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Special Regulations on Registration and Management of

Traditional Chinese Medicines

Chapter 1 General Provisions

Article 1 In order to promote the
inheritance, innovation, and development
of traditional Chinese medicine, follow
the patterns of TCM research, and
strengthen the development and
registration management of new TCMs,
the regulations are hereby formulated in
accordance with “the Drug Administration
Law of the People's Republic of China,"
“the Law of the People's Republic of
China on Traditional Chinese Medicine,"
‘Implementation Regulations of the
Drug Administration Law of the People's
Republic of China," "Measures for
the Drug Registration Management," and
other laws, regulations, and rules.

Article 2 The research and development
of new TCMs should focus on reflecting the
original thinking and holistic view of TCM,
and it should be encouraged to research
and develop TCMs by using TCM theory-
oriented research methods and modern
science and technology. It is supported to
develop the new TCMs with rich clinical
practice experience in TCM based
on ancient classic formulas, empirical
formulas prescribed by prestigious veteran
TCM practitioners, and TCM preparations
prepared by medical institutions (hereinafter
referred to as medical institution TCM
preparations); it is supported to develop
the new TCMs with systemic regulatory
intervention functions on the human
body, etc., and it is encouraged to study
and explain the mechanism of TCMs’
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actions by applying emerging science and
technology.

Article 3 The development of new TCMs
should adhere to being oriented by clinical
value, pay attention to clinical benefit
and risk assessment, give full play to the
unique advantages and functions of TCMs
in disease prevention and treatment, and
focus on meeting unmet clinical needs.

Article 4 The development of new
TCMs should be in line with the theory
of TCM. Under the guidance of TCM
theory, formulas should be reasonably
formulated, and functions, main syndromes
to be treated, applicable population,
dosage, duration of treatment, efficacy
characteristics, and contraindications
should be drawn up. It is encouraged to
observe patterns of disease progression,
syndrome transformation, symptom
changes, drug reactions, etc. in TCM
clinical practice to provide supportive
evidence under TCM theory for the
development of new TCMs.

Article 5 The new TCMs derived from
TCM clinical practice should be developed
on the basis of summarizing individual
medication experience; they should
gradually clarify the main functions,
applicable population, dosage regimens,
and clinical benefits and formulate a fixed
formula through clinical practice to develop
a new TCM suitable for group medication.
It is encouraged to carry out research
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with high quality based on application
experience in human in TCM clinical
practice, clarify the clinical positioning and
clinical value of TCMs, and continuously
analyze and summarize based on
scientific methods to obtain sufficient
evidence to support registration.

Article 6 The registration review of TCMs
should adopt an evidence system for
review that combines TCM theory,
application experience in human, and
clinical trials to comprehensively evaluate
the safety, effectiveness, and quality
controllability of TCMs.

Article 7 The evaluation of the efficacy
of TCMs should be based on the clinical
treatment characteristics of TCMs, and the
indicators in terms of the efficacy outcome
should be determined to be compatible
with the clinical positioning of TCMs and
reflect their functional characteristics and
advantages. The efficacy of TCMs can be
evaluated by using indicators including the
recovery from disease or delayed progress
of disease, the improvement of the
condition or symptoms, the improvement
of the patient's disease-related body
functions or quality of life, increasing
efficacy and reducing toxicity of TCMs
through use in combination with chemical
pharmaceuticals, or reducing the dosage
of chemical pharmaceuticals with obvious
side effects.

It is encouraged to evaluate the efficacy
of TCMs by using real-world research,
new biomarkers, surrogate endpoint
decision-making, patient-centered drug
development, adaptive design, enrichment
design, etc.

Article 8 The safety and benefit-risk ratio
of TCMs should be comprehensively
evaluated, and the full life cycle
management of TCMs should be
strengthened based on the composition
and characteristics of formulas, TCM
theory, application experience in human,
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clinical trials, and results from necessary
research on non-clinical safety.

Article 9 The registration applicant
(hereinafter referred to as the applicant)
who develops TCMs should strengthen
the quality control on the source of raw
TCM material and prepared TCM pieces,
conduct an assessment on the available
resources of raw materials, ensure the
source traceability of raw materials, and
clarify their origins, provenances, collecting
periods, etc. It should strengthen quality
control throughout the entire production
process to maintain stable and controllable
quality between batches. TCM ingredients
in a formula can be fed after their
respective quality uniformities are fulfilled.

Article 10 Applicants should ensure the
sustainable availability of resources for
raw TCM materials and pay attention to
the impact on the ecological environment.
Those involving endangered wild animals
and plants must comply with relevant
national regulations.

