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REGULATORY OVERVIEW

OVERVIEW OF LAWS AND REGULATIONS IN THE PRC

We are subject to a variety of PRC laws, rules and regulations affecting many aspects of our
business. This section summarizes the major PRC regulatory authorities and PRC laws and
regulations that we believe are relevant to our business and operations in the PRC.

PRINCIPAL REGULATORY AUTHORITIES

The operations of the Company in the PRC are mainly supervised and regulated by the
following authorities, in addition to the authorities generally administering the companies in the
PRC:

NMPA and CDE

National Medical Products Administration (e A RILAIER B R 4E 5 BB HE)  (the
“NMPA”)), is an authority under the State Administration for Market Regulation of the PRC GiE
N ERSEAN B [ K 5 B BHE PR AE)R)) (the “SAMR™) and is the primary regulator for medical
products. It is primarily responsible for supervising and managing drugs, medical devices and
cosmetics, including drafting relevant regulations and policies; undertaking standard management,
registration regulation, quality management and post-market risk management for drugs, medical
devices and cosmetics; organizing and guiding the supervision and inspection of drugs, medical
devices and cosmetics; and undertaking management of qualifications for licensed pharmacists.
Center for Drug Evaluation (%85 BB B MR EE 5T+ L) (the “CDE”) is the technical
evaluation unit for drug registration with NMPA. It is mainly responsible for conducting technical
evaluation on the drugs applying for registration and verifying the relevant drug registrations.

NHC

The National Health Commission (B Z #4252 B &) (the “NHC”), is the primary national
regulator for public health. It is primarily responsible for drafting national health policies,
supervising and regulating public health, healthcare services, and health emergency systems.

Ministry of Commerce

The Ministry of Commerce of the PRC (H#EANRILFEFHH) (the “MOFCOM”) is
responsible for the overall guidance and management of foreign investment. It formulates, revises
and implements the laws, regulations, rules and policies of foreign investment. It also participates
in the formulation and promulgation of the Special Management Measures for the Market Entry of
Foreign Investment (Negative List) ( (HMR#&EMEA R RIS HIEE(EMIEE) ), the “Negative
List”) and Catalog of Industries for Encouraging Foreign Investment ( ZEhFMH &£ H#%) ).
The MOFCOM is also responsible for the administration and supervision of the foreign investment
information reporting system, as well as approving foreign investment in sectors restricted by the
Negative List.

PRINCIPAL REGULATORY PROVISIONS
Laws and Regulations on New Drugs
Research and Development of New Drugs

The Drug Administration Law of the PRC ( (¥ A RILFIEHZE &%) ) (the “Drug
Administration Law”), last amended on August 26, 2019 and became effective on December 1,
2019, and the Implementation Regulations of the Drug Administration Law of the PRC ( {H#E A
BT (5 4 A PRV BB 4 91D ) (the “Implementation Regulations”) promulgated by the State
Council on August 4, 2002 and last amended on March 2, 2019, have laid down the legal framework
for the establishment and maintenance of pharmaceutical manufacturing and trading enterprises, as
well as for the administration of pharmaceutical products including the development and
manufacturing of new drugs. According to the Drug Administration Law and the Implementation
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Regulations, the developer and clinical trial applicant of any new drug shall truthfully submit the
new drug’s manufacturing method, quality specifications, results of pharmacological and
toxicological tests and the related data, documents and samples to the NMPA for approval before
any clinical trial is conducted.

Non-Clinical Research

The non-clinical safety evaluation study for drugs for the purpose of applying for drug
registration shall be conducted in accordance with the Administrative Measures for Good
Laboratories Practice ( (#&4) KW 70 E =45 #AH) ) promulgated by the CFDA and amended
on July 27, 2017. On April 16, 2007, the CFDA issued the Circular on Measures for Certification
of Good Laboratory Practice ( Z&4 3F iff /K WF 50 B 245 $HU B M 58 i 45 BIHA) ), last amended on
January 19, 2023, which set forth the requirements for an institution to apply for a Certification of
Good Laboratory Practice (“GLP”) to undertake non-clinical research on drugs. The NMPA is
responsible for the administration of the certification of GLP in China, and the drug regulatory
authorities at the provincial level are responsible for the daily supervision and management on
institutions of non-clinical safety evaluation studies within their administrative regions. The NMPA
will approve and issue GLP certificates to the applicants that meet the GLP requirements, and the
GLP certificates are valid for 5 years. Any entity without such certification must engage a qualified
third party to conduct non-clinical studies regulated under relevant laws and regulations.

Application For Clinical Trial

After non-clinical research, an applicant shall carry out drug clinical trial with the approval of
the NMPA, before a new drug clinical trial. According to the Drug Registration Regulation
( CEES ML) ), which was promulgated on January 22, 2020 and took effect on July I,
2020, drug clinical trials shall be divided into Phase I clinical trial, Phase II clinical trial, Phase III
clinical trial, Phase IV clinical trial, and bioequivalence trial. Among them, any bioequivalence study
shall be registered in CDE Clinical trial information platform. In order to conduct drug clinical trial,
an applicant should submit relevant new drug R&D documents required by CDE/NMPA, including
development methods, quality indicators, pharmacological and toxicological study results and other
related data, information, application documents should be submitted to the CDE for approval. CDE
shall decide whether to approve the application or not within sixty (60) working days after receiving
the clinical trial application, and notify the applicant of its decision; if no any notification after 60
working days, the application will be deemed as approval.

After obtaining the approval of clinical trial from the NMPA, the applicant must complete the
clinical trial registration at the Drug Clinical Trial Information Platform for public disclosure in
accordance with the Circular on Drug Clinical Trial Information Platform ( Bt 2£9 i IR il e f5
BB 17245 ) ). The applicant shall complete the initial registration of the trial within one month
after obtaining the approval of clinical trial to obtain an exclusive trial registration number, and then
complete the subsequent information registration before the first patient is enrolled in the trial and
submit the registration for public disclosure for the first time.

Conduct of Clinical Trial

After obtaining clinical trial approval, the applicant shall conduct clinical trials at qualified
clinical trial institutions. The qualified clinical trial institution refers to institutions that have the
conditions to conduct clinical trials in accordance with the requirements and technical guidelines
set forth in the Regulations for the Administration of Drug Clinical Trial Institutions ( ZE¥) iR
B A BB ) ), which came into effect on December 1, 2019. Such clinical trial institutions
shall be subject to filing requirements, with the exception of institutions that only engage in analysis
of biological samples which shall not be subject to such filing requirements. The NMPA is
responsible for setting up a filing management information platform for the registration, filing and
operation management of drug clinical trial institutions, as well as the entry, sharing and disclosure
of information from the supervision and inspection activities conducted by the drug regulatory
healthcare authorities.
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Clinical trials must be conducted in accordance with the Good Clinical Practice for Drug
Trials ( CZEPER R a0 2 &5 HHH) ) (“GCP”) promulgated by NMPA and NHC to improve the
quality of clinical trials on April 23, 2020 and effective on July 1, 2020, which stipulates the criteria
for the entire procedure of the clinical trial including preclinical trial preparation and the necessary
conditions, protection of testees’ rights and interests, trial protocols, duties of researchers, duties of
sponsors, duties of monitors, trial record and report, data management and statistical analysis,
administration of drug products for trial, guarantee for quality, polycentric trials, with reference to
the internationally recognized principles.

According to the Announcement on Adjusting Evaluation and Approval Procedures for
Clinical Trials for Drugs, where the application for clinical trial of new investigational drug has
been approved, upon the completion of Phases I and II clinical trials and prior to Phase III clinical
trial, the applicant shall submit the application for communication meetings to CDE to discuss with
CDE the key technical questions including the design of Phase III clinical trial protocol.

According to the Administrative Measures for Communication on the Research, Development
and Technical Evaluation of Drugs ( ZEYF 5 By 25 57 i 22 i B HHE) ), promulgated by
the CDE on December 10, 2020, during the research and development periods and in the registration
applications of, among others, the innovative new drugs, the applicants may propose to conduct
communication meetings with the CDE. The communication meetings can be classified into three
types. Type I meetings are convened to address key safety issues in clinical trials of drugs and key
technical issues in the research and development of breakthrough therapeutic drugs. Type II
meetings are held during the key research and development stages of drugs, mainly including
meetings before submitting the clinical trial application, meetings upon the completion of Phase II
trials and prior to Phase III trials, meetings before submitting the marketing application for a new
drug, and meetings for risk evaluation and control. Type III meetings refer to other meetings not
classified as Type I or Type II.

International Multi-Centre Clinical Trials

According to the International Multi-Center Clinical Trial Guidelines (Trial) ( <[ FEZ H.0>
%%Eﬁ%ﬁiﬁ%@%ﬁﬁ(ﬁﬁ» ), which was issued by the CFDA on January 30, 2015 and became
effective on March 1, 2015, the sponsor may conduct clinical trials simultaneously at multiple
centres in multiple regions in accordance with the same clinical trial protocol, and may also conduct
regional clinical trials simultaneously at multiple centres in different countries within a region in
accordance with the same clinical trial protocol. If the applicants plan to use the data derived from
international multi-centre clinical trials for approval of drug registration in China, such
international multi-center clinical trials shall comply with the provisions concerning clinical trials
in the Drug Registration Regulation. When planning and implementing international multi-centre
clinical trials in China, the sponsor shall comply with the Drug Administration Law and its
Implementation Regulations, the Drug Registration Regulation and other related laws and
regulations, implement the Good Clinical Practice in China, make reference to Good Clinical
Practice (Ffi/Kat55 2 & JH{#) provided by the International Conference on Harmonization of
Technical Requirements for the Registration of Pharmaceuticals for Human Use (A 2 it it 52
i[5 [ 1 3 €5 7%), and meet the legal and regulatory requirements of the corresponding countries.

