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To optimize the quality management of drug
clinical trials, further foster a standardized and
efficient clinical research ecosystem, and
support innovation in biopharmaceutical R&D,
the National Medical Products Administration
(NMPA), together with the National Health
(NHO), the

of  Traditional
Medicine (NATCM), and the National Disease
Control

Commission National

Administration Chinese
Prevention Administration
(NDCPA), has revised the Good Clinical

and

Practice, which is hereby issued and shall come
into force on September 1, 2026. The
Announcement of the NMPA and the NHC on
Good  Clinical

Issuing  the Practice

(Announcement No. 57 of 2020) is hereby
repealed simultaneously.

It is hereby announced.

Annexes: 1. Good Clinical Practice (2026
Revision)

2. Q&A Document on Good Clinical Practice

(2026 Revision)

National Medical Products Administration

National Health Commission

National Administration of Traditional Chinese Medicine
National Disease Control and Prevention Administration
May 21,2026

(2026-06-08)

Good Clinical Practice for Drugs (2026 Revision): Questions

and Answers

1. What is the background for revising the Good
Clinical Practice (GCP)?

Drug clinical trials constitute a critical stage in
drug research and development (R&D). The
CPC Central Committee and the State Council
attach great importance to the development of
the biopharmaceutical industry. With the
support of national policies and joint efforts of
the industry, during the "14th Five-Year Plan"
period, China's clinical R&D system has

rapidly developed, becoming deeply integrated

_into the global R&D industry chain. The

number of innovative drug clinical trials has
increased significantly, and China's share in
global clinical R&D has steadily risen.

In recent years, as the globalization of the

biopharmaceutical industry accelerates, both

industry and regulatory authorities have
continuously updated clinical R&D
technologies and concepts, focusing on

improving the quality and efficiency of drug
clinical trials. The International Council for
Harmonization of Technical Requirements for

Pharmaceuticals for Human Use (ICH) carried
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out technical harmonization of Good Clinical
Practice and released the E6(R3) Guideline for
Good Clinical Practice (i.e., ICH GCP) in
January 2025, aiming to better guide flexible
trial designs and emphasizing the core concepts
of quality by design, fitness for purpose, and
proportionality to risk. The NMPA has been
deeply involved in the harmonization of this
guideline in the early stage, and has fully
implemented it for drug clinical trials
conducted after March 31, 2026.

China's GCP serves as a key normative
document guiding scientific and compliant drug
R&D and regulatory enforcement in line with
international standards. Since the
implementation of the 2020 version of GCP, it
has played an important role in the standardized
development of drug clinical trials in China,
effectively guiding the conduct and regulatory
practices of clinical trials. To further optimize
the quality management of drug clinical trials in
China, it is necessary to review and summarize
clinical trial

prior  experiences  in

implementation, further incorporate global
advancements in clinical trial technologies and
evolving concepts, and revise the 2020 version
of GCP accordingly.

II. How does GCP align with

regulations, other normative documents, and

laws,

technical guidelines?

The Good Clinical Practice is a normative
document that guides regulatory authorities,
sponsors, drug clinical trial institutions, and
other entrusted entities in conducting drug
clinical trials, and serves as the basis for
regulatory enforcement.

At the level of laws and regulations, GCP aligns
with the requirements of higher-level laws such
as the Drug Administration Law, Vaccine
Administration Law, Regulations for the
Implementation of the Drug Administration
Law, and Provisions for Drug Registration.

At the level of normative documents, GCP
aligns with normative documents such as the
Provisions for the Administration of Drug
Clinical Trial Institutions, Measures for the

Supervision and Inspection of Drug Clinical Trial

Institutions (Trial), and the Measures for Ethical
Review of Life Sciences and Medical Research
Involving Human Beings (Guowei Kejiaofa
[2023] No. 4) jointly issued by four departments,
including the National Health Commission.
Content already specified in dedicated normative
documents is not repeated, and the GCP may
provide cross-references as needed.