Chapter 2 Registration Classification
and Marketing Approval for TCMs
Article 11 The registration classification of
TCMs includes innovative TCMs, modified
new TCMs, complex-formulated TCM
preparations derived from ancient classical
formulas and from formulas prescribed
by prestigious veteran practitioners,
TCMs with identical names and identical
formulas, etc. The TCMs registration
classification with specific conditions and
the required corresponding application
dossier should be implemented in
accordance with the requirements set in
the relevant regulations with regard to the
registration classification and application
dossier for TCMs.

Article 12 The research and development
of new TCMs should be based on the
registration classification of TCMs, and
the path and model should be selected
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for research and development in line with
the characteristics of TCMs. The TCMs
with efficacy characteristics should be
discovered and explored based on TCM
theory and application experience in
human; their efficacy should be confirmed
mainly through application experience
in human and/or necessary clinical
trials; TCMs to be developed based on
pharmacological screening studies should
undergo necessary Phase | clinical trials;
and Phase Il and Il clinical trials should be
carried out in a sequential manner.

Article 13 Simplified registration and
approval will be implemented for marketing
applications of complex-formulated
TCM preparations derived from ancient
classical formulas and formulas prescribed
by prestigious veteran practitioners,
and specific requirements should be
implemented in accordance with relevant
regulations.

Article 14 Review and approval with
priority will be implemented for registration
applications of new TCMs with clear
clinical positioning and obvious clinical
value in the following cases:

(1) medicine for the prevention and
treatment of major diseases, emerging
and unexpected contagious diseases, and
rare diseases;

(2) medication with an urgent clinical need
and a shortage in the market;

(3) medication for children;

(4) newly discovered raw TCM materials
and their preparations, or new officinal
parts in raw TCM materials and their
preparations;

(5) TCMs with a clear profile of medicinal
substances and a basically clear
mechanism of action.

Article 14 Review and approval with
priority will be implemented for registration
applications for new TCMs.

Article 15 In the case that TCMs are used
for the treatment of serious life-threatening
diseases for which there is no effective
treatment method, and TCMs are urgently
needed as determined by the State
Council's health department or competent
department of TCM, if the existing data
from clinical trials and empirical evidence
based on application experience in human
with high quality can show efficacy and
predict clinical value, it can be approved
with additional conditions, and the relevant
matters should be stated in the drug
registration certificate.

Article 16 In the event of a public health
emergency, if TCMs are deemed urgently
needed by the State Council's health
department or competent department of
TCM, the TCMs may be directly applied for
clinical trials, marketing licenses, or adding
functions and indications in accordance
with special approval procedures by using
empirical evidence based on application
experience in human.

Chapter 3 The Rational Application
of Empirical Evidence Based on
Application experience in human
Article 17 Application experience in
human for TCMs is usually accumulated in
clinical practice and has certain regularity,
repeatability and clinical value, including
the understanding and summary of TCM
formulas and preparations in terms of
clinical positioning, applicable population,
dosage, efficacy characteristics and clinical
benefits, etc., which are accumulated in
the process of clinical use.

Article 18 Applicants may collect and
collate application experience in human
through multiple channels and should
be responsible for the authenticity and
traceability of the data. The standardized
collection, collation, and evaluation of
application experience in human should
meet relevant requirements. As the data
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on application experience in human is
regarded as the key evidence to support
the registration application, the drug
regulatory administration should organize
and carry out the corresponding drug
registration verification in accordance with
relevant procedures.

Article 19 Application experience in
human for which there is reasonable and
sufficient analysis conducted on data and
the correct interpretation given to the result
can be used as evidence to support the
registration application. Applicants can
determine follow-up research strategies
and provide corresponding application
dossiers according to the degree to
which the evidence supports based on
application experience in human in terms
of the safety and effectiveness of TCM.

Article 20 The ingredients in a formula
(including origin, officinal parts, preparation,
etc.) and dosage of TCMs should be
fixed in application experience in human
that are regarded as key evidence to
support registration applications. The key
pharmaceutical information and quality of
the applied preparation should be basically
consistent with the TCMs in application
experience in human. If the preparation
process, excipients, etc. are changed, an
evaluation should be conducted, and data
on research and evaluation that supports
the relevant changes should be provided.

Article 21 In the case that the formulas of
innovative TCMs are derived from ancient
classic formulas and formulas described
by prestigious veteran practitioners or from
TCM clinically experienced formulas, if their
formulas’ composition, clinical positioning,
usage, dosage, etc. are basically
consistent with those in previous clinical
applications, their traditional processes
are basically consistent with those used in
clinics, and their functions and indications,
applicable population, dosage regimen,
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clinical benefits, etc. can be preliminary
determined through application experience
in human, the research on non-clinical
effectiveness may not be conducted.

