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Chapter 1 - General Provisions

Article 1 [Purpose and basis] A view of standardizing the management of the Health Food Function
Claim Directory and Raw Material Inventory, which are permitted in health food. Provisions are

formulated in accordance with Food Safety Law of the People's Republic of China.

Article 2 [Scope of application] The provisions apply to the establishment, adjustment and

announcement of Health Food Function Claim Directory and Raw Material Inventory.

Article 3 [Definition of health function claim directory] Health Function claim directory is an
information list, which contains name of functions that allowed to be claimed. For these claims, they
have passed system assessment and verification, and they have specific identification methods and

criteria.

Article 4 [Definition of Health Food Raw Materials Inventory] Raw material inventory is list of raw
materials, which can be used in health food meeting the evaluation of products’ safety and functions
along with all related information. The main contents of this inventory are the raw material’s name,
compatibility, dosage, allowed health function claims, quality standards, active ingredients, the

inspection methods and relative explanation etc.




The Health Food Raw Materials Inventory is divided into materials supplementing vitamins and

minerals and materials with other health functions.]

Article 5 [Application principles] The manufacture of filed health food products should follow the
requirements listed on the health food material inventory. The processing of products using
materials of the inventory involves extraction, purification, and other reprocessing techniques

should to be registered as health food.

The combination of materials from Vitamins minerals is allowed. Materials from other categories is

not allowed to be combined with others.

Health Food with more than two ingredients having coordinating or promoting effects and sufficient
scientific evidence and application history can be enrolled in health food material inventory in line

with relevant requirements of this regulation.

Health Claims of health food products should in strict accordance with the statements of health

claim inventory with no modification and combination.

Article 6 [Segregation of duties] China State Food and Drug Administration (CFDA), National health
and family planning commission (NHFPC), State Administration of Traditional Chinese Medicine of
the P.R.C (SATCM) will be responsible for the establishment, adjustment and announcement of

health food raw materials and health functions directory.

China State Food and Drug Administration (CFDA), National health and family planning Commission
(NHFPC), State Administration of Traditional Chinese Medicine of the P.R.C (SATCM) will set up a
health food function claim directory and material inventory committee of experts who are
responsible for technology review for the establishment and adjustment of health food raw material
and health function directory. The committee is composed of experts from food science and
engineering, basic medicine, clinical medicine, public health and preventive medicine, traditional

Chinese medicine, integrated traditional and western medicine, pharmaceutical science, traditional



Chinese pharmaceutical science, chemistry and other relevant field. CFDA, NHFPC and SATCM are
members of the committee as institutions.
A secretariat of Expert committee will be set up by Health food review Center in CFDA to undertake

organizations of the expert committee and daily work management.

Article 7 [Dynamic management] China will implement dynamic management on the directory of
health food raw materials and health functions. CFDA, NFPHC and SATCM will adjust Health Food
Raw Materials Inventory and health functions directory based on the scientific progresses and the

health food registration condition.

Article 8 [Management principles] According to the needs of supervision, CFDA can use ways like
application, Project approval, tender and delegation to choose institution which are capable of
undertaking studies and demonstration of health food raw material and health function inventory.
These institutions will carry out the establishment and adjustment of health claim inventory and

health food material inventory in due course.

Article 9 [Encouraging research] The State encourages operators of the health care food production,
scientific research institutions, social organizations and individuals to carry out fundamental research
and application research studies regards to the establishment and adjustment of health food
function claim directory and health food raw material inventory and to submit application of health

food function claim directory and health food raw material inventory.

Article 10 [Basic principle] The establishment, adjustment and announcement of health food

function claim directory and health food raw material inventory should aim to protecting public

health and food safety, and also should adhere to principles of being scientific, open, just and fair.

Chapter - 2 Management of health function directory

Article 11 [Inclusion criteria] Health functions included in the health function directory should

conform to the following requirements:



(1) For the purpose of regulating body function, improving health and reducing the risk of disease.

Health function for prevention, diagnose and therapy should not be involved.

(2) Utilize rigorous and easy to understand scientific evidence.
(3) Utilize scientific identification methods and criteria.

(4) Utilize specific suitable crowds and unsuitable crowds.

(5) Apply to wide crowds’ specific health care needs

(6) Guided by traditional theory of health care and conform to Traditional Chinese medicine theory.

Article 12 [Exclusion clause] Those words and expressions as following should not be used in health

functions:

(1) Express or implied effects of disease prevention, treatment and diagnosis or words that can be
mixed up easily.