At the level of guidelines, emphasis is placed on
alignment with ICH E6(R3), refining and
improving regulatory rules to maintain
consistency in fundamental principles and
Where E6(R3)

compliance with local regulatory requirements,

requirements. calls for
GCP further clarifies these requirements.
Operational details, recommended practices,
and conceptual descriptions in E6(R3) are not
GCP but are
implemented in full through E6(R3), allowing

incorporated into China's
flexibility in clinical trial implementation. Key
points for verification and inspection, as well as
other relevant technical guidelines in China, are
well aligned with GCP and E6(R3) to
strengthen implementation guidance.

III. What are the
considerations for each chapter in the draft
revision of GCP?

The draft revision of GCP is divided into six

adjustments and

chapters: General Provisions, Ethics Review
Committee, Principal Investigator and Drug
Trial Data

Governance, and Supplementary Provisions,

Clinical Institution, Sponsor,
encompassing fifty-four articles. Compared to
the 2020 version of GCP, a new chapter on data
governance has been added. Given that E6(R3)
provides detailed explanations on the trial
essential

protocol, Investigator's Brochure,

document management, terminology, and
definitions, to reduce unnecessary duplication
and further strengthen alignment with ICH
E6(R3), the revised GCP deletes the original
chapters on the trial protocol, investigator's
brochure, and essential document management,
and simplifies the terminology section to retain
only trial participants and terms suited to
China's clinical trial practices. For specific

implementation of the relevant content, please
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refer to the Chinese version of E6(R3).
Requirements in the 2020 GCP regarding the
drafting  of brochures  for

traditional

investigator's
Chinese medicine and ethnic
medicines will subsequently be incorporated
into technical guidelines for issuance.

IV. What conceptual adjustments have been
made in the draft revision of GCP?

China's GCP revision fully incorporates the
core concepts from ICH E6(R3) of quality by
design, fitness for purpose, and proportionality
to risk, which are included in the General
Provisions. Principle-based requirements for
applying these core concepts across all stages of
drug clinical trials are also specified. At the
same time, to support the application of new
technologies and methods in clinical trials, the
General Provisions delineate boundaries for
their use, stating that new technologies and
methods applied in clinical trials must comply
with current ethical, scientific, and relevant
legal and regulatory requirements.

V. What measures does the draft revision of
GCP take to further

accountability, protect trial participants, and

strengthen

optimize management requirements?
Regarding accountability, considering that drug
clinical trials in China are invariably conducted
by teams and referencing the definition of
principal investigator in E6(R3), the draft
revision clarifies that the principal investigator
is the ultimate responsible person at the clinical
trial site and specifies matters that, in principle,
cannot be delegated by the principal
investigator. Meanwhile, it is clarified that the
sponsor is the ultimate responsible party for
activities related to the clinical trial, and both
the principal investigator and sponsor bear final
responsibility for their delegated activities.

In terms of protecting trial participants, the
General Provisions further clarify the critical
role of ethical review and informed consent in
safeguarding the rights, interests, and safety of
trial participants; strengthen the Ethics Review
Committee's review of special populations,
informed consent, and issues of serious and

persistent non-compliance; the Sponsor chapter

specifies that the sponsor shall update the trial
protocol, Investigator's brochure, and informed
consent materials as necessary based on safety
information assessments during the trial. The
informed consent form shall be adequate,
complete, understandable, and comply with
cthical review and related requirements; it also
specifies requirements for the principal
investigator to report serious adverse events to
the Ethics Review Committee.

In optimizing management, the revision
responds to the specific needs of all parties
trials by further

involved in clinical

streamlining ~ processes and  clarifying
responsibilities. For example: In the Ethics
Review Committee chapter, it is required that
the Ethics Review Committee conduct reviews
in accordance with relevant regulations of the
competent health administration department(s),
and requirements for key review content and
review methods are refined; the reporting
process for safety information is optimized, and
responsibilities are clarified; the Sponsor
chapter improves requirements for maintaining
blinding at all stages of the trial, adds
requirements for the sponsor to manage risks
during clinical trial implementation, and

specifies requirements for and status of
electronic signatures, among others.