Article 22 For the complex-formulated
TCM preparations composed of prepared
TCM pieces, the data should be generally
provided in terms of single-dose and
repeated-dose toxicity trials on rodent, and
other data on toxicological trials should be
provided when necessary.

In the case that the prepared TCM pieces
in a formula of complex-formulated TCM
preparation have national drug standards
or drug registration standards, and the
formula does not contain toxic ingredients
or does not contain prepared TCM pieces
that have been proven to be toxic by
modem toxicology and likely cause serious
adverse reactions, and if the preparation
uses traditional techniques, and is not
used for special groups such as pregnant
women and children, and if no obvious
toxicity is found in the preparation by
single-dose and the repeated-dose toxicity
trials on one animal, generally, there is no
need to provide the repeated-dose toxicity
trials on another animal, nor trial data
on pharmacological safety, genotoxicity,
carcinogenicity, reproductive toxicity and
other.

The term "toxic ingredients" mentioned
in this regulation refers to the toxic TCM
species included in the "Measures for the
Administration of Toxic Drugs for Medical
Use."

Article 23 In the case that the new
TCMs are derived from clinical practice,
if application experience in human can
provide research and supportive evidence
in terms of clinical positioning, screening
of the applicable population, exploration
of treatment courses, dosage exploration,
etc., phase Il clinical trials may not be
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conducted.

Article 24 |f there are application
experience in human for the clinical
research and development of TCMs and
the data exists in an applicable real-world
setting with high quality on the basis of
fixed formulas and production processes,
and if the real-world evidence being formed
through well-designed clinical studies is
scientific and sufficient, the applicant can
apply to use real-world evidence as one
of the bases to support product marketing
after communicating and reaching an
agreement with the national agency of
drug evaluation on the real-world research
proposal.

Article 25 Medical institutions
are responsible for the safety,
effectiveness, and quality controllability
of TCM preparations administered in
the institutions. They should continue
to collect and collate the data on the
application experience in human of TCM
preparations used in medical institutions
in a standardized manner and report them
to the local provincial drug regulatory
administrations on an annual basis.
Submit a report on the collection, collation,
and evaluation of application experience
in human in TCM preparations used in
medical institutions.

Article 26 For the new TCMs developed
by medical institutions, if formula
composition, process route, clinical
positioning, usage and dosage, etc.
are basically consistent with previous
clinical applications, if their functions and
indications, applicable population, usage
and dosage are consistent with those
in previous clinical applications, and if
applicable populations, dosage regimens,
and clinical benefits can be preliminary
determined through application experience
in human, studies on non-clinical
effectiveness may not be carried out. If the

formula composition, extraction process,
dosage form, immediate packaging, etc.
of the TCM preparation to be developed
are consistent with that used in medical
institutions, research information may
not be provided, such as dosage form
selection, process route screening, and
research on immediate packaging, based
on pharmaceutical research information
on the preparation provided by the medical
institution.

Article 27 According to specific product
conditions, applicants may communicate
with the national agency of drug evaluation
about TCM theory, research proposals,
and data on application experience in
human during the critical stage of research
and development.

Chapter 4 Innovative TCMs

Article 28 Innovative TCMs should have
sufficient evidence of effectiveness and
safety, and randomized controlled clinical
trials should principally be conducted
before marketing.

Article 29 It is encouraged, as per TCM
clinical practice, to explore the use of
sequential combination medication on the
basis of clinical treatment plans to carry
out clinical trials and efficacy evaluations of
innovative TCMs.

Article 30 It is encouraged for clinical
trials of innovative TCMs to give priority
to the use of placebo contrals, or placebo
controls loaded with basic treatment, if
they meet ethical requirements.

Article 31 Prepared TCM pieces, extracts,
etc. can be used as formula components
of complex-formulated TCM preparations.
If the prepared TCM pieces or extracts
contained in a formula do not have
national drug standards or drug registration
standards, their quality standards should
be appended to the standard of the TCM
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preparation.

Article 32 Extracts and their preparations
should have sufficient basis for establishing
research subjects to conduct research on
effectiveness, safety, and quality control.
A reasonable preparation process should
be studied and fixed. The structural
type of a large class of homologous
compounds and the structures of major
components should be studied and
clarified, and the quality of the extracts and
preparations should be fully characterized
to ensure uniformity and stability in quality
between different batches of extracts
and preparations by establishing quality
control items in quality standards in terms
of assays and fingerprints or characteristic
chromatography for the main components
and large class of homologous
compounds.