(2) False, exaggerated or absolutize

(3) Vulgar or feudal superstitions

(4) Hard for consumers to understand

(5) Likely to mislead consumers

Article 13 [Assessment methods and criteria] The assessment methods and criteria should conform

to following requirements:

(1) Should conform to relevant national rules and project requirements, and have specific
application scope and adequate principle basis.

(2) The assessment routine should be brief, to the point and well organized and also could
determine the test item, principle and result. The assessment routine should keep consistent
with relative content of the testing methods.

(3) Settings for testing methods and evaluation index should be scientific, reasonable, suitable,

stable and operable.

Article 14 [Research application] Any institution or individual could apply for the health food

function claim to be listed in the health food function claim directory or the adjustment of health



food function claim directory to health care food review center of CFDA along with reasons, basis
and relevant materials.
The adjustment of health food function claim directory includes the adjustment of the names,

reviewing methods, criterions and deleting certain function claims.

Article 15 [Application materials] Materials should be submitted when apply for the health function

to be listed in the health food directory:

(1) Name of health functions;

(2) Nomenclature principle/basis of the health functions;

(3) R&D report including the crowd health demand analysis, health function, analysis material of
health care function and the body health effect and Summary etc. The report should also contain
principle basis of health function test, application scope and other relative scientific study
material;

(4) Functional assessment methods, criteria and responding functional testing report of the sample;

(5) Application situation of the same function or similar function both at home and abroad,;

(6) Relative scientific document basis and other related materials.

Article 16 [Project review] Health care food review center of CFDA should review the application

material and give review comments after receiving the relative materials:

(1) For those applications that fail to meet the requirements, Health care food review center of
CFDA will inform the applicant (institution or individual) in writing and tell reasons for the failure;
(2) For those application material that meet the requirements, Health care food review center of
CFDA shall ask for public comments and arrange for relative experts and technicians to carry out
a comprehensive assessment and verification of the health function claim and basis, assessment

method, criteria and application scope etc.

Article 17 [System assessment] Health care food review center of CFDA will give review conclusions
based on system assessment, validation, results from public comments and the previous approval

situation of the health function.



(1) For those applications that fail to meet the requirements, Health care food review center of
CFDA will inform the applicant (institution or individual) in writing and tell reasons for the failure;
(2) For those applications that meet the requirements, Relative materials and the comprehensive
review opinions shall be submitted to health food function claim directory and material

inventory committee of experts.

Article 18 [Joint hearing release] Expert committee should audit the relative materials and the

comprehensive review opinions, then give audit conclusion:

(1) If the application fails the joint hearing, the result and reason in writing will be told to the
applicant (institutions or individual);

(2) If the application pass the joint hearing, the results will be submitted to China State Food and
Drug Administration (CFDA), National health and family planning commission (NHFPC), State
Administration of Traditional Chinese Medicine of the P.R.C (SATCM).

Article 19 [Directory adjustment] China State Food and Drug Administration (CFDA) should carry on
the adjustments of health food function claims directory and release the announcement along with
the National health and family planning commission (NHFPC), State Administration of Traditional
Chinese Medicine of the P.R.C (SATCM) based on the conclusion of experts committee and the result

of reevaluation.

Article 20 [Reevaluation] CFDA along with NHFPC and SATCM will arrange a reevaluation of the

health function in the health function directory in any of the following circumstances:

(1) Practical application and new scientific knowledge find out there exists problems on the
assessment methods and criteria in health function, which need to reevaluate and demonstrate;

(2) There exists great gap between the Health function listed in the directory and realistic health
care needs;

(3) Other circumstances that need to reevaluate the process and requirements of revaluation of
health food function claim directory is in accordance with article seventeen to nineteen of this
regulation.



Chapter - 3 The administration of health food raw material inventory

Article 21 [Adopt requirements] Raw materials adopted by health food raw material directory

should meet following requirements:

(1) With long-term edible history at home and abroad and sufficient scientific evidence;

(2) With a specific range of dosage and a corresponding health function listed in health food function
claim directory;

(3) With quality technical requirements that are stable and controllable;

(4) With the science basis that are safe and effective;

(5) With scientific, applicable, stable and reliable functional ingredient(s) or iconic ingredient(s) and
its range of content and corresponding testing methods;

(6) It should be safe and harmless to the suitable group if taken according to the instructed dosage

and method.