According to the Opinions on Deepening the Reform of the Evaluation and Approval System
and Encouraging Innovation of Drugs and Medical Devices, clinical trial data obtained in an
international multi-center that conforms to China’s requirements for registration of drugs and
medical devices can be used for the application for registration in China.

The NMPA issued the Technical Guiding Principles for the Acceptance of Overseas Clinical
Trial Data of Drugs ( (252 3£ 5 58 SMER R il B e O B AT #5255 1) ) on July 6, 2018, according
to which, for drugs applied for registration within the PRC, overseas clinical trial data submitted
by the applicant may be accepted as the information for clinical evaluation. The basic principles for
accepting overseas clinical trial data include: (i) applicants shall ensure the authenticity, integrity,
accuracy and trace-ability of overseas clinical trial data; (ii) the process of generating overseas
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clinical trial data shall comply with the relevant requirements of the ICH-GCP; (iii) applicants shall
ensure the scientific design of overseas clinical trials, the compliance of clinical trial quality
management system with the requirements, and the accuracy and integrity of statistical analysis of
data; and (iv) to ensure that the clinical trial design and statistical analysis of the data are scientific
and reasonable, for the drugs with simultaneous R&D at home and abroad and forthcoming clinical
trials in China, the applicants may, prior to implementing registrational clinical trials, contact the
CDE to ensure the compliance of registrational clinical trial’s design with the essential technical
requirements for drug registration in China.

New Drug Registration

S ]

Drug Registration Regulation ( <Z& & 3E & HHHE) ) (the “DRR”) issued by the NMPA on
January 22, 2020, effective from July 1, 2020, is applicable to drug development, registration and
supervision carried out in China for the purpose of drug marketing. Pursuant to the DRR, upon
completion of clinical trials, determination of quality standards, completion of validation of
commercial-scale production processes and completion of other related preparation works, the
applicant may apply with the NMPA for the marketing authorization. The NMPA then determines
whether to approve the application according to applicable laws and regulations. The applicant must
obtain the marketing authorization for a new drug before the drug can be sold in the China market.

The Opinion on Strengthening the Reform of the Drug and Medical Device Review and
Approval Process to Encourage Drug and Medical Device Innovation ( €BA GAL 25 5 F a5 it il B ol
G B S BRI B L) ) (the “Innovation Opinion”) established a framework for
reforming the evaluation and approval system for drugs, medical devices and equipment. The
Innovation Opinion indicated enhancing the standard of approval for drug marketing registration
and accelerating the evaluation and approval process for innovative drugs as well as improving the
approval of drug clinical trials.

The CFDA promulgated the Opinions on Encouraging the Priority Review and Approval for
Drug Innovations (B S Bh 45 & AHT B AT BB R /) ) on December 21, 2017, which
further clarified that a fast track clinical trial approval or drug marketing registration pathway will
be available to innovative drugs. The Opinions on Encouraging the Priority Review and Approval
for Drug Innovations was replaced by the Announcement of the NMPA on Promulgating Three
Documents including the Working Procedures for Evaluation of Breakthrough Therapy Designation
Drugs (Trial) ( CBZZE B R B A 35 A < ZE B E VA Joe 46 85 oF AR e GolAT) > 55 = (R SR 2
#) ), which was issued and implemented on July 7, 2020, refining the requirements and scope of
the fast track.

According to the Announcement on Matters Concerning the Optimization of Drug
Registration Review and Approval ( CBEAGEALZES GEM AR ABRF AN AE) ) jointy
issued by the NMPA and the NHC on May 17, 2018, the CDE will prioritize the allocation of
resources for review, inspection, examination and approval of registration applications that have
been included in the scope of expedited process of clinical trial approval.

The Drug Registration Regulation has incorporated the previous reform in respect of the
accelerated approval for clinical trial and NDA application and introduces four procedures for
expedited NDA application:

Procedures for ground-breaking therapeutic drugs: during the drug clinical trials, for an
innovative drug or improved new drug used for prevention and treatment of life-threatening
illnesses or illnesses which have a serious impact on quality of life and for which there is no other
effective prevention and treatment method or there is adequate evidence to prove that the said
innovative drug or improved new drug has obvious clinical advantages over existing treatment
approach, the applicant may request for application of procedures for ground-breaking therapeutic
drugs.
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Procedures for conditional approval: during the drug clinical trials, for drugs which fall
under the following circumstances, an application for conditional approval of marketing registration
may be submitted (i) for drugs for treatment of life-threatening illnesses for which there is no
effective treatment approach, the clinical trial of drugs already has data to prove efficacy and is able
to forecast the clinical value; (ii) for drugs urgently needed for public health, the clinical trial of
drugs already has data to prove efficacy and is able to forecast the clinical value; and (iii) for other
vaccines urgently needed for major public health emergencies or deemed by the NHC to be urgently
needed, its benefits outweigh the risks according to the evaluation.

Procedures for prioritized reviews and approval: at the time of the drug marketing
registration, drugs have obvious clinical value may apply for application of procedures for
prioritized review and approval, including (i) clinically and urgently needed but insufficient drug,
innovative drugs and improved new drugs for prevention and treatment of major contagious
diseases and rare diseases; (ii) new pharmaceutical product types, dosage form and specifications
of pediatric drugs which comply with pediatric physiological characteristics; (iii) vaccines and
innovative vaccines urgently needed for prevention and control of diseases; (iv) drug included in
the procedures for groundbreaking therapeutic drug; (v) drug which comply with conditional
approval criteria; and (vi) other circumstances of prioritized review stipulated by the NMPA.

Procedures for special reviews and approval: at the time of a threat or occurrence of public
health emergency, the NMPA may, in accordance with law, decide to implement special examination
and approval for urgently needed drug required for the prevention and treatment during the public
health emergency.

Marketing Authorization Holder Mechanism

Pursuant to the Drug Administration Law and DRR, China implements the marketing
authorization holder mechanism for management of the drug industry. After obtaining a drug
registration certificate, an applicant shall be the drug marketing authorization holder. The drug
marketing authorization holder refers to an enterprise or a drug research and development
institution that has obtained the drug registration certificate. During the validity period, the drug
marketing authorization holder shall be full life-cycle responsibility for the safety, efficacy and
quality controllability of the drug from research and development, production to post-marketing,
including in the process of non-clinical research, clinical trials, production and operation,
post-marketing research, adverse reaction monitoring, reporting and processing of drugs in
accordance with the provisions of the law. The marketing authorization holders may manufacture
drugs by themselves or entrust a pharmaceutical manufacturing enterprise to manufacture drugs.
Likewise, they may sell drugs by themselves or entrust a pharmaceutical distribution enterprise to
sell drugs. However, marketing authorization holders may not entrust a pharmaceutical
manufacturing enterprise to produce blood products, narcotic drugs, psychotropic drugs, medical-
use toxic drugs or pharmaceutical precursor chemicals, except as otherwise stipulated by the drug
regulatory department under the State Council.

Pursuant to the Drug Administration Law, subject to the approval by the drug administrative
department of the State Council, a drug marketing authorization holder may transfer its drug
marketing authorization. The transferee shall possess the capability of quality management, risk
prevention and control and liability compensation to ensure the safety, efficacy and quality
controllability of the drug, and perform the obligations of the drug marketing authorization holder.
According to the DRR, transfer of drug marketing authorization by the holder shall be declared by
way of supplementary application, and be implemented upon approval.The holder after the change
shall have a production quality management system that meets the requirements specified in the
GMP, undertake the obligations for the management of the drug in the whole life cycle, complete
the continuous research work of the drug, ensure that the existing technical requirements are met
after the drug is manufactured and marketed, and highlight the situation of the transferred drug in
its initial annual report. The transferred drug may be sold on the market after passing the inspection
for compliance with the GMP and fulfilling the product release requirements.

- 108 -



THIS DOCUMENT IS IN DRAFT FORM, INCOMPLETE AND SUBJECT TO CHANGE AND THAT THE INFORMATION MUST
BE READ IN CONJUNCTION WITH THE SECTION HEADED “WARNING” ON THE COVER OF THIS DOCUMENT.

REGULATORY OVERVIEW

Management of Human Genetic Resources and Biosecurity

Pursuant to the Regulations on the Management of Human Genetic Resources of the PRC
( CHEE N RALRN A\ SR E U %)) ), last amended by the State Council on March 10,
2024 and coming into effect on May 1, 2024, the State supports the rational use of human genetic
resources for scientific research, development of the biomedical industry, improvement of diagnosis
and treatment technology, improvement of China’s ability to guarantee biosafety and improvement
of the level of people’s health. Foreign organizations, individuals and institutions established or
actually controlled by them shall not gather or preserve Chinese genetic resources in China, or
provide Chinese genetic resources to foreign countries. In addition, the gathering, preservation,
utilization and external provision of Chinese genetic resources shall conform to ethical principles
and conduct ethical review in accordance with relevant regulations. The Implementing Rules of the
Regulation on the Administration of Human Genetic Resources ( { AJEE {8 & 5 & BRG] B i 40
HII) ), which was promulgated by the MOST on May 26, 2023 and became effective on July 1, 2023,
further provides specific requirements on the collection, preservation, utilization and external
provision of China’s human genetic resources.