Article 33 In the case that new extracts
and their preparations are applied for
registration, if preparations made by a
single ingredient or extract from a single
ingredient are already on the market and
the functions and indications between
applying one and marketed one are
basically the same, comparative studies
of such preparations between non-
clinic and clinic preparations should be
conducted to illustrate their advantages
and characteristics.

Article 34 In the case that new raw TCM
materials and their preparations are
applied for registration, it should provide
research information on the nature and
flavor, channel tropism, efficacy, etc. for the
raw TCM materials, and relevant research
should provide supportive evidence for
the proposed nature and flavor, channel
tropism, efficacy, etc. for the new raw TCM
materials.

Article 35 The complex-formulated TCM
preparations can be divided into different
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cases according to different indications:
(1) The complex-formulated TCM
preparations whose indications are
described with syndromes refer to the
preparations used to treat TCM syndromes
under the guidance of TCM theory,
including those to treat TCM diseases
or TCM symptoms. The functions and
indications should be expressed in the
professional terminology of TCM;

(2) The complex-formulated TCM
preparations whose indications are
described with diseases in combination
with syndromes. The "diseases" involved
refer to the diseases under modern
medical science, while the "syndromes"
involved refer to the syndromes under
TCM theory. The functions should be
expressed in professional terms of TCM,
and the indications should be expressed
with diseases under modern medical
science in combination with syndromes
under TCM theory;

(3) The complex-formulated TCM
preparations whose indications are
described with diseases refer to the
preparations specially used to treat special
diseases for which the formulas are
formulated under the guidance of TCM
theory. The "diseases" involved refer to
diseases under modern medical science;
the functions should be expressed in
professional terms of TCM, and indications
should be expressed in terms of modem
medical diseases.

Article 36 In the case that applicants apply
for registration of innovative TCMs, phased
research may be conducted according
to the characteristics of TCMs and the
general pattemns of new drug research and
development, it should focus on the main
purpose of each phase, such as applying
for clinical trials, pre-phase llI clinical trials,
and applying for marketing authorization.
Phased research on TCMs should reflect
the concept of quality coming from design
and focus on the integrity and systematicity
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of the research.

Article 37 Dosage form and administration
route should be reasonably selected
for innovative TCMs according to the
formula composition, flavor and nature
of the ingredient, drawing on medication
experience in order to meet clinical needs
based on comprehensive analysis such as
production process, physical and chemical
properties, traditional medication methods,
biological characteristics, dosage form
characteristics, clinical medication safety,
patient medication compliance, etc.
Injection administration is not encouraged
if oral administration is allowed.

Article 38 It should conduct corresponding
non-clinical safety trials for the
development of innovative TCMs based
on the safety information obtained from the
TCM characteristics, clinical application,
etc. Corresponding non-clinical safety trials
can be carried out according to different
registration classifications, risk assessment
situations, and development processes.

Article 39 The samples used in non-
clinical safety trials should be samples of
pilot scale or above. When it is applied
for clinical trials, information should be
provided to describe the preparation
samples used for non-clinical safety
trials. TCM preparations for clinical trials
should generally use production-scale
samples. When it is applied for marketing
authorization, information should be
provided to describe the preparation
of samples for clinical trials, including
experimental samples and placebos.

Article 40 Phase | clinical trials should
necessarily be carried out under the
following circumstances:

(1) The formula contains a toxic ingredient;
(2) The formulas contain prepared TCM
pieces and extracts that do not have
national drug standards or drug registration

standards, in addition to those containing
prepared TCM pieces that have a history
of customary use and are included in the
provincial standards for processing TCM
pieces;

(3) Results from non-clinical safety trials
show obvious toxic reactions and indicate
that there may be certain safety risks to the
human body;

(4) TCM registration applications that
require data on human pharmacokinetics
to guide clinical medication.

Chapter 5 Modified new TCMs

Article 41 It is to support holders of drug
marketing authorization (hereinafter
referred to as holders) to carry out research
on modified new TCMs. The research
and development of modified TCMs
should follow the principles of necessity,
scientificity, and rationality, and the purpose
of modification should be clear. Research
should be conducted on the existing
TCMs on the market and based on an
objective, scientific, and comprehensive
understanding of the modified TCMs,
focusing on the defects of the modified
TCMs or the newly discovered therapeutic
characteristics and potentialities during
clinical application. When modified new
TCMs are developed for children, the
development should be consistent with
the children's growth and development
characteristics and medication habits.