VI. How does the draft revision of GCP
strengthen quality management requirements?
The quality of design and implementation in
drug clinical trials directly affects the rights,
interests and safety of trial participants, as well
as the reliability of clinical trial results. This
revision  explicitly states that quality
management shall run through the entire
process of drug clinical trials, and introduces
the terms "quality management of drug clinical
trials" and "quality management system for
drug clinical trials" to unify understanding
among all parties, clarify the objectives,
pathways, and methods of quality management,
and guide sponsors and drug clinical trial
institutions to conduct quality management

scientifically and efficiently.
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Work Procedure for the Protection of Drug Regulatory

Data

A WERFRIP TERERF

Article 1 In order to standardize the drug
regulatory data protection (hereinafter referred to
as data protection), this Working Procedure is
hereby formulated in accordance with the Drug
Administration Law of the People’s Republic of
China, the Regulations for Implementation of the
Drug Administration Law of the Peoples
Republic of China, the Provisions for Drug
Registration, and the Implementation Measures
Jfor Drug Regulatory Data Protection (hereinafter
referred to as the Implementation Measures).

Article 2 The Center for Drug Evaluation of the
National Medical
(hereinafter referred to as CDE), under the

Products Administration

guidance of the National Medical Products
Administration (hereinafter referred to as
NMPA), shall be responsible for the specific
implementation of data protection.

When

application for chemical drugs and biological

accepting a marketing registration
products, the data protection application submitted
by the drug registration applicant (hereinafter
referred to as the applicant) shall be reviewed
concurrently. The review shall determine whether
data protection should be granted.

During the data protection period, when
accepting a marketing registration application
or supplementary application that relies on the
protected data of another marketing
authorization holder (hereinafter referred to as
the holder), the relevant information of the
protected data being relied upon shall be
concurrently reviewed. If, upon completion of
the technical review, the protected data being
relied upon are still within the protection period
and the holder has not consented to such
reliance, the review shall be suspended.

Article 3 The applicant applying for data
protection shall submit the data protection
application together with the marketing
registration application, truthfully complete the
relevant information in the application form, and
specify the data protection period. The applicant

shall be responsible for the authenticity of the

data protection information submitted.
Article 4 Upon acceptance of a drug marketing
CDE  shall

concurrently conduct a formal review of the data

registration  application, the
protection application submitted by the applicant
and mark the variety after acceptance.

Article 5 The CDE shall review applications for
drug regulatory data protection during the
review process in accordance with the relevant
requirements of the Implementation Measures.
For those meeting the requirements, a
recommendation on the protection period to be
granted shall be put forth, and the data protection
period shall be specified. For those failing to
meet the requirements, a recommendation not to
grant data protection shall be made.

Article 6 For the varieties that are provided with
data protection when approved for marketing, the
CDE shall disclose the data protection-related
contents approved in the registration approval
documents in the special column of varieties
under drug regulatory data protection.

Article 7 After a drug has obtained data
protection, other submit

applicants may

marketing  registration  applications  or
supplementary applications for drugs relying on
the protected data within one year prior to the
expiration of the data protection period. When
the applicants obtain the study data by
themselves or rely on the protected data with the
consent of the holders, they may directly submit
the drug marketing registration applications or
Where the

applicants rely on the protected data with the

supplementary  applications.
consent of the holders, they shall provide the
Agreement on Consent to Drug Regulatory
Data Reliance signed by both parties.

When

registration applications or

submitting the drug marketing
supplementary
applications, the applicants shall specify related
information on whether they are relying on
protected data in the application forms and
specify each of them separately for those relying

on the protected data of multiple varieties.
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Article 8 When accepting drug marketing
registration applications or supplementary
applications, the CDE shall simultaneously
conduct a formal review of related information
submitted by applicants on whether they rely
on protected data and mark the applications
after acceptance.

Article 9 When CDE completes the technical
review, if the protected data relied upon are still
within the data protection period and the
applicants fail to obtain the consent of the
holders of protected data, the data protection
period shall be indicated, the review shall be
suspended, and the reasons for suspension shall
be “drug regulatory data protection”.

Article 10 Beginning on the 14th working day
prior to the expiration of the data protection
which

previously suspended on account of the data

period, varieties for review was
protection shall be resumed.

