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The content of technical review of the formula and function literature in the health function review
report mainly covers the scientific basis for the use of the product formula raw materials, the
principle of the formula, the formula compatibility and the dosage of the claimed functions. The
research of formula and literature is the research basis for the claimed function of the health food to
be developed, and it is an important basis for comprehensively judging whether the health food
function evaluation and labeling related content are reasonable based on the results of the function
evaluation tests. The technical review points are formulated according to the "Measures for the
Management of Health Food Registration and Recording", "Health Food Registration Review and
Approval Rules (2016 Edition)" and related regulations.

1. Relevant requirements of the literatures basis

1.1 The Scope of literatures basis

1.1.1 Regulations, standards, guidelines, monographs, etc. issued by domestic and foreign
government agencies, authorities or organizations

1.1.2 Description in traditional Chinese medicine ancient books

1.1.3 National unified textbooks, professional works, academic yearbooks, etc

1.1.4 Scientific research papers, expert treatises and systematic reviews officially published in
domestic core journals or international professional journals.

1.2 The quality requirements of literatures basis

1.2.1 The literature basis should be professional, with reliable research quality and credible
research data.

1.2.2 The literatures basis, national textbooks, professional writings, academic yearbooks and
other documents issued by domestic and foreign government agencies, authoritative
institutions or organizations, should have industry and academic authority and broad
consensus in the professional field. The description of the related functions of raw materials
in the literature should have a verifiable correlation with the claimed function.




1.2.3 The expressions of the related functions of the raw materials in the literature basis of the
traditional Chinese medicine should be related to the claimed functions.

1.2.4 The composition of the raw materials in the literature should be consistent with the raw
materials of the product. The main components, processes and other information should stay
the same with the raw materials used in product. The ratio between extract and raw material
should be made clear.

1.2.5 The source of the literatures basis should be clear, the traceability information such as query
methods of literatures basis such as regulations and standards should be provided.

1.2.6 The experimental scientific research papers based on the test population or animal model,
research design, test indicators, etc. should correspond to the claimed function and suitable
population, the test results and statistical analysis should be reasonable, the conclusion
should be exact, and the test dosage should be able to support the claimed function of raw
material.

1.2.7 The papers on the non-oral administration of the test substance and the in vitro experiment
shall not be used as a scientific basis to support the claimed function of the health food
formula raw material.

2. Requirements of the product formula literatures and demonstration

2.1 Clarify the purpose of the application of raw materials
The purpose of the raw materials should be specified according to the principle that the main raw
materials have the claimed function and the other materials are necessary.

2.2 Documentary evidence that the main raw materials have function

The main raw materials include single raw material and compound raw materials, and the relevant

literature basis should support that the main raw materials of the product have the claimed function

at the designed dosage.

2.2.1 The literature basis from regulations, standards, guides, monographs, ancient Chinese
medicine books, scientific research papers, and systematic reviews should be provided to
objectively reflect the current domestic and foreign research and application of relevant raw
materials, and the claimed function of raw materials should be comprehensively discussed
based on the provided literature.

2.2.2 Experimental scientific research papers or literature analysis and evaluation reports based on
experimental scientific research papers should be provided. Information such as title, first
author, publication, test subject, animal or population model, test dosage and equivalent
human dosage, evaluation indicators, test results and conclusions in such literature should be
listed in the form of a summary table, the effective dosage should be comprehensively
discussed based on provided literature. The dietary consumption information should be
provided if necessary.

2.2.3 If the major raw materials are simple processed ordinary foods, the functional components
and content of the raw materials and the dose-effect relationship should also be clearly
defined. The provided raw material inspection reports, product test reports and other
materials should specify the dosage of the functional ingredients of the raw materials. The
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experimental scientific research papers provided can demonstrate the dose-effect
relationship between the functional ingredients and the claimed function.

2.3 Documentary evidence showing the necessity of the compatibility of other raw materials

The Chinese medicine literature, scientific research papers and other literature basis supporting the
compatibility and functions of the rest raw materials with the main raw materials should be provided,
and the necessity of the rest raw materials should be discussed accordingly.

3. Requirement of product formula, compatibility, dosage and argumentation

3.1 Formulation standardization

The formula composition should be standardized, clear and complete, and the daily dosage should
be clear. The relevant information should meet the relevant requirements of the "Health Food
Registration Application Service Guide" (2016 Edition). The extract should be clearly defined as the
equivalent amount of the original material.

3.2 Principles of product composition

The principle of product formulation should be clear, and suitable crowd should be reasonable.

Combined with the research data of suitable crowd, the target problem, function characteristics and

the significance should fully be discussed.

3.2.1 For formulas guided by the traditional Chinese medicine theory, the source of the formula,
the basis of application and screening should be explained, the basic compatibility principle
of the formula and the function of each raw material should be analyzed, and the formula’s
health function should be discussed.

3.2.2 For formulas guided by modern medicine and nutrition theories, the health function should
be discussed based on modern medicine, nutrition theory combining with relevant scientific
evidence.

3.2.3 The formula with claimed function should be discussed combining nature of the formula raw
materials and production process. The rationality of formulas containing both traditional
animal and plant materials and non-traditional animal and plant materials should be carefully
considered

3.2.4 The scientificity and rationality of the claimed connected functions should be discussed when
apply for product with multiple functions.

3.3 For summary of product formula with compatibility and dosage claiming functions, the critical
analysis should be carried out on the relevant literature basis of raw materials and formulating
principles. The analysis should present the meaning and conclusion in the relevant literature
basis and comprehensively discuss the product formula compatibility and dosage with the claim
functions.

4. Judgment criteria for review conclusions

4.1 If the review recommendation is "application materials meet the requirements", the following
requirements shall be met:
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The formula material specifications are complete and comply with the regulations; the literature
basis of the formula fully supports the claimed function of the product.

4.2 If the review recommendation is "need additional materials", the following requirements shall be
met:
The literature basis of the formula fully supports the claimed function of the product, but it is
necessary to further standardize and improve the application materials that do not involve the
review and recommendations of the health function.

4.3 If the review recommendation is "not to be registered", the following requirements shall be met:
The content of the formula's literature basis is contradictory or inconsistent with the content of
the health function demonstration report; the formula's literature basis is insufficient or the
content is incomplete to support the claimed function of the product.
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