Article 42 The modified new TCMs
applying for changing the dosage form
or administration route of the existing
marketed TCMs should have advantages
and characteristics in clinical application,
such as increased effectiveness, improved
safety, enhanced compliance, etc., or
should promote environmental protection
and upgrade safety levels of production,
etc. under the prerequisite that the
modified TCMs’ effectiveness and safety
are not reduced.
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Article 43 The rationality and necessity for
changing the administration route should
be explained when a marketed TCM
is applied for registration to change the
administration route, corresponding non-
clinical research should be conducted,
and clinical trials should be carried out by
focusing on the purpose of modification to
prove the advantages and characteristics
in clinical application for changing the
administration route.

Article 44 In the case that a marketed
TCM is applied for registration to change
the dosage form, sufficient evidence
should be provided to demonstrate its
scientific rationality based on the clinical
treatment needs, the medicine’s physical
and chemical properties, and its biological
properties. Applicants should carry out
corresponding pharmaceutical research
based on the specific situations of the
new dosage form and conduct non-clinical
research on effectiveness and safety, as
well as clinical trials when necessary.

In the case that medication is for children
and special groups (such as those with
dysphagia, etc.), or some marketed TCMs
aim to be improved in terms of clinical use
compliance through changing dosage
forms due to inconvenient use caused by
special usage, clinical trials may not be
conducted if comparative studies show
that there is no significant change in the
substance profile and absorption and the
utilization of medicinal components exiting
in the TCM with the changed dosage form,
and if the TCM with the original dosage
form has sufficient evidence on the clinical
value.

Article 45 In the case that a TCM is
applied for registration to add functions
and indications, in addition to the cases
specified in Articles 23 and 46, the data
on non-clinical effectiveness research
should be provided, and phase Il and
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phase Il clinical trials should be carried out
sequentially.

In the case that a TCM is applied for
registration to extend the medication cycle
or increase the dose, data on non-clinical
safety research should be provided. New
tests on non-clinical safety do not need to
be conducted if relevant studies on non-
clinical safety have been conducted before
marketing that can support extending the
cycle or increasing the dose.

If the applicant who is not a holder of a
marketed TCM applies for registration
to add functions and indications to the
marketed TCM, a registration application
for the new TCM with the identical name
and identical formula should be submitted.

Article 46 In the case that a marketed
TCM is applied for registration to add
functions and indications, the data on
the non-clinical effectiveness test does
not need to be provided if empirical
evidence in human application supports
the corresponding clinical positioning. The
data on non-clinical safety tests does not
need to be provided if the dosage and
treatment duration do not increase and the
applicable population remains unchanged.

Article 47 It is encouraged to apply new
technologies and new processes suitable
for products’ characteristics to improve
marketed TCMs. If modified production
processes or modified excipients of
a marketed TCM cause significant
changes in the component profile or the
absorption and utilization of the medicinal
components existing in the modified TCM,
relevant trials on non-clinical effectiveness
and safety should be carried out by taking
an objective at a study on improving
effectiveness or safety, and phase Il and
phase Il clinical trials should be submitted
according to the registration application for
the modified new drug.
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Chapter 6 The TCM complex-
formulated preparations derived from
ancient classic formulas or formulas
prescribed by prestigious veteran
practitioners

Article 48 In the case that the TCM
complex-formulated preparations derived
from ancient classic formulas or the
formulas prescribed by prestigious veteran
practitioners do not contain incompatible
ingredients, virulent toxic and highly toxic
ingredients labeled in TCM standards,
or toxic ingredients proven by modern
toxicology, traditional process techniques
and traditional administration routes
should be applied, and functions and
indications should be expressed in TCM
terms. The development of this category
of TCM complex-formulated preparations
does not require research on non-clinical
effectiveness or clinical trials. A special
format should be given to the TCM
approval number.

Article 49 The TCM complex-formulated
preparations derived from ancient classic
formulas or the formulas prescribed by
prestigious veteran practitioners are
reviewed by a model based on expert
opinions. The Expert Review Committee
for the TCM complex-formulated
preparations derived from ancient classic
formulas or the formulas prescribed by
prestigious veteran practitioners, which
primarily consists of TCM masters,
academicians, and nationally renowned
TCM practitioners, conducts technical
reviews on this category of preparations
and issues technical review opinions
on whether to agree with marketing the
preparation.

Article 50 In the case that TCM complex-
formulated preparations are applied for
marketing in light of the catalog of ancient
classic formulas or the formulas prescribed
by prestigious veteran practitioners, the

applicant should conduct corresponding
pharmaceutical research and research
on non-clinical safety. In principle,
preparations’ formula composition, origins
and officinal parts of raw TCM materials
as ingredients, processing specifications,
converted dosage, usage and dosage,
functions, and indications should be
consistent with the key information of
ancient classic formulas or formulas
prescribed by prestigious veteran
practitioners issued by the country.