Article 11 Where data protection is terminated,
the CDE shall update related information in the
special column of varieties under drug
regulatory data protection. From the date on
which the NMPA issues the announcement on
termination of data protection, the CDE may
accept drug marketing registration applications
and supplementary applications submitted by

other applicants in reliance on the protected

data. The review of the varieties previously
suspended due to involvement in the protected
data shall be resumed.

Article 12 The applicants may communicate with
the CDE on issues related to data protection before
submitting the drug marketing registration
applications or supplementary applications or

during the review in accordance with the

requirements of the Measures for the
Administration  of  Drug  Research — and
Development and Technical Review

Communication of the Center for Drug Evaluation
of the National Medical Products Administration.
Article 13 For new issues and controversial
issues encountered during the implementation
of data protection, the CDE shall promptly
organize study, and communicate with
applicants when necessary. For issues that
cannot be resolved by CDE shall be promptly
submitted to the NMPA for study.

Article 14 The Working Procedure shall take

effect as of the date of public release.

(2026-05-15)

Announcement of the National Medical Products Administration
on Issuing the Provisions on the Administration of Registration,

Filing and Dossier of New Cosmetic Raw Materials

To accelerate the research, development and
innovation of new cosmetic raw materials and
promote the high-quality development of the
industry, the Medical
Administration (NMPA) has formulated the

Provisions on the Administration of Registration,

National Products

Filing and Dossier of New Cosmetic Raw
Materials in accordance with the Regulations on
Supervision and Administration of Cosmetics, the
Provisions for Registration and Filing of
Cosmetics and other relevant provisions. The
Provisions are hereby issued and shall come into
force on July 15, 2026.

The Announcement of the National Medical

Products  Administration on  Issuing the
Provisions on the Administration of Registration,
Filing and Dossier Management of New
Cosmetic Raw Materials (No. 31 of 2021) shall
be repealed simultaneously.
It is hereby announced.

National Medical Products Administration

June 25, 2026

(2026-06-26)
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Provision on the Administration of Registration, Filing and
Dossier Management of New Cosmetic Raw Materials —

(Issued by Announcement No. 31 of the NMPA
on February 26, 2021; revised by
Announcement No. 59 of the NMPA on June
25, 2026; effective as of July 15, 2026)

Article 1 This Provision is formulated in
accordance with the requirements of the
Regulations on Supervision and
Administration of Cosmetics and the Measures
for  the

Registration and Filing, for the purpose of

Administration  of  Cosmetics
standardizing the administration of registration
and filing of new cosmetic ingredients.

Article 2 The documents submitted by registrants
and filing persons of new cosmetic ingredients
when applying for registration or conducting
filing of new cosmetic ingredients shall comply
with the requirements of this Provision.

Article 3 The registration and filing documents
of new cosmetic ingredients shall be based on
scientific research and describe the properties,
characteristics, and safe use requirements of
new cosmetic ingredients in a comprehensive,
authentic, accurate, and standardized manner.
Registrants and filing persons of new cosmetic
shall be

authenticity, accuracy, completeness, legality,

ingredients responsible for the
and traceability of the submitted documents.
Article 4 Registrants, filing persons of new
cosmetic ingredients, or domestic responsible
persons shall apply for registration or conduct
filing through the cosmetic registration and
filing information service platform (hereinafter
referred to as the "information service platform")
in accordance with relevant provisions. The
electronic version of the registration and filing
documents filled in and uploaded to the
information service platform shall be consistent
with the corresponding paper version.

Article 5 Before applying for registration or
conducting filing of new cosmetic ingredients,
registrants and filing persons of new cosmetic
shall fill in the

information through the information service

ingredients following

platform to complete user information

registration: (1) Information of registrants and

filing persons of new cosmetic ingredients; (2)

Overview of the safety risk monitoring and
assessment system of registrants and filing
persons of new cosmetic ingredients; (3) Where
the registrant or filing person of new cosmetic
ingredients is an overseas entity, the domestic
responsible person shall fill in the information
and submit the originals of the letter of
authorization for the domestic responsible
person and the notarial certificate thereof.

