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Introduction

Diagnostic criteria of Chinese medicine (CM) syndromes (hereinafter
referred to as “syndrome criteria”) are a major component of CM standardization.
Objective and scientific syndrome criteria are key to improving CM diagnosis and
treatment, as well as providing high-level evidence for clinical efficacy. In recent
years, CM standardization has developed rapidly, with a significant increase in
the number of published syndrome criteria, which has promoted research and
application in this field. However, challenges such as insufficient clinical
application and difficulties in promotion persist, possibly due to issues like
non-standardized development methods and uneven methodological quality.
Quality evaluation refers to assessing the degree of potential bias in the design,
development, and analysis of individual studies. Quality evaluation tools identify
common issues and form guideline checklists. Currently, such tools are primarily
focused on clinical practice guidelines, with a lack of quality evaluation
guidelines for syndrome criteria. Therefore, there is an urgent need to develop
quality evaluation guidelines for syndrome criteria to improve their
methodological quality, enhance clinical application and elevate CM clinical
efficacy.

This document considers health policies, regulations and relevant guidelines,
builds upon SCM 70-2022 Guideline on Establishing Diagnostic Criteria of Chinese
Medicine Syndromes and related criteria, and incorporates the development
methods and procedures of domestic and international quality evaluation tools.
It aims to reduce or avoid technical and methodological biases in the
development of syndrome criteria and provide a scientific and standardized

reference for the process.
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Quality Evaluation Guideline for Diagnostic Criteria of

Chinese Medicine Syndromes

1 Scope

This document specifies the evaluation principles, content and scoring
methods for the quality evaluation of CM syndrome diagnostic criteria.

This document is applicable to professionals from CM (integrated Chinese
and Western medicine) medical, educational, and research institutions for

evaluating the quality of syndrome criteria.
2 Normative References

The following documents are indispensable for the application of this
document. For dated references, only the edition cited applies. For undated
references, the latest edition (including any amendments) applies.

GB/T 20348-2006  Basic Theory Terminology of Chinese Medicine

GB16751.2-2021  Clinic Terminology of Chinese Medical Diagnosis and
Treatment—~Part 2: Syndromes/Patterns

GB/T 15657-2021 Classification and Codes of Diseases and Syndromes in
Chinese Medicine

3 Terms and Definitions

For the purposes of this document, the following terms and definitions
apply.
3.1

Syndrome

The external manifestation of the interaction of disease location, etiology,
disease nature, disease trend and disease resistance at a certain stage of the
disease, which is manifested as clinically observable symptoms.

[Source: ISBN 7-03-015154-2, 04.548]

3.2
Quality Evaluation

The assessment of the degree of potential bias in the design, development,

and analysis of individual studies.



[Source: https://training.cochrane.org/resource/grade-handbook]

4 Evaluation Principles and Process

4.1 Evaluation Principles

The evaluation should adhere to scientificity, objectivity and fairness,
ensuring the process is based on authentic data and facts, free from subjective
bias, and guaranteeing the traceability of evaluation results.

4.2 Evaluation Process

The evaluation process includes: determining the target syndrome criteria,
conducting a comprehensive scoring of the syndrome criteria using evaluation

tools, and formulating an evaluation report.
5 Evaluation Content and Requirements

5.1 Purpose and Scope

a) Clearly describe the purpose.
b) Clearly describe the applicable population.
c) Clearly describe the intended users.

5.2 Participants

a) The development team should consist of multidisciplinary members with
clearly defined roles.

b) Report the drafters and drafting units.

c) Report the issuing organization.

5.3 Development Process
5.3.1 Literature Research

a) Describe the purpose of literature research.

b) Describe the literature search strategy.

c) Describe the literature screening process.

d) Describe the data extraction process.

e) Describe the terminology standardization process.
f) Specify the statistical analysis methods.

5.3.2 Expert Consultation

a) Describe the purpose of expert consultation.

b) Describe the expert selection criteria.

2



c) Describe the questionnaire content.
d) Specify the statistical analysis methods.

5.3.3 Clinical Investigation

a) Describe the purpose of the investigation.

b) Define the target population.

c) Describe the investigation methods.

d) Describe the development process and content of the clinical investigation
form.

e) Describe the sample size estimation method.

f) Specify the statistical analysis methods.

5.3.4 Criteria establishment

a) Report the basis for criteria establishment.
b) Present the criteria in an appropriate format.

