and its components, the methods, facilities, and controls used
for manufacturing, and proposed labeling. The PMA process is burdensome, and in practice,
the FDA’s review of a PMA application may take up to several years following initial
submission.

After a device receives 510(k) clearance, any modification that could significantly affect
its safety or effectiveness, or that would constitute a new or major change in its intended use,
requires a new 510(k) clearance, or depending on the modification, could require the filing of
a de novo classification request or a PMA application, which would require the submission to
the FDA of clinical trial data, among other information. Medical device companies are
required to determine, for each modification to their cleared products, whether to submit a
new 510(k) notification for the modification, based on the nature of the modification. If the
company determines a new 510(k) submission is not required, the decision and justification
are documented in a “letter to file.” If the FDA disagrees with the company’s determination,
the FDA can require the company to cease marketing or recall the modified device until 510(k)
clearance, grant of a de novo classification request or approval of a PMA is obtained.

In general, where a modification involves an expansion of a device’s intended use to
incorporate additional diagnostic functionalities, the FDA typically reviews such
modification through the submission of a new 510(k) for the updated clinical applications,
provided that the modification does not raise new questions of safety or effectiveness that
would warrant a de novo classification request or a PMA application. In such circumstances,
the new 510(k) submission relates to the same medical device, and the product name and
model may remain unchanged. The scope of data required to support the submission depends
on the nature of the modification. Additional performance or validation data may be required
to support the newly added functionality, while previously cleared data may continue to be
relied upon for the existing functionalities, without necessarily requiring the repetition of
clinical trials. Upon clearance, the expanded intended use would be reflected in the
FDA-cleared labeling for the same device platform.
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De Novo Classification Process

A manufacturer can request a risk-based classification determination for a novel device
in accordance with the “de novo” process. Medical device types that the FDA has not
previously classified as Class I, 11, or III are automatically classified into Class III regardless
of the level of risk they pose. Low-to-moderate risk medical devices that are automatically
placed into Class III due to the absence of a predicate device may utilize the “Request for
Evaluation of Automatic Class I1I Designation,” or the de novo classification procedure. This
procedure allows a manufacturer whose novel device is automatically classified into Class II1
to request down-classification of its medical device into Class I or Class II on the basis that
the device presents low or moderate risk, rather than requiring the submission and approval of
a PMA application. Manufacturers may request de novo classification directly without first
submitting a 510(k) pre-market notification to the FDA and receiving a
not-substantially-equivalent determination. De novo classification requests, like PMA
applications and 510(k) notifications, are subject to the payment of user fees.

FDA is required to reach a decision within 120 days following receipt of the de novo
request, although the process may take significantly longer. If the manufacturer seeks
reclassification into Class II, the manufacturer must include a draft proposal for special
controls that are necessary to provide a reasonable assurance of the safety and effectiveness of
the medical device. If the FDA grants the de novo request, the device may be legally marketed
in the United States. However, the FDA may reject the request if the FDA identifies a legally
marketed predicate device that would be appropriate for a 510(k) notification, determines that
the device is not low-to-moderate risk, or determines that general controls would be
inadequate to control the risks and/or special controls cannot be developed. After a device
receives de novo classification, any modification that could significantly affect its safety or
efficacy, or that would constitute a major change or modification in its intended use, will
require a new 510(k) clearance or, depending on the modification, another de novo request or
even PMA approval.

Medical Device Clinical Trials

Clinical trials are required for PMA applications and sometimes required to support
510(k) or de novo submissions. All clinical investigations of devices to determine safety and
effectiveness must be conducted in accordance with the FDA’s investigational device
exemption (“IDE”) regulations which govern investigational device labeling, prohibit
promotion of the investigational device, and specify an array of recordkeeping, reporting and
monitoring responsibilities of study sponsors and study investigators. If the device presents a
“significant risk” to human health, as defined by the FDA, the FDA requires the device
sponsor to submit an IDE application to the FDA, which must become effective prior to
commencing human clinical trials. If the device under evaluation does not present a
significant risk to human health, then the device sponsor is not required to submit an IDE
application to the FDA before initiating human clinical trials, but must still comply with
abbreviated IDE requirements when conducting such trials. A significant risk device is one
that presents a potential for serious risk to the health, safety or welfare of a patient and either
is implanted, used in supporting or sustaining human life, substantially important in
diagnosing, curing, mitigating or treating disease or otherwise preventing impairment of
human health, or presents a potential for serious risk to a patient in some other way. An IDE
application must be supported by appropriate data, such as animal and laboratory test results,
showing that it is safe to test the device in humans and that the testing protocol is scientifically
sound. The IDE will automatically become effective 30 days after receipt by the FDA unless
the FDA notifies the company that the investigation may not begin. If the FDA determines
that there are deficiencies or other concerns with an IDE for which it requires modification,
the FDA may permit a clinical trial to proceed under a conditional approval.