Article 51 In the case that other TCM
complex-formulated preparations derived
from ancient classic formulas or the
formulas prescribed by prestigious veteran
practitioners are applied for registration,
corresponding pharmaceutical research
and data on non-clinical safety trials
should be provided; additionally, the key
information and basis of ancient classic
formulas should be provided; and a
systematic summary of the TCM clinical
practice should be provided as well to
illustrate its clinical value. The addition,
subtraction, and modification of ancient
classic formulas or the formulas prescribed
by prestigious veteran practitioners should
be carried out under the guidance of TCM
theory.

Article 52 Applicants are encouraged
to communicate with the national drug
evaluation agency on major issues such
as research on benchmark samples and
non-clinical safety, standardized collection
and collation of application experience
in human , and a summary of TCM
clinical practice at the critical stage of
research and development based on the
characteristics of ancient classic formulas
and the formulas prescribed by prestigious
veteran practitioners.

Article 53 After marketing a TCM
complex-formulated preparation derived
from ancient classic formulas or the
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formulas prescribed by prestigious
veteran practitioners, the holder should
carry out post-market clinical research on
the preparation and continuously enrich
and improve the evidence of clinical
effectiveness and safety. The holder should
continue to collect information on adverse
reactions, timely revise and improve the
package insert, and timely conduct studies
on non-clinical safety when unexpected
adverse reactions are discovered during
clinical use.

Chapter 7 TCMs with the identical
name and identical formula

Article 54 Low-level duplication should be
avoided in the development of TCMs with
identical names and identical formulas.
Applicants should evaluate the clinical
value of marketed TCMs with identical
names and identical formulas that are
used as controls (hereinafter referred to as
the control TCM with the identical name
and identical formula). Regarding the
registration of applications for the TCMs to
be developed with the identical name and
formula of the marketed TCM, the safety,
effectiveness, and quality controllability
should be no less than those of the
marketed TCM.

Article 55 The TCMs to be developed with
the identical name and identical formula
should be compared with the control
TCM with the identical name and identical
formula in terms of quality control of the
entire process of TCM, including prepared
TCM pieces, intermediates, preparations,
etc. The applicant should evaluate whether
to conduct research on non-clinical safety
and clinical trials based on the evidence of
the effectiveness and safety of the control
TCM with identical name and identical
formula, as well as the comparison results
of the process techniques, excipients, etc.
between the TCM to be developed and
the control TCM with identical name and
identical formula.
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Article 56 Applicants should select a
control TCM with an identical name and
identical formula as per the results of the
clinical value evaluation. Control TCM
with an identical name and identical
formula should have sufficient evidence
of effectiveness and safety. The evidence
of effectiveness and safety can generally
be regarded as sufficient, such as TCMs
that have been approved for marketing
after clinical trials that have been carried
out in accordance with the requirements
with reference to drug registration and
management, the marketed TCMs listed in
the current version of the Pharmacopoeia
of the People's Republic of China, and
marketed TCMs that have ever obtained
TCM protection certificates.

The term "marketed TCM that have ever
obtained TCM protection certificates," as
mentioned in the preceding paragraph,
refers to protected TCMs that are over the
validity period and other protected TCMs
that comply with the relevant provisions in
the TCM protection system.

Article 57 In the case that TCMs with
identical names and identical formulas
are applied for registration and need to
be compared through clinical trials with
control TCMs with identical names and
identical formulas, at least Phase Il clinical
trials must be conducted. The TCM made
from an extracted single component can
be proven to be consistent with the control
TCM with an identical name and identical
formula through bioequivalence testing.

Article 58 For TCMs with national drug
standards but without a drug approval
number, registration applications should
be submitted in line with the TCMs with
identical names and identical formulas.
Applicants should conduct necessary
clinical trials based on the TCM theory and
application experience in human .
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Article 59 In the case that the control TCM
with identical name and identical formula
has sufficient evidence of effectiveness
and safety and the TCM to be developed
has the same process techniques and
excipients as the control TCM with identical
name and identical formula, or if the
changes in the process techniques and
excipients of the TCM to be developed with
identical name and identical formula do not
cause obvious changes in the medicinal
substance profile or the absorption and
utilization of medicinal components after
research and evaluation, there is generally
no need to conduct research on non-
clinical safety and clinical trials.