The Biosecurity Law of the PRC ( {H#E AN RILFE A Y%L 415) ) (the “Biosecurity Law”),
which was promulgated by SCNPC on October 17, 2020 and last amended on April 26, 2024,
establishes a comprehensive legislative framework for the pre-existing regulations in such areas as
epidemic control of infectious diseases for humans, animals and plants, research, development, and
application of biology technology, biosecurity management of pathogenic microbial laboratories,
security management of human genetic resources and biological resources, countermeasures for
microbial resistance, and prevention of bioterrorism and defending threats of biological weapons.
According to the Biosecurity Law, the research and development activities of high-risk and
medium-risk biotechnology shall be carried out by a legal person organization established within
the territory of the PRC in accordance with the law, upon obtaining the approval or record-filing.
The following activities are subject to approval of the competent health department: (i) collecting
human genetic resources of important genetic families or specific areas in the PRC, or collecting
human genetic resources of which the types and quantities are subject to provisions of the
competent health department under the State Council, (ii) preserving China’s human genetic
resources, (iii) using China’s human genetic resources to carry out international scientific research
cooperation, or (iv) transporting, mailing, and carrying China’s human genetic resource materials
out of the country.

Administrative Protection and Monitoring Period for New Drugs

According to the Implementation Regulations, the NMPA may, for the purpose of protecting
public health, provide for an administrative monitoring period of up to five years for new drugs
approved to be manufactured, to continually monitor the safety of those new drugs. During the
monitoring period of a new drug, the NMPA will not approve any other enterprise’s application to
manufacture or import a similar new drug.

Laws and Regulations on the Manufacturing of Drugs
Drug Manufacturing Certificate

Pursuant to the Drug Administration Law and the Implementation Regulations, a drug
manufacturer must obtain a Drug Manufacturing Certificate (2% /EFEFF A7) from the drug
regulatory authority at provincial, autonomous regional or municipal level before it may start
manufacturing drugs in the PRC. The Drug Manufacturing Certificate shall indicate the validity
period and the scope of production. Each Drug Manufacturing Certificate is valid for a period of
five years and the manufacturer is required to apply for renewal of the permit within six months
prior to its expiration date.
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Good Manufacturing Practice (GMP)

The drug manufacturer must conduct the manufacturing process in accordance with the Good
Manufacturing Practice for Drugs ( <Z&.hA4E FE B 74 HHL#E) ) issued by the Ministry of Health of
the PRC (the “MOH”, which was canceled in the institutional reform of the State Council in 2013,
its functions were first inherited by the NHC established in 2018) on January 17, 2011 and
becoming effective on March 1, 2011, which sets forth a set of detailed standard guidelines
governing the manufacture of drugs including institution and staff qualifications, production
premises and facilities, equipment, hygiene conditions, production management, quality controls,
product operation, raw material management, maintenance of sales records and management of
customer complaints and adverse event reports.

The Administrative Measures for the Inspection of Pharmaceuticals (Trial) ( 2 i i 5
W% (FAT)) ) was promulgated by the NMPA on May 24, 2021 and amended on July 19, 2023. It
stipulated that if a drug manufacturer applies for a drug manufacturing license for the first time, it
will be subject to on-site inspection under relevant contents of the GMP. If a drug manufacturer
applies for re-issuance of drug manufacturing license, relevant authorities shall conduct
examination pursuant to risk management principle, taking into account the enterprise’s compliance
with pharmaceutical administration laws and regulations, operation status of GMP and quality
system, and may conduct GMP compliance inspection where necessary.

Entrusted Manufacturing of Drugs

Pursuant to the Administrative Regulations for the Entrusted Manufacturing of Drugs ( (%%
Mz R BB A HEMIE) ) issued by the CFDA on August 14, 2014 and becoming effective on
October 1, 2014, only when a drug manufacturer temporarily lacks manufacturing conditions due
to technology upgrade or is unable to ensure market supply due to insufficient manufacturing
capabilities can such drug manufacturer entrust the manufacturing of the drug to another domestic
drug manufacturer. Such entrusted manufacturing arrangements shall be approved by the provincial
branch of the NMPA.

The Administrative Measures on Supervision of Drug Manufacturing ( (2 jh4E 7 BB B
%) ) promulgated by the SAMR on January 22, 2020 and effective on July 1, 2020 further
implements the drug marketing authorization holder system as stipulated in the Drug Administration
Law. Drug marketing authorization holders entrusting others to manufacture drugs shall enter into
entrustment agreements and quality agreements with qualified drug manufacturing enterprises and
submit the relevant agreements together with the actual manufacturing site application materials to
the competent drug administrative authority in order to apply for the Drug Manufacturing
Certificate. The drug marketing authorization holder shall follow the Guidelines for the Quality
Agreements of Entrusted Manufacturing of Drugs ( (2% Z 54 = B E i #%155) ) formulated by
the NMPA to supervise the entrusted party to fulfill the obligations agreed upon in the agreement.
The drug marketing authorization holder and drug manufacturers shall establish and implement a
drug traceability system, assign traceability labels to sales packaging of their drugs in accordance
with regulations, implement drug traceability through information-based means, record and keep
drug traceability data in a timely manner, and provide traceability information to the drug
traceability collaborative service platform.

Laws and Regulations on the Medical Insurance Program
Coverage of the National Medical Insurance Program

The national medical insurance program was first adopted according to the Decision of the
State Council on the Establishment of the Urban Employee Basic Medical Insurance Program ( [
5 Bt [ 7 2 S S SRR T S A BB LR B il BE A 22 ) ) issued by the State Council on December 14,
1998, under which all employers in urban cities are required to enroll their employees in the basic
medical insurance program and the insurance premium is jointly contributed by the employers and
employees. On January 3, 2016, the Opinions of the State Council on Integrating the Basic Medical
Insurance Systems for Urban and Rural Residents ( <[E%5 B B i 5 G Ik A0 fa B A 5 0 O g ol B2
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B R ) issued by the State Council required the integration of the urban resident basic medical
insurance and the new rural cooperative medical care system and the establishment of a unified
basic medical insurance system, which will cover all urban and rural residents other than rural
migrant workers and persons in flexible employment arrangements who participate in the basic
medical insurance for urban employees.

Medical Insurance Catalogue

According to the Interim Measures for the Administration of Use of Drugs Covered by the
Basic Medical Insurance ( (EEASESIE0REG 46 B 4T HH%) ) which was promulgated by the
NHSA on July 30, 2020 and took effect on September 1, 2020, the scope of drugs covered by the
basic medical insurance shall be administered through the Catalogue of Drugs for Basic National
Medical Insurance. The National Drug Catalog for Basic Medical Insurance, Work-related Injury
Insurance and Maternity Insurance ( (BIZEEABFIRKE - T R4 FIRBRZEM H ) ), or
the National Reimbursement Drug List (the “NRDL”), sets forth the payment standard for
pharmaceutical products under the basic medical insurance, work-related injury insurance and
maternity insurance funds. Medicines listed in the NRDL are divided into two parts, List A and List
B. List A drugs are widely used clinical treatments with good efficacy and lower prices compared
to similar drugs, while List B drugs are clinical treatments with good efficacy and slightly higher
prices compared to List A drugs. According to the Interim Measures for the Administration of Use
of Drugs Covered by the Basic Medical Insurance, a Provincial Reimbursement Drug List (the
“PRDL”) must be made by the provincial healthcare security authorities. The provincial healthcare
security authorities have the right to add ethnic drugs and preparations of medical institutions as
List B drugs in the PRDL in accordance with relevant rules. Patients purchasing List B drugs shall
pay a certain percentage of the purchase price first and then obtain reimbursement under the basic
medical insurance program.

National Essential Drug List

On August 18, 2009, the MOH and eight other ministries and commissions in the PRC issued
the Provisional Measures on the Administration of the National Essential Drug List ( {[B 534 4E
) B BEBBE(E1T)) ), which was revised as the Measures for the Administration of the
National Essential Medicine List ( {EZRHEA2EY) H 5 & FHHL) ) on February 13, 2015, and the
Guidelines on the Implementation of the National Essential Drug List System ( B &7 B R 5
2R HEY) ) B A B R L) ), which aims to promote essential medicines sold to consumers at fair
prices in the PRC and ensure that the general public in the PRC has equal access to the drugs
contained in the National Essential Drug List. On September 13, 2018, the General Office of the
State Council issued the Opinions of the General Office of the State Council on Improving the
National Essential Drug System ( <[5 B 23 BE B A 56 35 Bl R B A B il B (1) 7 L) ). The NHC
and the National Administration of Traditional Chinese Medicine promulgated the National
Essential Drug List (2018) ( {BIZIEAZEY) H $%(20184F-/R)) ) (the “National Essential Drug
List”) on September 30, 2018, effective from November 1, 2018, replacing the National Essential
Drug List (2012) ( Bl ZHEAZEY H $k(20124F/K)) ) which was promulgated on March 13, 2013.
According to these regulations, basic healthcare institutions funded by government, which primarily
include county-level hospitals, county-level Chinese medicine hospitals, rural clinics and
community clinics, shall store up and use drugs listed in the National Essential Drug List. The drugs
listed in the National Essential Drug List shall be purchased by centralized tender process and shall
be subject to the price control by the National Development and Reform Commission of the PRC
(the “NDRC”). For therapeutic drugs in the National Essential Drug List, when adjusting the
NRDL, the medical insurance department shall prioritize the inclusion of those eligible in the scope
of the list or adjust the classification of List A and B.
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Laws and Regulations on Intellectual Properties
Patent

Patents in the PRC are mainly protected by the Patent Law of the PRC ( 1% A R F [ 2
F¥%) ) (the “Patent Law”), which was promulgated by the SCNPC on March 12, 1984, last
amended on October 17, 2020 and became effective on June 1, 2021, and the Implementation Rules
of the Patent Law of the PRC ( {H1# A\ RILANE HAEEEAMHI) ), which was promulgated by
the State Council on June 15, 2001 and last amended on December 11, 2023 and became effective
on January 20, 2024. The Patent Law of the PRC and its Implementation Rules provide for three
types of patents, “invention”, “utility model” and “design.” The duration of a patent right for
“invention” is 20 years, the duration of a patent right for “utility model” is 10 years, and the
duration of a patent right for “design” is 15 years, from the date of application. According to the
Patent Law, for the purpose of public health, the patent administrative department of the State
Council may grant mandatory licensing to manufacture and export patented drugs to countries or
regions in compliance with provisions of the relevant international treaty participated by the PRC.