Article 22 [Exclusion clause] A raw material should not be listed into the health food raw material

directory upon any of the following cases:

(1) A raw material lacks either usage record of approved and registered health food or current
materials that are already in the market that do not have effective edible evaluation data;

(2) A raw material found to have potential harm and uncertain factors to human health may exist
after scientific and systematic risk evaluation;

(3) A raw material, which is prohibited of use or violates laws and regulations regarding national wild
life and plant protection;

(4) A raw material, which fails to be standardized, managed and industrially produced through the
establishment of general requirements;

(5) Other raw materials that should not be added.

Article 23 [Initiate an application] Any institution or individuals could submit the application of a
new raw material to be listed in the health food material inventory or adjustment of existed

materials of the inventory to Health Food Review Center, CFDA based on certain research.



Article 24 [Application materials] Following materials should be submitted upon

the application of a health food raw material to be listed in the directory:

(1) Name of the raw material, including standard Chinese name, Latin name, family, genera and
variety;

(2) Source and specification;

(3) Range of daily intakes and corresponding functions;

(4) Records and reports of adverse food safety issues;

(5) Major technical requirements;

(6) Quality standards;

(7) The functional ingredient or iconic ingredient, the range of content and the testing methods;

(8) The materials regarding the suitable group and unsuitable group;

(9) Restrictive conditions of use and matters needing attention;

(10) The usage of raw material at home and abroad including its usage in existing health food
products in China;

(11) Relevant scientific literature;

(12) Other relevant materials.

The application should include the used part, references from traditional Chinese medical literature
if the material is sourcing from animals or plants.

The application of adjusting exited health food material directory should provide a proper reason

and relevant proving materials.

Article 25 [Review the application] Health Food Review Centre of CFDA should organize experts and
technical personnel to review the application in time upon the receipt, and a result should be
provided.

(1) If not qualified, the applicant (institution or individual) should be notified with the reasons in

writing;



(2) If qualified, public opinions should be sought and relevant experts and technical personnel should
be called up to conduct system evaluation and verification on the raw material and its dosage as well

as the functions.

Article 26 [CFDA reviews the project] In view of the registration and approval progress of health
food, health Food Review Centre of CFDA should carry out timely processing all relevant materials

and review on newly approved health food raw materials which conform to Article 25.

Article 27 [Systematic assessment] Health Care Food Review Center of CFDA will give
comprehensive review opinions based on systematic assessment, validation, public opinions as well
as the usage situation of previously approved raw materials:

(1) If not qualified, the applicant (institution or individual) should be notified with the reasons in
writing;

(2) If qualified, relative materials and the comprehensive review opinions shall be submitted to

CFDA.

Article 28 [Auditing from the Committee] Expert committee is in charge of reviewing relevant

materials and comprehensive reviewing opinions of the application and making an audit conclusion:

(1) If the application fails the joint hearing, the applicant (institutions or individual) should be
notified with both the result and reasons in writing.
(2) If the application passes the joint hearing, the raw material should be listed in the health food

raw material directory and corresponding announcement should be released.

Article 29 [Inventory adjustment and announcement] China State Food and Drug Administration
(CFDA) should carry on the adjustments of health food function claims directory and release the
announcement along with the National health and family planning commission (NHFPC), State
Administration of Traditional Chinese Medicine of the P.R.C (SATCM) based on the conclusion of

experts committee and the result of reevaluation.



Article 30 [Reevaluation] CFDA along with NHFPC and SATCM will arrange a reevaluation of the

health function in the health function directory in any of the following circumstances:

(1) Any edible food safety problem is detected in the raw materials listed in the

Directory by new research;

(2) Any edible safety risk or problem is detected in the raw materials listed in the

Directory during risk monitor or health food safety surveillance;

(3) It is found necessary by new research that the range of daily intakes and corresponding functions
be adjusted, or, the functional claims are not exactly scientific or rigorous;

(4) Records and reports of adverse effects occur;

(5) Other cases where a reevaluation is necessary.

The procedures and requirements of the reevaluation of health material inventory is accordance

with article 27 to article 29 of this regulation.

Chapter - 4 Supplementary Provisions
Article 32 [Post-treatment of the adjustment] For adjustment of the directory and inventory made,
CFDA should organize discussions jointly with NHFPC and SATCM to propose the post-treatment

measures regarding relevant products that have been filled and registered earlier.

Article 33 [Explanation of the regulation] China Food and Drug Administration is responsible for the

interpretation of the Measures.

Article 34 [Date of Implementation] This measure enters into force as of 20XX-XX-XX.
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