Regardless of the degree of risk presented by the medical device, clinical studies must be
approved by, and conducted under the oversight of, an Institutional Review Board (“IRB”) for
each clinical site. The IRB is responsible for the initial and continuing review of the clinical
study, and may pose additional requirements for the conduct of the study. If an IDE
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application is approved by the FDA and one or more IRBs, human clinical trials may begin at
a specific number of investigational sites with a specific number of patients, as approved by
the FDA. If the device presents a non-significant risk to the patient, a sponsor may begin the
clinical trial after obtaining approval for the trial by one or more IRBs without separate
approval from the FDA, but must still follow abbreviated IDE requirements, such as
monitoring the investigation, ensuring that the investigators obtain informed consent, and
labeling and record-keeping requirements. Acceptance of an IDE application for review does
not guarantee that the FDA will allow the IDE to become effective and, if it does become
effective, the FDA may or may not determine that the data derived from the trials support the
safety and effectiveness of the device or warrant the continuation of clinical trials.

During a study, the sponsor is required to comply with the applicable FDA
requirements, including, for example, trial monitoring, selecting clinical investigators and
providing them with the investigational plan, ensuring IRB review, adverse event reporting,
record keeping and prohibitions on the promotion of investigational devices or on making
safety or effectiveness claims for them. The clinical investigators in the clinical study are also
subject to FDA’s regulations and must obtain patient informed consent, rigorously follow the
investigational plan and study protocol, control the disposition of the investigational device,
and comply with all reporting and recordkeeping requirements. Additionally, after a trial
begins, the sponsor, the FDA or the IRB could suspend or terminate a clinical trial at any time
for various reasons, such as strategic business decisions or a belief that the risks to study
subjects may outweigh the anticipated benefits.

RELEVANT LAWS AND REGULATIONS IN EU
Overview

Medical devices can be commercialized in the member states of the European Economic
Area (“EEA”) only if they meet the following requirements and obtain CE (Conformité
Européenne) marking (including countries which have signed Mutual Recognition Agreement
with EU):

° Regulation (EU) 2017/745 on medical devices (“MDR?”).
° Medical Device Directive (“MDD”) 93/42/EEC.

On May 26, 2021, MDD was repealed and replaced by the MDR which has become a
regulation versus a former directive, for the manufacturers who plan to commercialize medical
devices in this region. The MDR is subject to a transition period during which manufacturers
of medical devices must update their technical information and processes in line with the new
MDR. During the transition period, manufacturers may elect whether to put any new medical
devices under the MDD’s regime or under the new MDR. Under European law, a Regulation
differs from a Directive since it, as a Regulation, is directly effective in each Member State,
without the need for implementing legislation (which is required for a Directive). The new
Medical Devices Regulation has the same basic requirements as the EU Medical Devices
Directive, but is generally more stringent, especially in terms of risk classes and the oversight
provided by notified bodies. There is also more emphasis on vigilance and post-market
surveillance.