According to the provisions of the Patent Law and its Implementation Rules, for the purpose
of compensating for the time taken to examine and approve a new drug to be marketed, the patent
administrative department under the State Council shall grant compensation to the validity period
of patent rights for the invention patents of new drugs approved to be marketed in the PRC upon
request of the patentee. The compensation period shall not exceed five (5) years, and the total
validity period of patent rights after a new drug is approved to be marketed shall not exceed
fourteen (14) years. During the validity compensation period of patent rights, the scope of
protection of the invention patent of a new drug is limited to the new drug and its approved
indications-related technical solutions; within the scope of protection, the patentee enjoys the same
rights and undertakes the same obligations as those before the validity compensation period.

Trademark

Pursuant to the Trademark Law of the PRC ( "% A\ R ILFIE i 157%) ) promulgated by the
SCNPC on August 23, 1982, last amended on April 23, 2019 and became effective on November
1, 2019, the period of validity for a registered trademark is 10 years, commencing from the date of
registration. Upon expiry of the period of validity, the registrant shall go through the formalities for
renewal as required if the registrant needs to continue to use the trademark. The period of validity
for each renewal of registration is 10 years, commencing from the day immediately after the expiry
of the preceding period of validity for the trademark. In the absence of a renewal upon expiry, the
registered trademark shall be canceled. Industrial and commercial administrative authorities have
the authority to investigate any behavior in infringement of the exclusive right under a registered
trademark in accordance with the law.

Trade Secret

According to the Anti-Unfair Competition Law of the PRC ( {3 A\ R ILFNE fz A IE & 35 5
%) ) (the “Anti-Unfair Competition Law”), promulgated by the SCNPC on September 2, 1993 and
last amended on June 27, 2025 and effective on October 15, 2025, the term “trade secrets” refers
to technical and business information that is unknown to the public, has utility, may create business
interests or profits for its legal owners or holders, and is maintained as a secret by its legal owners
or holders. Under the Anti-Unfair Competition Law, business persons are prohibited from infringing
others’ trade secrets by: (i) acquiring a trade secret from the right holder by theft, bribery, fraud,
coercion, electronic intrusion, or any other means; (ii) disclosing, using, or allowing another person
to use a trade secret acquired from the right holder by any means as specified in the item (i) above;
(ii1) disclosing, using, or allowing another person use a trade secret in its possession, in violation
of its confidentiality obligation or the requirements of the right holder for keeping the trade secret
confidential; (iv) abetting a person, or tempting another person into or in acquiring, disclosing,
using, or allowing another person to use the trade secret of the right holder in violation of his or
her non-disclosure obligation of the requirements of the right holder for keeping the trade secret

- 112 -



THIS DOCUMENT IS IN DRAFT FORM, INCOMPLETE AND SUBJECT TO CHANGE AND THAT THE INFORMATION MUST
BE READ IN CONJUNCTION WITH THE SECTION HEADED “WARNING” ON THE COVER OF THIS DOCUMENT.

REGULATORY OVERVIEW

confidential. If a third party knows or should have known of the above-mentioned illegal conduct
but nevertheless obtains, uses or discloses trade secrets of others, the third party may be deemed
to have committed a misappropriation of the others’ trade secrets. The parties whose trade secrets
are being misappropriated may petition for administrative corrections, and regulatory authorities
may stop any illegal activities and impose fine on the infringing parties.

Laws and Regulations on Management of Lease Housing in the PRC

According to the Civil Code, a lease contract is a contract whereby the lessor delivers to the
lessee the item for the latter’s use or benefit therefrom, and the lessee pays the lease expense. The
contents of a lease contract generally include terms such as the name, quantity and purpose of the
leased property, lease term, lease expense as well as time limit and method for its payment, and
maintenance of the leased property.

Pursuant to the Administrative Measures on Leasing of Commodity Housing On December 1,
2010, the Ministry of Housing and Urban-Rural Development promulgated the Administrative
Measures on Leasing of Commodity Housing ( <55 EHEEHHHL) ), effective February 1,
2011, lessors and lessees shall complete property leasing registration and filing formalities within
30 days from execution of the property lease agreement with the development (real estate)
department of the PRC Government of the centrally-administered municipality, municipality or
county where the leased property is located. Organizations who violate the relevant provisions of
this regulation shall be ordered by the development (real estate) department of the PRC
Governments of centrally-administered municipalities, municipalities or counties to make
corrections within a stipulated period; where an organization fails to make corrections within the
stipulated period, a fine ranging from RMBI1,000 to RMB10,000 shall be imposed to each
unregistered lease agreement.

Laws and Regulations on Environment, Health and Work Safety
Environmental Impact Assessment

According to the Environmental Protection Law of the PRC ( {3 A R I:AE BRI 58
%) ), promulgated by the SCNPC on December 26, 1989 and latest amended on April 24, 2014 and
came into effect on January 1, 2015, the Environmental Impact Assessment Law of the PRC ( ¢
e N AL BB Y 25T E%) ), promulgated by the SCNPC on October 28, 2002 and latest
amended on December 29, 2018, and the Administrative Regulations on the Environmental
Protection of Construction Project ( CE:aXIH HEBREEIRFEE B ), promulgated by the State
Council on November 29, 1998 and latest amended on July 16, 2017 and came into effect on
October 1, 2017, enterprises which plan to construct projects shall engage qualified professionals
to provide the assessment reports, assessment form, or registration form on the environmental
impact of such projects. The assessment reports, assessment form, or registration form shall be filed
with or approved by the relevant environmental protection bureau prior to the commencement of
any construction work.

Pollutant Discharge

According to the Regulations on the Administration of Pollutant Discharge Permits ( {#Ei5
FFA A B]) ) promulgated by the State Council on January 24, 2021 and came into effect on
March 1, 2021, and the Administrative Measures on Pollutant Discharge Permit ( {FE{5#Fn] 4 #
##i%) ) issued by the Ministry of Ecology and Environment on April 1, 2024 and came into effect
on July 1, 2024, enterprises, public institutions and other producers and operators that are subject
to the administration of pollutant discharge permits shall apply for pollutant discharge permit and
discharge pollutants in accordance with the requirements of the pollutant discharge permit; and
those who have not obtained the pollutant discharge permits shall not discharge pollutants.
According to the Classification Management List for Fixed Source Pollution Permits (2019 Edition)
( CFE 215 IR PR 3 o] A0 BUE BL4% Bk (20194F M) ), the manufacturing of biological drugs and
products falls into the classification management scope for fixed source pollution permits.
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Disposal of Hazardous Wastes

According to the Law of the PRC on the Prevention and Control of Environmental Pollution
Caused by Solid Wastes ( (H#E AR ILANE [E 8 BEY) 15 IR BE P IA7%) ), which was  first
promulgated on 30 October, 1995 and recently amended on April 29, 2020 and came into effect on
September 1, 2020, entities generating hazardous wastes (including medical waste) shall store,
utilize and dispose of hazardous wastes pursuant to the relevant provisions of the State and the
requirements of environmental protection standards, and shall not arbitrarily dump or pile up such
wastes. Entities that undertake the collection, storage, utilization and treatment of hazardous wastes
shall apply for and obtain a permit. The hazardous wastes shall be defined by the National
Catalogue of Hazardous Wastes ( (B G BEYI 2 #%) ), of which the latest version was issued by
the Minister of Ecology and Environment and other authorities on November 11, 2024 and entered
into force as of January 1, 2025. The medical wastes shall be defined by the Classification
Catalogue of Medical Waste ( (EFEEEY) /-8 H %) ), of which the latest version was jointly issued
by the National Health Commission of the PRC and the Minister of Ecology and Environment on
November 25, 2021 and entered into force as of the same date.

Hazardous Chemicals

7

The Regulation on Safety Administration of Hazardous Chemicals ( {fEBgfl 8 i 2 245 # Ak
1) ) (the “Hazardous Chemicals Regulation”) was promulgated by the State Council on January
26, 2002 and newly revised on December 7, 2013. The Hazardous Chemicals Regulation provides
regulatory requirements on the safe production, storage, use, operation and transportation of
hazardous chemicals. An enterprise that has obtained a work safety permit of hazardous chemicals,
safety use permit of hazardous chemicals or operation permit of hazardous chemicals according to
law shall purchase hyper-toxic chemicals or hazardous chemicals that can be used to make
explosives upon the strength of relevant permits or certificates. A producer of civil explosives shall
purchase hazardous chemicals that can be used to make explosives upon the strength of the permit
for production of civil explosives. Any entity other than those as prescribed in the preceding
paragraph, when purchasing hyper-toxic chemicals, shall apply to the public security organ of the
local people’s government at the county level for a permit for purchasing hyper-toxic chemicals;
when hazardous chemicals that can be used to make explosives are purchased, the explanations on
the legal use of such chemicals issued by such entity shall be presented.