Chapter 8 Post-Marketing Changes
Article 60 Changes to the marketed
TCM should follow the characteristics and
patterns of TCMs and meet the relevant
requirements on necessity, scientificity,
and rationality. The holder should perform
the main responsibilities of research,
evaluation, and management on changes
and comprehensively evaluate and verify
the impact of changes on TCM'’s safety,
effectiveness, and quality controllability.
The categories of change management
for marketed TCMs should be determined
based on the results of research,
evaluation, and related verification. The
implementation of changes should be
carried out or reported after approval
and filing in accordance with regulations.
The holder can timely communicate
with the corresponding drug regulatory
administrations during the research
process of post-marketing changes.

Article 61 Changes in pharmaceutical
strength should follow the principle of
being consistent with the corresponding
ingredients in formula and the principle
of being compatible with the applicable
population, usage and dosage, and filling
specifications.

If a product has the same TCM on the
market, the applied pharmaceutical
strength should generally be consistent
with the one with the same TCM on the
market.

Article 62 Changes in production
processes and excipients should not
cause obvious changes in the absorption
and utilization of medicinal substances or
the medicine. The selection of production
equipment should meet the requirements
of production processes and quality
assurance.

Article 63 In the case that a TCM applies
for changes in usage and dosage or
expending the scope of the applicable
population without changing the
administration route, research data on non-
clinical safety that can support the changes
should be provided, and clinical trials
should be conducted when necessary. In
addition to the cases stipulated in Article
64, If clinical trials are required when the
usage and dosage is changed, or scope
of the applicable population is expended,
phase Il and phase llI clinical trials should
be conducted in sequence.

If the medication [usage and dosage] of
marketed TCMs for children is unclear,
necessary clinical trials should be carried
out based on the characteristics of
children's medication and application
experience in human to clarify the dosage
and treatment course for children of
different ages.

Article 64 In the case that a marketed
TCM applies for changes in the usage
and dosage or expending the scope of the
applicable population, if the functions and
indications, and the administration route
remain unchanged, and the empirical
evidence in application experience in
human supports the new usage and
dosage or the usage and dosage of
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the new applicable population after the
changes, only phase Il clinical trials are
needed while phase Il clinical trials are
allowed to be exempted.

Article 65 In the case that a TCM is
applied for substituting or subtracting toxic
ingredients or endangered ingredients
in the formulas listed in a national TCM
standard, studies on pharmacy and non-
clinical effectiveness and/or non-clinical
safety should be carried out in contrast
with the original TCM based on the formula
composition and efficacy in accordance
with relevant technical requirements. If
toxic ingredients are clarified in the formula
as substituted or subtracted ones, phase
Il clinical trials should be carried out in
contrast with placebo. If ingredients are
clarified in the formula as endangered
species, at least the studies on the phase
Il clinical trials should be carried out in
contrast with the original TCM. The generic
name of the TCM should be changed
simultaneously when needed.

Article 66 In the case that the extracts
approved as new TCMs and contained
in a formula of TCM complex-formulated
preparation are applied for changes from
outsource to self-extracted source, the
applicant should provide accordingly the
research data, including but not limited
to the pharmacy research on the extract
obtained through self-development and on
its TCM preparation, as well as the data on
studies on the phase lll clinical in contrast
with the original TCM preparation. The
quality standard of the extract should be
appended to the preparation standard.

Article 67 In the case that the TCM
is applied for deletion of functions and
indications or deletion of the scope of the
applicable population, the rationale for
deletion should be explained. Generally,
clinical trials are exempted.

Chapter 9 Registration Standards for
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TCMs

Article 68 The research and formulation
of registration standards for TCMs should
aim at achieving a stable and controllable
quality of TCMs and establish control
indicators that reflect the overall quality of
TCMs based on products’ characteristics.
Reflect on the quality status of products as
much as possible, and pay attention to the
relationship between the effectiveness and
safety of TCMs.

Article 69 It is to support the use of new
technologies and new methods to explore
and establish fingerprints or characteristic
chromatographs, biological effect detection,
etc. for quality control of intermediates and
preparations of new complex-formulated
TCM. The testing items in the registration
standards for TCMs, including assays,
should have a reasonable limit range.

Article 70 The holder should formulate
internal control standards in enterprise
that are no lower than the registration
standards of the TCM based on products’
characteristics and the real case, and
improve the quality of TCM preparations
by continuously revising and improving its
testing items, methods, limits, etc.

Article 71 After a TCM is put on the
market, data on production should be
accumulated, and a holistic quality
standard system including raw TCM
materials, prepared TCM pieces,
intermediates, and preparations should
be continuously revised and improved to
ensure the stability and controllability of the
TCM quality based on the development of
science and technology.