European Conformity Marking and Certifications

On May 26, 2022, the In Vitro Diagnostic Medical Devices Regulation 2017/746
(“IVDR”) entered into application, repealing and replacing the Directive on In-Vitro
Diagnostic Devices (98/79/EC) (the “Directive”). The IVDR and its associated guidance
documents and harmonized standards govern, among other things, device design and
development, preclinical and clinical or performance testing, premarket conformity
assessment, registration and listing, manufacturing, labeling, storage, claims, sales and
distribution, export and import and post-market surveillance, vigilance, and market
surveillance. IVDs must comply with the General Safety and Performance Requirements
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(“GSPRs”) set out in Annex I of the IVDR. Compliance with these requirements is a
prerequisite to be able to affix the CE marking to 1VDs, without which they cannot be
marketed or sold in the EEA. To demonstrate compliance with the GSPRs provided in the
IVDR and obtain the right to affix the CE marking, IVD suppliers must undergo a conformity
assessment procedure, which varies according to the type of IVD and its classification. The
IVDR introduces new classification rules based on the Global Harmonization Task Force
System with four risk-based classes — Class A (lowest), Class B, Class C and Class D (highest
risk). Apart from IVDs with low individual and public health risk (Class A non-sterile), in
relation to which the manufacturer may issue an EC Declaration of Conformity based on a
self-assessment of the conformity of its products with the GSPRs, a conformity assessment
procedure requires the intervention of a NB, which is an organization designated by a
Competent Authority of an EEA country to conduct conformity assessments. Depending on
the relevant conformity assessment procedure, the NB audits and examines the technical
documentation and the quality system for the manufacture, design and final inspection of the
IVD. The NB issues a CE Certificate of Conformity following successful completion of a
conformity assessment procedure conducted in relation to the IVD, its manufacturer and their
conformity with the GSPRs. This CE Certificate of Conformity and the related conformity
assessment process entitles the manufacturer to affix the CE marking to its medical devices
after having prepared and signed a related EC Declaration of Conformity.

As a general rule, demonstration of conformity of IVDs and their suppliers with the
GSPRs must be based, among other things, on the evaluation of clinical data supporting the
safety and performance of the products during normal conditions of use. Specifically, a
manufacturer must demonstrate that the device achieves its intended performance during
normal conditions of use and that the known and foreseeable risks, and any adverse events,
are minimized and acceptable when weighed against the benefits of its intended performance,
and that any claims made about the performance and safety of the device (e.g., product
labeling and instructions for use) are supported by suitable evidence. This assessment must be
based on clinical data, which can be obtained from (i) clinical studies conducted on the
devices being assessed, (ii) scientific literature from similar devices whose equivalence with the
assessed device can be demonstrated or (iii) both clinical studies and scientific literature. The
conduct of clinical studies in the EEA is governed by detailed regulatory obligations. These
may include the requirement of prior authorization by the Competent Authorities of the
country in which the study takes place and the requirement to obtain a positive opinion from
a competent Ethics Committee. This process can be expensive and time-consuming. After a
device is placed on the market, it remains subject to significant regulatory requirements.

The IVDR provides a transitional provision. Accordingly, IVDs which are the subject of
a valid CE Certificate of Conformity issued under the Essential Requirements of Directive
98/79/EC on in vitro diagnostic medical devices (the “IVDD”) based on a self-assessment but
which will be up-classed and require the involvement of a NB under the IVDR for the first
time, can continue to be placed on the market until the following, most up-to-date deadlines
for each class categorization for IVD products:

o high individual risk and high public health risk products (Class D): 31 December
2027,

. high individual risk and/or moderate public health risk products (Class C): 31
December 2028;

° moderate individual risk and/or low public health risk (Class B): 31 December
2029;
° low individual risk and low public health risk products placed on the market in a

sterile condition (Class A sterile): 31 December 2029.
IVD suppliers may only rely on the transitional provisions above provided that: (i) the

devices continue to comply with applicable requirements imposed by the IVDD; (ii) they
respect the IVDR requirements relating to post-market surveillance, market surveillance,
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vigilance, registration of economic operators and devices under the Essential Requirements of
Directive 98/79/EC on in vitro diagnostic medical devices (the “IVDD”) in place of the
corresponding requirements in the IVDD; and (iii) no significant changes are made in the
design and intended purpose of the devices during the transitional period.

IVDs placed on the EEA market in accordance with the IVDD were subject to a similar
process. IVD suppliers were required to comply with the Essential Requirements laid down in
Annex I to the IVDD. Compliance with these requirements entitled suppliers to affix the CE
marking on products, without which they cannot be placed on the E.U. market. To
demonstrate compliance with the Essential Requirements laid down in Annex I to the IVDD
and obtain the right to affix the CE marking, IVD suppliers had to undergo a conformity
assessment procedure, varying according to the type of IVDs.