The Regulation on the Administration of Precursor Chemicals ( <% 8 fb22 ) & BB )
promulgated by the State Council on August 26, 2005 and latest revised on September 18, 2018,
stipulates and regulates the production, operation, purchase, transportation, import and export of
precursor chemicals. The precursor chemicals are classified into three categories. Category I refers
to the major materials that may be used to produce drugs. Categories II and III refer to the chemical
auxiliary substances that may be used to produce drugs. An enterprise that applies for purchasing
the precursor chemicals in Category I shall submit the related certificates and shall obtain the
purchase license upon the examination and approval of the supervisory and administrative
department of drugs of the people’s government of the province, autonomous region or centrally
administered municipality where the applicant is located. An entity that purchases any precursor
chemicals in Category II or III shall, before the purchase, report the variety and quantity in demand
to the public security organ of the local people’s government at the county level for archival filing.

According to the Measures for the Public Security Management of Explosives Precursors
( (&R fEmi S RIELE L) ) issued by the Ministry of Public Security on July 6, 2019
and effective on August 10, 2019, enterprises which have obtained permits for safe production of
hazardous chemicals, permits for the safe use of hazardous chemicals and permits for business
operation of hazardous chemicals in accordance with the law shall purchase explosive precursor
hazardous chemicals with the corresponding licenses. A buyer of explosives precursors shall, within
five days after purchasing, report the information about the types, quantity and flowing direction
of explosives precursors purchased to the local county-level public security organ for filing through
the Explosive Precursors Information System.
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Production Safety

According to the Work Safety Law of the PRC ( {1 #E AN RILFEH %L 2 EFE L) ) (the “Work
Safety Law”) which was promulgated by the SCNPC on June 29, 2002 and newly amended on June
10, 2021, production and business operation entities shall abide by the Work Safety Law and other
laws and regulations concerning work safety, and guarantee work safety by strengthening the
management on safe production, setting up and improving the responsibility system for work safety
and work safety rules and regulations, improving the conditions, pushing forward the development
of work safety standards, and raising the work safety level. The major person-in-charge of the
production and business operation entities shall undertake the overall duties concerning the work
safety of the concerned entity. If the production and business operation entities fail to abide by the
relevant rules of the Work Safety Law, they will be confronted with administrative penalties, even
criminal liabilities.

Laws and Regulations on Labor, Social Insurance and Housing Provident Funds

According to the Labor Law of the PRC ( {*#E ARILFEISEL) ), which was
promulgated by the SCNPC on July 5, 1994 and last amended and came into effect on December
29, 2018, the Labor Contract Law of the PRC ( (T ANRILAE A E G ), which was
promulgated by the SCNPC on June 29, 2007 and amended on December 28, 2012 and came into
effect on July 1, 2013, and the Implementing Regulations of the Labor Contracts Law of the PRC
( (e NRALFE 558 & [RE E 1) ), which was promulgated by the State Council and came
into effect on September 18, 2008, labor contracts in written form shall be executed to establish
labor relationships between employers and employees.

According to the Social Insurance Law of PRC ( {1 #E A RILAE 4 & fRFx ) ), which was
promulgated by the SCNPC on October 28, 2010 and last amended and came into effect on
December 29, 2018, the Interim Regulations on the Collection and Payment of Social Security
Funds ( CfEe&r R B2 B 1748 61) ), which was promulgated by the State Council on January 22,
1999 and last amended on March 24, 2019, and the Regulations on the Administration of Housing
Provident Funds ( {f}5/AfE&E M) ), which was promulgated by the State Council on April
3, 1999 and last amended on March 24, 2019, employers are required to contribute, on behalf of
their employees, to a number of social security funds, including funds for basic pension insurance,
unemployment insurance, basic medical insurance, occupational injury insurance and maternity
insurance and to housing provident funds. Any employer who fails to make the required
contributions may be fined and ordered to compensate the deficit within a stipulated time limit.

Pursuant to the Interpretation II of the Supreme People’s Court on Several Issues Concerning
the Application of Law in the Trial of Labor Dispute Cases ( I A % Be B i 25 2 45 8 Tk 52
A3 P A TR A AR () “Interpretation II of Labor Dispute Cases”), which took effect on
September 1, 2025, any agreement between an employer and an employee or any commitment made
by an employee to the employer stating that social insurance premiums need not be paid shall be
deemed invalid by the people’s court. If an employer fails to pay social insurance premiums in
accordance with the law, and the employee requests to terminate the labor contract and claims
economic compensation pursuant to the Labor Contract Law ( {3 A RILFNE 25 8) 5[5 ), the
people’s court shall support such claims in accordance with the law. In the circumstances described
in the preceding paragraph, if the employer subsequently pays the social insurance premiums and
requests the employee to return the compensation already paid for the social insurance premiums,
the people’s court shall support such requests in accordance with the law.

Laws and Regulations on Foreign Investment

On March 15, 2019, the Foreign Investment Law of the PRC ( ("3 A\ RILFNE S &
i%£) ) (the “Foreign Investment Law™) was promulgated by the National People’s Congress (the
“NPC”). The Foreign Investment Law took effect on January 1, 2020, and the Sino-Foreign Equity
Joint Ventures Law of the PRC ( ("3 A\ RALANEH /5 R E B 3E1%) ), the Wholly Foreign-
Owned Enterprises Law of the PRC ( (¥ ARILFIEISMNEA2E7%) ) and the Sino-Foreign
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Cooperative Joint Ventures Law of the PRC ( (" #E N RILFIE S 1ELL & B2EIL) ) were abolished
at the same time. Since then, the Foreign Investment Law has become the basic law regulating
foreign-invested enterprises wholly or partially invested by foreign investors, while the
organization form, institutional framework and standard of conduct of foreign-invested enterprises
shall be subject to the provisions of the Company Law of the PRC ( {H1# A RILFNE A AL )
and other laws.

The PRC implements a pre-access national treatment plus negative list management system
for foreign investment, which means that foreign investors and their investments are given
treatment no less favourable than that accorded to domestic investors and their investments at the
stage of investment access; the so-called negative list refers to the special access management
measures that the State has stipulated to be applied to foreign investment in specific areas, and the
State grants national treatment to foreign investment that is not on the negative list.

The Special Administrative Measures for Foreign Investment Entry (Negative List) (2024
Version) ( CHMRHCE HEA A SIS e (2 TV %) (2024 4F M) ) issued by the NDRC and the
MOFCOM on September 26, 2024 (the “Negative List”), which became effective on November 1,
2024 constitute the catalogue of industries restricted or prohibited for foreign investment, of which
the Negative List has uniformly listed the special administrative measures, such as shareholding
requirements and senior management requirements. Fields outside the Negative List are managed
in accordance with the principle of consistency between domestic and foreign investments.
Domestic enterprises engaging in businesses in the areas of investment prohibited by the Negative
List that issue shares abroad and list them for trading shall be subject to the examination and
consent of the relevant competent state authorities. Foreign investors shall not participate in the
operation and management of the enterprise, and the proportion of their shareholding shall be
implemented with reference to the relevant provisions on the management of domestic securities
investment by foreign investors.

Laws and Regulations on Outbound Investment

Pursuant to the Administrative Measures on Outbound Investments ( {3EAMYEE L) )
issued by the MOFCOM on March 16, 2009 and amended on September 6, 2014, and the
Administrative Measures for the Outbound Investments of Enterprises ( {({>3EBE5M% & &
) ) issued by the NDRC on December 26, 2017 and effective from March 1, 2018, if an enterprise
in the territory of the PRC (the “Investor”) intends to make outbound investments (the “Project”),
it shall be subject to approval or filing for the Project, report relevant information, and cooperate
with the supervisory inspections. The sensitive Projects invested directly by the Investor or through
the foreign enterprises controlled by the Investor shall be subject to approval. The non-sensitive
Projects invested directly by the Investor which involve the direct contribution of assets, rights and
interests, or provision of financing or guarantee by the Investor shall be subject to filing.

Laws and Regulations on Information Security and Data Privacy
Data Security and Data Export

The SCNPC promulgated the Data Security Law of the PRC ( 13 A &I Hhh 2 2
) ) on June 10, 2021, which became effective from September 1, 2021, for the establishment of
a data classification and grading protection system to conduct classified and hierarchical protection
of data. Entities engaged in data processing activities shall, in accordance with laws and
regulations, establish a sound full-process data security management system, organize data security
education and training, and take corresponding technical measures and other necessary measures to
ensure data security.

On December 28, 2021, the Cyberspace Administration of China (the “CAC”) and other
twelve PRC regulatory authorities jointly revised and promulgated the Measures for Cybersecurity
Review ( (4L ANHL) ) (the “Cyber Review Measures”), which came into effect on
February 15, 2022. The Cyber Review Measures stipulate that, among others, (i) when the purchase
of network products and services by a critical information infrastructures operator (the “CI10”) (I
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HiE B LB 2 ) or the data processing activities conducted by a network platform operator
(#4175 #5#) affect or may affect national security, a cybersecurity review shall be conducted
pursuant to the Cyber Review Measures; (ii) an application for cybersecurity review shall be made
by an issuer who is a network platform operator holding personal information of more than one
million users before such issuer applies to list its securities abroad; and (iii) the relevant PRC
governmental authorities may initiate cybersecurity review if such governmental authorities
determine that the issuer’s network products or services, or data processing activities affect or may
affect national security.