Chapter 10 TCM Name and Package
Insert

Article 72 The naming of Chinese
proprietary medicines should comply
with the requirements with regard to the
"Technical Guidelines for Naming Generic
Names of Chinese Proprietary Medicines"
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and relevant national regulations.

Article 73 If a TCM formula contains toxic
ingredients or contains other prepared
TCM pieces that have been proven to
be toxic by modern toxicology and can
easily cause serious adverse reactions,
the name of the toxic ingredient contained
in the formula should be indicated under
the [ingredients] item in the package insert
of the TCM and should be indicated in
warning that the preparation contains the
toxic TCM pieces.

Article 74 [Precautions] in the package
inserts for new TCMs involving use under
syndrome differentiation should include,
but are not limited to, the following:

(1) Situations that require use with caution
due to factors such as TCM syndrome,
pathogenesis, physical constitution, etc.,
as well as drug-related precautions in
terms of diet, compatibility, etc.

(2) If there is post-medication care, it
should be clarified.

Article 75 The holder should strengthen
the management of the entire life cycle
of TCMs, strengthen the monitoring,
evaluation, and analysis of safety risks,
and refer to relevant technical guidelines
to timely improve [contraindications],
[adverse reactions], and [precautions] in
the package insert of TCMs.

When a TCM is applied for re-registration,
re-registration will not be granted in
accordance with the law if any of the
[Contraindications], [Adverse Reactions],
and [Precautions] in the package insert of
the TCM are still "unclear" after three years
from the date of implementation of these
regulations.

Article 76 The package insert for TCMs
derived from ancient classic formulas or
formulas prescribed by prestigious veteran
practitioners should list the [source of
formula], [theoretical basis for functions

and indications], etc.

For new TCMs that use application
experience in humans as evidence for
approval for marketing or for adding
functions and indications, [TCM Clinical
Practice] should be included as an item in
the package insert.

Chapter 11 Supplementary Provisions
Article 77 Pharmaceutical quality control
of natural medicines may be implemented
by consulting these regulations. In
order to confirm the therapeutic effect of
innovative natural medicines, data on at
least one Phase llI clinical trial should be
used to demonstrate their effectiveness.
The rest should comply with the relevant
requirements with regard to research on
new natural medicines.

Article 78 In the case that TCMs and
natural medicines are applied for import,
the application should comply with the
requirements on drug management in the
exported countries or regions and should
also meet the requirements on safety,
effectiveness, and quality controllability of
domestic TCMs and natural medicines.
Registration application dossiers should
be provided in accordance with the
requirements for innovative TCMs. It
should prevail if the country has other
regulations.

Article 79 The development of injections
derived from TCMs and natural medicines
should comply with the general technical
requirements for injection research. The
necessity and rationality for choosing
an administration route should be
demonstrated through sufficient non-
clinical studies based on the availability
of existing treatment methods. The
active components and mechanisms
of TCMs’ functions should be clarified,
comprehensive studies on non-clinical
effectiveness and safety should be carried
out, and phase |, phase Il, and phase
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Il clinical trials should be carried out
sequentially.

After the injections of TCMs and natural
medicine are launched on the market,
holders should carry out post-marketing
clinical studies on the medicines,
continuously enrich and improve the
evidence of clinical effectiveness and
safety, continue to collect information on
adverse reactions, and timely revise and
improve the package inserts. Studies
on non-clinical safety should be carried
out in a timely manner if any unexpected
adverse reactions are discovered during
clinical use. Holders should strengthen
quality control on injections.

Article 80 The provincial drug regulatory
administrations should submit annual
reports to the national drug regulatory
administration about the approval and
filing status of TCM preparations used
in medical institutions. The national drug
regulatory administration will include
information about the approval and
filing status of TCM preparations used

14 SPECIAL ISSUE FOR TCMS

in medical institutions in the annual
national drug review report based on the
reports from provincial drug regulatory
administrations.

Article 81 The general requirements
for drug registration management that
are not covered by these regulations
should be implemented in accordance
with the "Measures for Drug Registration
Management." Regulations on the
registration and management of raw TCM
materials and prepared TCM pieces that
need to be implemented upon approval
will be formulated separately.

Article 82 These regulations came into
effect on July 1, 2023. The "Notice on
Issuing Supplementary Regulations
on Registration and Management of
Traditional Chinese Medicines" issued
by the former National Food and Drug
Administration's (National Food and Drug
Administration Note [2008] No. 3) was
abolished simultaneously.
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Notes: ¢ All the Chinese information in the Newsletter is from newspapers and the Internet. All English
articles are translated from the Chinese version. In case of any discrepancy, the Chinese version
shall prevail.
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