Where a domestic enterprise holds multiple
identities, such as registrant, filing person, or
domestic responsible person of new cosmetic
ingredients at the same time, or is authorized as
the domestic responsible person for multiple
overseas registrants or filing persons of new
cosmetic obtain

ingredients, it may

corresponding  user  permissions  after
submitting all relevant documents at one time.
Existing users relevant

may supplement

documents and adjust wuser authorities
according to actual conditions.

Article 6 The letter of authorization for the
domestic responsible person shall at least
specify  the  following contents and
information: (1) Names of the registrant, the
filing person, and the domestic responsible
person of new cosmetic ingredients; (2) Scope
of authorization; (3) Term of authorization.
The same new cosmetic ingredient shall not be
authorized to more than one domestic
responsible person. The domestic responsible
person shall carry out the registration or filing of
new cosmetic ingredients within the scope of
authorization. The domestic responsible person
shall submit a letter of authorization for
extending the authorization term before the
expiration of the authorization term specified in
the letter of authorization. Where it fails to
submit  as

required, the corresponding

permissions of the domestic responsible
person's account shall be frozen upon expiration
and shall be restored after such submission.

Article 7 When the following information and
documents of registrants, filing persons of new
cosmetic ingredients, or domestic responsible

persons change, they shall be updated in a timely
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manner to ensure that the relevant information
and documents on the information service
platform are authentic and accurate: (1) When
information such as the legal representative and
contact information of the registrant, filing
person, or domestic responsible person changes,
the user shall update it on the information
service platform by itself; (2) When other basic
information of the registrant, filing person, or
domestic responsible person, the overview of
the safety risk monitoring and assessment
system for new cosmetic ingredients, or the
scope and term of authorization of the domestic
responsible person changes, an information
update form for registrants and filing persons of
new cosmetic ingredients shall be submitted,
and relevant documents shall be submitted as
required to complete the update of relevant
information and documents.

Where the name or address of an overseas
registrant or filing person changes, the original
relevant certification document issued by the
competent government department or relevant
institution of the country (region) where it is
located, certifying that the entity remains
unchanged, shall be provided. If the original
cannot be submitted, a copy notarized by a
Chinese notary office or confirmed by the
Chinese embassy (consulate) shall be provided.
Where the name or address of a domestic
responsible person changes, the original relevant
certification document issued by the competent
government department or relevant institution of
China, certifying that the subject remains
unchanged, shall be provided.

Where the scope of authorization of the
domestic responsible person changes, the new
scope of authorization shall cover the original
scope of authorization. Where only the
authorization term is updated, other contents of
the letter of authorization shall not be changed.
Where the domestic responsible person is
changed, a letter of authorization meeting the
requirements of Article 6 of this Provision, as
well as a letter of commitment by the proposed
new domestic responsible person to assume all
relevant responsibilities of the original domestic
responsible person, shall be submitted.

Article 8 To apply for registration or conduct

filing of a new cosmetic ingredient, the

registrant or filing person shall submit the
following documents: (1) Name, address, and
contact information of the registrant, filing
person, and domestic responsible person; (2)
Research and development report of the new
ingredient; (3) Research documents on the
preparation process, stability, and quality control
standards of the new ingredient; (4) Safety
assessment documents of the new ingredient.
Registrants and filing persons of new cosmetic
ingredients shall formulate and provide the
technical specifications for the new cosmetic
ingredient based on the relevant technical
information in the registration and filing
documents. The technical specifications shall
include basic information, purpose of use, safe
usage amount, precautions, period of use, and
other contents.

Article 9 The toxicological and human safety
reports of new cosmetic ingredients submitted
by registrants and filing persons shall be issued
by institutions that have obtained China
Inspection Body and Laboratory Mandatory
Approval (CMA) for relevant items, obtained
from the China

Service for

National
Conformity

accreditation
Accreditation
Assessment (CNAS) for relevant items, or
comply with Good Clinical Practice (GCP) or
Good Laboratory Practice (GLP).

Article 10 Where the registration matters of a
registered new cosmetic ingredient change, the
registrant of the new ingredient shall submit
corresponding documents to complete the
change in accordance with the provision before
the ingredient is put into use.

Where the filing matters of a filed new cosmetic
ingredient change, the filing person of the new
ingredient shall update them in a timely manner
to ensure that the relevant information and
documents on the information service platform
are authentic and accurate.