According to the Measures on Security Assessment of Cross-border Data Transfer ( (¥ H
BE %A RN L) ) issued by the CAC on July 7, 2022 and effective on September 1, 2022, a data
processor that provides data overseas under any of the following circumstances shall apply to the
national cyberspace administration for the security assessment of the outbound data transfer through
local provincial cyberspace administration: (i) a data processor provides important data abroad; (ii)
the CIIO or the data processor that has processed the personal information of more than 1 million
people provides personal information abroad; (iii) the data processor that has provided the personal
information of over 100,000 people or the sensitive personal information of over 10,000 people
cumulatively since January 1 of the previous year provides personal information abroad; and (iv)
any other circumstance where an application for the security assessment of outbound data transfer
is required by the national cyberspace administration.

According to the Provisions on Promoting and Regulating Cross-border Data Flows ( {{g#
FRR i BFPS BB L E ) ), which was promulgated by the CAC on March 22, 2024 and came into
effect on the same day, if the data have not been informed or publicly announced as important data
by relevant departments or regions, data handlers are not required to declare security assessment for
cross-border provision of the data as important data.

Personal Information Protection

According to the Civil Code of the PRC ( ¥ A\ RILFIE % M) ), personal information
of natural persons is protected by law. The Personal Information Protection Law of the PRC (
#e N\ RALANEE A S SR 7#7%) ) promulgated by the SCNPC on August 20, 2021 and implemented
on November 1, 2021 further emphasizes the obligations and responsibilities of processors for the
protection of personal information, and requests higher level of protective measures on the
processing of sensitive personal information.

According to the Cybersecurity Law of the PRC ( {H#EAN R L ED) )
promulgated by the SCNPC on November 7, 2016 and effective on June 1, 2017, network operators
must follow the principles of legality, legitimacy and necessity when collecting and using personal
information, and obtain the consent of the person whose data is being collected. Network operators
shall not collect personal information unrelated to the services they provide and are not allowed to
leak, tamper with, or damage the personal information they collect. However, this does not apply
to cases where a specific individual cannot be identified and the identity cannot be recovered after
processing.

Laws and Regulations on Overseas Securities [REDACTED] and [REDACTED] by Domestic
Companies

CSRC Filing Requirements for Overseas [REDACTED] and [REDACTED]

On February 17, 2023, the China Securities Regulatory Commission (the “CSRC”)
promulgated the Trial Administrative Measures of Overseas Securities Offering and Listing by
Domestic Companies ( (BEABZESIMEITREZRM Ll A7) ) (the “Overseas Listing
Trial Measures”) and relevant supporting guidelines, which came into effect on March 31, 2023.
The Overseas Listing Trial Measures comprehensively improves and reforms the existing regulatory
regime for overseas [REDACTED] and [REDACTED] of PRC domestic companies’ securities and
regulates both direct and indirect overseas [REDACTED] and [REDACTED] of PRC domestic
companies’ securities. Any domestic company that is deemed to conduct overseas [REDACTED]
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and [REDACTED] activities shall file with the CSRC within three PRC business days after its
[REDACTED] for [REDACTED] is submitted to competent overseas securities regulators in
accordance with the Overseas Listing Trial Measures.

Overseas [REDACTED] Confidentiality and Archives Administration

According to the Provisions on Strengthening the Confidentiality and Archives Administration
Concerning the Overseas Securities Offering and Listing by Domestic Enterprises ( B finsi 58
T SEBE SNEEATRE 5 A B T AR B AR MR R B TR BLE) ) jointly issued by the CSRC and
other departments on February 24, 2023 and effective on March 31, 2023, in the overseas
[REDACTED] and [REDACTED] activities of domestic enterprises, domestic enterprises,
securities companies and securities service institutions that provide corresponding services shall
strictly comply with the applicable laws and regulations of the PRC and satisfy the requirements of
the Provisions, enhance the legal awareness of safeguarding state secrets and strengthening archives
administration, establish and improve the confidentiality and archives work system, and take
necessary measures to fulfill the confidentiality and archives administration obligations, and shall
not divulge state secrets or work secrets of state organs, or harm the interests of the state or the
public.

OVERVIEW OF LAWS AND REGULATIONS IN THE UNITED STATES
U.S. Government Regulation of Drug and Biological Products

In the U.S., the FDA regulates drugs. The Federal Food, Drug, and Cosmetic Act and other
federal and state statutes and regulations, govern, the research, development, testing, manufacture,
storage, recordkeeping, approval, labeling, promotion and marketing, distribution, post-approval
monitoring and reporting, sampling, and import and export of drugs.

Approval Process

The FDA must approve any new drug or a drug with certain changes to a previously approved
drug before a manufacturer can market it in the U.S. If a company does not comply with applicable
U.S. requirements, it may be subject to a variety of administrative or judicial sanctions, such as
FDA refusal to approve pending applications, warning or untitled letters, clinical holds, drug
recalls, drug seizures, total or partial suspension of production or distribution, injunctions, fines,
civil penalties, and criminal prosecution. The steps a company must complete before it can market
a drug include: completion of pre-clinical laboratory tests, animal studies, and formulation studies,
all performed in accordance with the FDA’s good laboratory practice (“GLP”) regulations;
submission to the FDA of an investigational new drug (“IND”) application for human clinical
testing, which must become effective before human clinical studies start. The sponsor must update
the IND application annually; approval of the study by an independent institutional review board
(“IRB”) or ethics committee representing each clinical site before each clinical study begins;
performance of adequate and well-controlled human clinical studies to establish the safety and
efficacy of the drug for each indication to the FDA’s satisfaction; submission to the FDA of an
NDA; potential review of the drug application by an FDA advisory committee, where appropriate
and if applicable; satisfactory completion of an FDA inspection of the manufacturing facility or
facilities to assess compliance with current good manufacturing practices (“cGMPs”) or
regulations; and FDA review and approval of the NDA.

It generally takes companies many years to satisfy the FDA approval requirements, but this
varies substantially based upon the type, complexity, and novelty of the drug or disease. Pre-clinical
tests include laboratory evaluation of a drug’s chemistry, formulation, and toxicity, as well as
animal trials to assess the characteristics and potential safety and efficacy of the drug. The conduct
of the pre-clinical tests must comply with federal regulations and requirements, including GLP. The
company submits the results of the pre-clinical testing to the FDA as part of an IND along with other
information, including information about the drug’s chemistry, manufacturing and controls, and a
proposed clinical study protocol. Long term pre-clinical tests, such as animal tests of reproductive
toxicity and carcinogenicity, may continue after submitting the initial IND.
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The FDA requires a 30-day waiting period after the submission of each IND before the
company can begin clinical testing in humans. The FDA may, within the 30-day time period, raise
concerns or questions relating to one or more proposed clinical studies and place the study on a
clinical hold. In such a case, the company and the FDA must resolve any outstanding concerns
before the company begins the clinical study. Accordingly, the submission of an IND may or may
not be sufficient for the FDA to permit the sponsor to start a clinical study. The company must also
make a separate submission to an existing IND for each successive clinical study conducted during
drug development.

Clinical Studies

Clinical studies involve administering the investigational new drug to healthy volunteers or
patients under the supervision of a qualified investigator. The company must conduct clinical
studies: in compliance with federal regulations; in compliance with good clinical practice (“GCP”),
an international standard meant to protect the rights and health of patients and to define the roles
of clinical study sponsors, administrators, and monitors; as well as under protocols detailing the
objectives of the trial, the safety monitoring parameters, and the effectiveness criteria.

The company must submit each protocol involving testing on U.S. patients and subsequent
protocol amendments to the FDA as part of the IND application. The FDA may order the temporary
or permanent discontinuation of a clinical study at any time, or impose other sanctions, if it believes
that the sponsor is not conducting the clinical study in accordance with FDA requirements or
presents an unacceptable risk to the clinical study patients. The sponsor must also submit the study
protocol and informed consent information for patients in clinical studies to an IRB for approval.
An IRB may halt the clinical study, either temporarily or permanently, for failure to comply with
the IRB’s requirements, or may impose other conditions.

Companies generally divide the clinical investigation of a drug into three or four phases.
While companies usually conduct these phases sequentially, they are sometimes overlapped or
combined.

Phase 1. The company evaluates the drug in healthy human subjects or patients with the target
disease or condition. These studies typically evaluate the safety, dosage tolerance, metabolism and
pharmacologic actions of the investigational new drug in humans, the side effects associated with
increasing doses, and, if possible, gain early evidence on effectiveness.

Phase 2. The company administers the drug to a limited patient population to evaluate dosage
tolerance and optimal dosage, identify possible adverse side effects and safety risks, and
preliminarily evaluate efficacy.

Phase 3. The company administers the drug to an expanded patient population, generally at
geographically dispersed clinical study sites, to generate enough data to statistically evaluate
dosage, clinical effectiveness and safety, to establish the overall benefit-risk relationship of the
investigational drug, and to provide an adequate basis for product approval.

Phase 4. In some cases, the FDA may condition approval of an NDA for a drug on the
company’s agreement to conduct additional clinical studies after approval. In other cases, a sponsor
may voluntarily conduct additional clinical studies after approval to gain more information about
the drug. Such post-approval studies are typically referred to as Phase 4 clinical studies.