Following determination of the appropriate category for an IVD, suppliers were
required to follow the related conformity assessment procedures laid down in Article 9 of the
IVDD.

For general IVDs, a self-assessment process in accordance with Annex III of the IVDD
and a related Declaration of Conformity by the manufacturer prior to affixing the CE
marking was sufficient. In the Declaration of Conformity, the manufacturer certified that its
product complies with the Essential Requirements provided for in Annex I to the IVDD.

For IVDs for self-testing and those falling within List A or B of Annex II to the IVD, a
NB must undertake an assessment of the conformity of the manufacturer and/or the device
with the applicable provisions of the IVDD.

The NB would commonly audit and examine a product Technical File and the quality
management system for the manufacture, design, and final inspection of a medical device
before issuing a CE Certificate of Conformity demonstrating compliance with the
requirements of the IVDD. Following the issuance of a CE Certificate of Conformity,
suppliers could draw up the Declaration of Conformity and affix the CE marking to the
products covered by the CE Certificate of Conformity and the Declaration of Conformity.

In the future, in order to place an IVD, or an accessory to an IVD, on the market in the
EEA, the device must be designed, developed, manufactured, and marketed in compliance
with the relevant legal framework detailed in the IVDR.

Medical Device Operation and Product Quality

Among EU laws applicable to product safety, the MDR mandates a substantial increase
in safety obligations of manufacturers (e.g. Article 10 and Annex I of the MDR). For
instance, medical device manufacturers are generally required to have systems for risk
management, quality management and post-market surveillance. Specifically, implementing
and maintaining a risk management system requires identifying and analyzing any known
risks and implementing solutions to eliminate or control these risks. Medical device
manufacturers generally have to conduct clinical evaluations, compile technical
documentation, and undertake a conformity assessment procedure. In addition, medical
device manufacturers must ensure that their authorized representatives have the necessary
documentation permanently available, and that the devices are accompanied by the required
information. Medical device manufacturers must also have a system for recording and
reporting of incidents. If there were to be a serious incident involving the products, the
reporting timeline to a health authority would typically be no later than 15 days after medical
device manufacturers became aware of the incident, and two days in case of serious public
health threat.

The EU rules on product safety also require that the products sold in the European
Economic Area (EEA) hold certifications of conformity with the relevant harmonized
standards (Article 56 of the MDR). Once medical device manufacturers completed all
applicable obligations, they must draw up a declaration of conformity (Articles 10 §6 and 19
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of the MDR) and apply CE marking of conformity to our devices (Articles 10 §6 and 20 of the
MDR, and Article 30 of Regulation (EC) No 765/2008). The products we sell in the EU have
EC certificates and CE marking. These EC certificates cover products categorized as devices
in Class I1a and Class III. Any other products we would sell in the EEA and that would not be
covered by these EC certificates and/or would not have CE marking would require additional
EC certification and/or CE marking. Once devices are compliant with the MDR requirements,
member states cannot refuse, prohibit or restrict the making available on the market or
putting into service within their territory of these devices on the basis of the MDR (Article 24
of the MDR).

Post Market Surveillance and Vigilance

Starting from May 26, 2021, as regulated by MDR per Chapter VII, the post market
surveillance (PMS) and vigilance of a medical device shall have a PMS system to actively
gather and analysis the PMS data throughout the device’s lifetime. Proactive PMS plan and
report shall be performed at an appropriate frequency based on the device’s risk-based class.
For Class Ila, ITb and III medical devices, as the result of the PMS plan, a Periodic Safety
Update Report (“PSUR”) will be generated either biennially (for Ila) or annually (for IIb and
II1) and made available to the NB and competent authorities. The medical device
manufacturers are also requested by the regulation to report serious incidents and field safety
corrective actions, additionally the trend report for any statistical significant increase in the
frequency or severity of the non-serious incidents. The aforementioned reporting and PSUR
submission shall follow the electronic system established by European Commission.
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