Article 11 The specific technical requirements
for registration and filing documents of new
cosmetic ingredients, and the specific technical
requirements for the change and update of new
ingredient information, shall be formulated by
the cosmetic technical review authority.

Article 12 Registrants, filing persons of new
cosmetic ingredients, or domestic responsible

persons shall keep samples of new ingredients on
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file for inspection. When the cosmetic technical
evaluation authority needs to inspect samples of
new ingredients during technical evaluation or
technical verification, registrants, filing persons,
or domestic responsible persons shall provide
samples as required in a timely manner.

Samples of new cosmetic ingredients shall
have complete packaging and labels. The labels
shall include information such as the name of
the registrant, filing person, or domestic
responsible person, the Chinese name of the
ingredient, production date and period of use,
and storage conditions.

Article 13 For registered and filed new
cosmetic  ingredients, registrants, filing
persons, or domestic responsible persons shall
collect and sort out the following information
and documents in accordance with the relevant
requirements of the safety monitoring period
for new ingredients, and submit the annual
safety monitoring report for new ingredients
through the information service platform
within 30 working days before the expiry of
each full year of the safety monitoring period:
(1) Information of cosmetic registrants, filing
persons, and entrusted manufacturers that use
the new ingredient; (2) Information of
cosmetics produced with the new ingredient,
including product name, product registration
certificate number or filing certificate number,
and production or import and sales volume of

the products; (3) Information on sampling

inspection, case filing and investigation, and
product recall of cosmetics produced with the
new ingredient; (4) Statistical analysis of
adverse reactions of cosmetics produced with
the new ingredient by cosmetic registrants and
filing persons, and the measures taken.

Article 14 Where registrants, filing persons of
new cosmetic ingredients, or domestic
responsible persons find circumstances that
shall be reported to the cosmetic technical
evaluation authority as specified in the
Measures for the Administration of Cosmetics
Registration and Filing during the use of new
ingredients, they shall collect and sort out
information in a timely manner, such as basic
information of the new ingredient, production
or import, sales and use conditions, cause
analysis of safety problems or emergencies,
disposal measures taken, and handling results,
and submit a safety risk control report for new
cosmetic ingredients to the cosmetic technical
evaluation authority through the information
service platform.

Article 15 This Provision shall come into force
on July 15, 2026. The Announcement of the
National Medical Products Administration on
Issuing the Provision on the Administration of
the Dossier for Registration and Filing of New
Cosmetic Ingredients (No. 31, 2021) shall be

repealed simultaneously.

(2026-06-26)

Notes:

RARETNMERAR T TR ERAZELRRPE
EEEMRMERE, RaERERA. &
RAFERAFEANYREIVRERR R,

@R RN YA TR
e, MENIAGERREREMA. ERAN
EREAREABR. RBNPXER, £~H
HAFNERER. MEREEER.

F1T=% XTELIM. FREILRIT
B, RmiERLERA. ERAREERER
REANIERTENZEENBEXENR,
g, BEUTEREN, THEMRZZEN
BH1FI0NILIERR, BEERRSFEAR
REHENRZEENEERS:

(—) ERFRHNAEEERA. X
A BREFRUER;

(D) ERHEMEFNCIRER, 81
F@RER, FEIMERREEREIERS,
mEFHEHD. HEHES,

(Z) ERHERMEF R @RS
. YRRBE. BEER;

(M) fpig@EmA. ERAERRTRR
SRR EE R R RN S5 & REUE e
EER.

BHHEK RRREEERA. ERA
ERAREARMFRMERAIREPEE (K
YEEMEREEE) MEN LG EUIL MR
AREFNRIRENER, N5 REFWREEE
FEREAER, £FgEHO, HE. EAB
. REMEREEREBERNERS . X
BNLERRMLGEEREEE, EdERR
SEAMUERRARFITNERZMILRTTIER
HRZERILEFIRS.

F+HK AHEB20265F7 5 15H#ELhE,
(BERABE/XTEH (LamiREEME
RENEENE) IAE) (2021F%315)
EESELE,

(2026-06-26)
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All English articles are translated from the Chinese version. In case of any discrepancy,
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