A pivotal study is a clinical study that adequately meets regulatory agency requirements to
evaluate a drug’s efficacy and safety to justify the approval of the drug. Generally, pivotal studies
are Phase 3 studies, but the FDA may accept results from Phase 2 studies if the study design
provides a well-controlled and reliable assessment of clinical benefit, particularly in situations in
which there is an unmet medical need and the results are sufficiently robust.
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The FDA, the IRB, or the clinical study sponsor may suspend or terminate a clinical study at
any time on various grounds, including a finding that the research subjects are being exposed to an
unacceptable health risk. Additionally, an independent group of qualified experts organized by the
clinical study sponsor, known as a data and safety monitoring board, may oversee some clinical
studies. This group provides authorization for whether or not a study may move forward at
designated check points based on access to certain data from the study.

Submission of an NDA

After a company completes the required clinical testing, it can prepare and submit an NDA
to the FDA, who must approve the NDA before a company can start marketing the drug in the U.S.
An NDA must include all relevant data available from pertinent pre-clinical and clinical studies,
including negative or ambiguous results as well as positive findings, together with detailed
information relating to the drug’s chemistry, manufacturing, controls, and proposed labeling, among
other things. Data can come from company-sponsored clinical studies on a drug, or from a number
of alternative sources, including studies initiated by investigators. To support marketing
authorization, the data submitted must be sufficient in quality and quantity to establish the safety
and effectiveness of the investigational drug to the FDA’s satisfaction.

The cost of preparing and submitting an NDA is substantial. The submission of most NDAs
is additionally subject to a substantial application user fee, and the manufacturer and/or sponsor
under an approved NDA are also subject to annual program user fees. The FDA typically increases
these fees annually. Orphan drug designation entitles a party to financial incentives such as
opportunities for grant funding towards clinical study costs, tax advantages, and user-fee waivers.

The FDA has 60 days from its receipt of an NDA to determine whether it will accept the
application for filing based on the agency’s threshold determination that the application is
sufficiently complete to permit substantive review. Once the FDA accepts the filing, the FDA begins
an in-depth review. The FDA has agreed to certain performance goals in the review of NDAs. Under
the Prescription Drug User Fee Act (“PDUFA”), the FDA has a goal of responding to standard
review NDAs within ten months after the 60-day filing review period, but this timeframe is often
extended. The FDA reviews most applications for standard review drugs within twelve months and
most applications for priority review drugs within six to eight months. Priority review can be
applied to drugs that the FDA determines offer major advances in treatment, or provide a treatment
where no adequate therapy exists.

The FDA may also refer applications for novel drugs that present difficult questions of safety
or efficacy to an advisory committee. This is typically a panel that includes clinicians and other
experts that will review, evaluate, and recommend whether the FDA should approve the application.
The FDA is not bound by the recommendation of an advisory committee, but it generally follows
such recommendations. Before approving an NDA, the FDA will typically inspect one or more
clinical sites to assure compliance with GCP, and will inspect the facility or the facilities at which
the drug is manufactured. The FDA will not approve the drug unless compliance with cGMPs is
satisfactory and the NDA contains data that provide evidence that the drug is safe and effective in
the indication studied.

The FDA’s Decision on an NDA

After the FDA evaluates the NDA and the manufacturing facilities, it issues either an approval
letter or a complete response letter. A complete response letter indicates that the FDA has completed
its review of the application, and the agency has determined that it will not approve the application
in its present form. A complete response letter generally outlines the deficiencies in the submission
and may require substantial additional clinical data and/or other significant, expensive, and
time-consuming requirements related to clinical studies, pre-clinical studies and/or manufacturing.
The FDA has committed to reviewing resubmissions of the NDA addressing such deficiencies in
two or six months, depending on the type of information included. Even if such data is submitted,
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the FDA may ultimately decide that the NDA does not satisfy the criteria for approval. Also, the
government may establish additional requirements, including those resulting from new legislation,
or the FDA’s policies may change, which could delay or prevent regulatory approval of a company’s
drugs under development.

An approval letter authorizes commercial marketing of the drug with specific prescribing
information for specific indications. As a condition of NDA approval, the FDA may require a risk
evaluation and mitigation strategy (“REMS”) to help ensure that the benefits of the drug outweigh
the potential risks. REMS can include medication guides, communication plans for healthcare
professionals, special training or certification for prescribing or dispensing, dispensing only under
certain circumstances, special monitoring, and the use of patient registries. The requirement for
REMS can materially affect the potential market and profitability of the drug. Moreover, the FDA
may condition approval on substantial post-approval testing and surveillance to monitor the drug’s
safety or efficacy. Once granted, the FDA may withdraw drug approvals if the company fails to
comply with regulatory standards or identifies problems following initial marketing.

Changes to some of the conditions established in an approved application, including changes
in indications, labeling, or manufacturing processes or facilities, require submission and FDA
approval of a new NDA or NDA supplement before a company can implement the change. An NDA
supplement for a new indication typically requires clinical data similar to that in the original
application, and the FDA uses the same procedures and actions in reviewing NDA supplements as
it does in reviewing new NDAs. As with new NDAs, the FDA often significantly extends the review
process with requests for additional information or clarification.

Post-approval Requirements

The FDA regulates drugs that are manufactured or distributed pursuant to FDA approvals and
has specific requirements pertaining to recordkeeping, periodic reporting, drug sampling and
distribution, advertising and promotion and reporting of adverse experiences with the drug. After
approval, the FDA must provide review and approval for most changes to the approved drug, such
as adding new indications or other labeling claims. There also are continuing, annual user fee
requirements for any marketed drugs and the establishments who manufacture our drugs, as well as
new application fees for supplemental applications with clinical data.

In some cases, the FDA may condition approval of an NDA for a drug on the sponsor’s
agreement to conduct additional clinical studies after approval. In other cases, a sponsor may
voluntarily conduct additional clinical studies after approval to gain more information about the
drug. Such post-approval studies are typically referred to as Phase 4 clinical studies.

Drug manufacturers are subject to periodic unannounced inspections by the FDA and state
agencies for compliance with cGMP requirements. There are strict regulations regarding changes to
the manufacturing process, and, depending on the significance of the change, it may require prior
FDA approval before we can implement it. FDA regulations also require investigation and
correction of any deviations from cGMPs and impose reporting and documentation requirements
upon a company and any third-party manufacturers that it may decide to use. Accordingly,
manufacturers must continue to expend time, money and effort in the area of production and quality
control to maintain compliance with cGMPs and other aspects of regulatory compliance.

The FDA may withdraw approval if a company does not comply with regulatory requirements
and maintain standards or if problems occur after the drug reaches the market. If a company or the
FDA discovers previously unknown problems with a drug, including adverse events of
unanticipated severity or frequency, issues with manufacturing processes, or the company’s failure
to comply with regulatory requirements, the FDA may revise the approved labeling to add new
safety information; impose post-marketing studies or other clinical studies to assess new safety
risks; or impose distribution or other restrictions under a REMS program. Other potential
consequences may include: restrictions on the marketing or manufacturing of the drug, complete
withdrawal of the drug from the market or drug recalls; fines, warning letters or holds on
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post-approval clinical studies; the FDA refusing to approve pending NDAs or supplements to
approved NDAs, or suspending or revoking of drug license approvals; drug seizure or detention, or
refusal to permit the import or export of drugs; or injunctions or the imposition of civil or criminal
penalties.

The FDA strictly regulates marketing, labeling, advertising, and promotion of drugs that are
placed on the market. Drugs may be promoted only for the approved indications and in accordance
with the provisions of the approved label. The FDA and other agencies actively enforce the laws and
regulations prohibiting the promotion of off-label uses. Violation of any of these laws and
regulations could result in significant administrative, civil and criminal liability.

Expedited Development and Review Programs

The FDA has a number of programs intended to expedite the development or review of
products that meet certain criteria. For example, new drugs are eligible for Fast Track Designation
if they are intended to treat a serious or life-threatening disease or condition and demonstrate the
potential to address unmet medical needs for the disease or condition. Fast Track Designation
applies to the combination of the product and the specific indication for which it is being studied.
The sponsor of a Fast Track product has opportunities for more frequent interactions with the review
team during product development, and the FDA may consider for review sections of the NDA on
a rolling basis before the complete application is submitted, if the sponsor provides a schedule for
the submission of the sections of the NDA, the FDA agrees to accept sections of the NDA and
determines that the schedule is acceptable, and the sponsor pays any required user fees upon
submission of the first section of the NDA.

Any product submitted to the FDA for approval, including a product with a Fast Track
Designation, may also be eligible for other types of FDA programs intended to expedite
development and review, such as priority review and accelerated approval. A product is eligible for
priority review if it has the potential to provide safe and effective therapy where no satisfactory
alternative therapy exists or a significant improvement in the treatment, diagnosis or prevention of
a disease compared to marketed products. The FDA will attempt to direct additional resources to the
evaluation of an application for a new drug designated for priority review in an effort to facilitate
the review. The FDA endeavors to review applications with priority review designations within six
months of the filing date as compared to ten months for review of new molecular entity NDAs under
its current PDUFA review goals.

In addition, a product may be eligible for accelerated approval. Drug products intended to
treat serious or life-threatening diseases or conditions may be eligible for accelerated approval upon
a determination that the product has an effect on a surrogate endpoint that is reasonably likely to
predict clinical benefit, or on a clinical endpoint that can be measured earlier than irreversible
morbidity or mortality, that is reasonably likely to predict an effect on irreversible morbidity or
mortality or other clinical benefit, taking into account the severity, rarity, or prevalence of the
condition and the availability or lack of alternative treatments. As a condition of approval, the FDA
may require that a sponsor of a drug receiving accelerated approval perform adequate and
well-controlled post-marketing clinical trials. In addition, the FDA currently requires pre-approval
of promotional materials as a condition for accelerated approval, which could adversely impact the
timing of the commercial launch of the product.

The Food and Drug Administration Safety and Innovation Act established a category of drugs
referred to as “breakthrough therapies” that may be eligible to receive Breakthrough Therapy
Designation. A sponsor may seek FDA designation of a product candidate as a “breakthrough
therapy” if the product is intended, alone or in combination with one or more other products, to treat
a serious or life-threatening disease or condition and preliminary clinical evidence indicates that the
product may demonstrate substantial improvement over existing therapies on one or more clinically
significant endpoints, such as substantial treatment effects observed early in clinical development.
The designation includes all of the Fast Track program features, as well as more intensive FDA
interaction and guidance. The Breakthrough Therapy Designation is a distinct status from both
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accelerated approval and priority review, which can also be granted to the same drug if relevant
criteria are met. If a product is designated as breakthrough therapy, the FDA will work to expedite
the development and review of such drug.

Fast Track Designation, Breakthrough Therapy Designation, priority review, and accelerated
approval do not change the standards for approval, but may expedite the development or approval
process. Even if a product qualifies for one or more of these programs, the FDA may later decide
that the product no longer meets the conditions for qualification or decide that the time period for
FDA review or approval will not be shortened.

Healthcare Reform

In the U.S., the legislative landscape continues to evolve. In particular, there have been and
continue to be a number of initiatives at the federal and state levels that seek to reform the way in
which healthcare is funded and reduce healthcare costs. In March 2010, the Patient Protection and
Affordable Care Act, as amended by the Health Care and Education Reconciliation Act of 2009
(collectively, the “Affordable Care Act”), was enacted, which includes measures that have
significantly changed health care financing by both governmental and private insurers.

There have been judicial, Congressional and executive branch challenges and amendments to
certain aspects of the Affordable Care Act. For example, on August 16, 2022, the Inflation
Reduction Act of 2022 (“IRA”) was signed into law, which among other things, extends enhanced
subsidies for individuals purchasing health insurance coverage in Affordable Care Act marketplaces
through plan year 2025. The IRA also eliminates the “donut hole” under the Medicare Part D
program beginning in 2025 by significantly lowering the beneficiary maximum out-of-pocket cost
and creating a new manufacturer discount program. It is possible that the Affordable Care Act will
be subject to judicial or Congressional challenges in the future. It is unclear how such challenges
and the healthcare reform measures of the second Trump administration will impact the Affordable
Care Act.

In addition, other health reform measures have been proposed and adopted in the U.S. since
the Affordable Care Act was enacted. For example, as a result of the Budget Control Act of 2011,
as amended, providers are subject to Medicare payment reductions of 2% per fiscal year until 2032,
unless additional Congressional action is taken. Further, the American Taxpayer Relief Act of 2012
reduced Medicare payments to several providers and increased the statute of limitations period for
the government to recover overpayments from providers from three to five years. Additionally, on
March 11, 2021, the American Rescue Plan Act of 2021 was signed into law, which eliminates the
statutory Medicaid drug rebate cap, previously set at 100% of a drug’s average manufacturer price,
for single source and innovator multiple source drugs, effective January 1, 2024.

Further, there has been heightened governmental scrutiny over the manner in which
manufacturers set prices for their marketed products, which has resulted in several recent
Congressional inquiries and proposed and enacted federal and state legislation designed to, among
other things, bring more transparency to drug pricing, review the relationship between pricing and
manufacturer patient programs, reduce the cost of drugs under Medicare, and reform government
program reimbursement methodologies for drugs. For example, the IRA, among other things, (1)
directs the U.S. Department of Health and Human Services (“HHS”) to negotiate the price of certain
single-source drugs that have been on the market for at least 7 years covered under Medicare
(“Medicare Drug Price Negotiation Program”), and (2) imposes rebates under Medicare Part B and
Medicare Part D to penalize price increases that outpace inflation. These provisions will take effect
progressively starting in fiscal year 2023. On August 15, 2024, HHS announced the agreed-upon
prices of the first ten drugs that were subject to price negotiations, although the Medicare Drug
Price Negotiation Program is currently subject to legal challenges. On January 17, 2025, HHS
selected fifteen additional products covered under Part D for price negotiation in 2025. Each year
thereafter more Part B and Part D products will become subject to the Medicare Drug Price
Negotiation Program. Further, on December 8, 2023, the National Institute of Standards and
Technology published for comment a Draft Interagency Guidance Framework for Considering the
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Exercise of March-In Rights, which for the first time includes the price of a product as one factor
an agency can use when deciding to exercise march-in rights. While march-in rights have not
previously been exercised, it is uncertain if that will continue under the new framework.

The current Trump administration is pursuing policies to reduce regulations and expenditures
across government, including at HHS, the FDA, CMS and related agencies. These actions, presently
directed by executive orders or memoranda from the Office of Management and Budget, may
propose policy changes that create additional uncertainty. These actions may include, for example,
directives to reduce agency workforce, program cuts, rescinding a Biden administration executive
order tasking the Center for Medicare and Medicaid Innovation to consider new payment and
healthcare models to limit drug spending and eliminating the Biden administration’s executive order
that directed HHS to establishing an AI task force and developing a strategic plan, and directing
certain federal agencies to enforce existing law regarding hospital and price plan transparency and
by standardizing prices across hospitals and health plans. Additionally, in its June 2024 decision in
Loper Bright Enterprises v. Raimondo, the U.S. Supreme Court overturned the longstanding
Chevron doctrine, under which courts were required to give deference to regulatory agencies’
reasonable interpretations of ambiguous federal statutes. The Loper Bright decision could result in
additional legal challenges to current regulations and guidance issued by federal agencies
applicable to our operations, including those issued by the FDA. Congress may introduce and
ultimately pass health care related legislation that could impact the drug approval process and make
changes to the Medicare Drug Price Negotiation Program created under the IRA.

At the state level, legislatures have increasingly passed legislation and implemented
regulations designed to control pharmaceutical and biological product pricing, including price or
patient reimbursement constraints, discounts, restrictions on certain product access and marketing
cost disclosure and transparency measures, and, in some cases, designed to encourage importation
from other countries and bulk purchasing. For example, on January 5, 2024, the FDA approved
Florida’s Section 804 Importation Program (“SIP”) proposal to import certain drugs from Canada
for specific state healthcare programs. It is unclear how this program will be implemented,
including which drugs will be chosen, and whether it will be subject to legal challenges in the U.S.
or Canada. Other states have also submitted SIP proposals that are pending review by the FDA. It
is possible that other healthcare reform measures may be adopted in the future, particularly in light
of the recent U.S. Presidential and Congressional elections.

Patent Term Restoration and Marketing Exclusivity

After approval, owners of relevant drug or biological product patents may apply for up to a
five-year patent extension to restore a portion of patent term lost during product development and
FDA review of a BLA if approval of the application is the first permitted commercial marketing or
use of a biologic containing the active ingredient under the Drug Price Competition and Patent Term
Restoration Act of 1984, referred to as the Hatch-Waxman Act. The allowable patent term extension
is calculated as one-half of the product’s testing phase, which is the time between IND and BLA
submission, and all of the review phase, which is the time between BLA submission and approval,
up to a maximum of five years. The time can be shortened if the FDA determines that the applicant
did not pursue approval with due diligence. The total patent term after the extension may not exceed
more than 14 years from the date of FDA approval of the product. Only one patent claiming each
approved product is eligible for restoration, only those claims covering the approved product, a
method for using it, or a method for manufacturing it may be extended, and the patent holder must
apply for restoration within 60 days of approval. The United States Patent and Trademark Office
(the “USPTO”), in consultation with the FDA, reviews and approves the application for patent term
restoration. For patents that might expire during the application phase, the patent owner may request
an interim patent extension. An interim patent extension increases the patent term by one year and
the patent owner may apply for no more than four subsequent interim extensions. For each interim
patent extension granted, the post-approval patent extension is reduced by one year. The director of
the USPTO must determine that approval of the drug candidate covered by the patent for which a
patent extension is being sought is likely. Interim patent extensions are not available for a drug
candidate for which a BLA has not been submitted.
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BIOSECURE Act

On December 18, 2025, the U.S. Senate passed the BIOSECURE Act as a part of the National
Defense Authorization Act for Fiscal Year 2026, which was signed into law by the U.S. President.
The BIOSECURE Act will prohibit the U.S. government from procuring biotechnology equipment
or services from designated “biotechnology companies of concern,” and will prohibit government
contracts, loans and grants to any entity that uses biotechnology equipment or services from a
designated “biotechnology company of concern.” The BIOSECURE Act provides that any entity on
the Department of Defense’s section 1260H list of Chinese military companies operating in the
U.S., as well as any of the entity’s subsidiary, parent, or successor, will qualify as “biotechnology
companies of concern.” The U.S. government has the authority to identify additional entities for
inclusion as “biotechnology companies of concern,” specifically any entity that is subject to the
administrative governance structure, direction, control, or operates on behalf of the government of
a foreign adversary (defined by law to be China, Iran, North Korea, and Russia), is involved in the
manufacturing, distribution, provision, or procurement of a biotechnology equipment or service,
and poses a risk to the national security of the U.S. The prohibitions in the BIOSECURE Act will
go into effect for new contracts, grants and loans issued 60 days after the Federal Acquisition
Regulation is updated for entities drawn from the 1260H list, and within 180 days after the Federal
Acquisition Regulation is updated for entities not included on the 1260H list.
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