5.3.5 Criteria Validation

a) Describe the purpose of validation.

b) Define the target population.

c) Describe the validation methods.

d) Describe the development process and content of the validation form.
e) Describe the sample size estimation method.

f) Specify the statistical analysis methods.
5.4 Others

a) Cite and reference relevant literature.
b) Report funding support.

c) Report conflicts of interest.

d) Report the plan for periodic updates.

6 Scoring Criteria

The evaluation criteria include assessments for each of the above items and
their specific details. The scoring system uses a 5-point Likert scale (1-5), where
higher scores indicate better quality of the syndrome criteria for that item.
Detailed scoring requirements are provided in Appendix B.



Annex A

(Informative)

Checklist of Quality Evaluation Guideline for Diagnostic Criteria of Chinese Medicine

Syndromes

Domain

Item

Explanation

1. Purpose and Scope

a) Clearly describe the

purpose.

Evaluate whether the criteria clearly describe

the purpose.

b) Clearly describe the
applicable population.

Evaluate whether the criteria clearly describe
the applicable population (e.g., patient

characteristics).

c) Clearly describe the

intended users.

Evaluate whether the criteria clearly describe
the intended users (e.g., clinicians,

researchers).

2. Participants

a) The development team
consists of
multidisciplinary
members with clearly

defined roles.

Evaluate whether the team includes
members from multiple disciplines (e.g.,
clinical CM/WM, evidence-based medicine,
epidemiology, statistics) and whether roles

are clearly defined.

b) Report the drafters

and drafting units.

Evaluate whether the criteria report the

drafters and drafting units.

c) Report the issuing

organization.

Evaluate whether the criteria report the

issuing organization.

3. Development

Process

3.1 Literature

Research

a) Describe the purpose

of literature research.

Evaluate whether the criteria describe the

purpose of literature research.

b) Describe the literature

search strategy.

Evaluate whether the criteria describe the

search strategy (e.g., databases, time frame).

c) Describe the literature

screening process.

Evaluate whether the criteria describe the
screening process (e.g., inclusion/exclusion

criteria, screening methods).

d) Describe the data

extraction process.

Evaluate whether the criteria describe the
data extraction process (e.g., extraction of

syndrome and diagnostic information).




e) Describe the
terminology

standardization process.

Evaluate whether the criteria describe the

terminology standardization process.

f) Specify the statistical

analysis methods.

Evaluate whether the criteria specify
statistical methods (e.g., descriptive statistics,

cluster analysis, latent structure analysis).

3.2 Expert

Consultation

a) Describe the purpose

of expert consultation.

Evaluate whether the criteria describe the

purpose of expert consultation.

b) Describe the expert

selection criteria.

Evaluate whether the criteria describe expert
selection criteria (e.g., professional title, field

of expertise, years of experience).

c) Describe the

questionnaire content.

Evaluate whether the criteria describe the

questionnaire content.

d) Specify the statistical

analysis methods.

Evaluate whether the criteria specify
statistical methods for analyzing expert
questionnaire results (e.g., mean, coefficient

of variation).

3.3 Clinical

Investigation

a) Describe the purpose
of the clinical

investigation.

Evaluate whether the criteria describe the

purpose of the clinical investigation.

b) Define the target

population.

Evaluate whether the criteria define the
target population (e.g., clear diagnostic

criteria for Western medicine).

c) Describe the

investigation methods.

Evaluate whether the criteria describe the
investigation methods (e.g., cross-sectional

study).

d) Describe the
development process and
content of the clinical

investigation form.

Evaluate whether the criteria describe the
development process and content of the

clinical investigation form.

e) Describe the sample

size estimation method.

Evaluate whether the criteria describe the

sample size estimation method.

f) Specify the statistical

analysis methods.

Evaluate whether the criteria specify
statistical methods (e.g., descriptive statistics,

cluster analysis, logistic regression).

3.4 Criteria

Establishment

a) Report the basis for

criteria establishment.

Evaluate whether the criteria report the basis

for criteria establishment.




b) Present the criteria in

an appropriate format.

Evaluate whether the criteria present the
criteria in an appropriate format (e.g.,
diagnostic condition combination,

scoring-based diagnostic methods).

3.5 Criteria

a) Describe the purpose

of validation.

Evaluate whether the criteria describe the

purpose of validation.

b) Define the target

population.

Evaluate whether the criteria define the
target population (e.g., clear diagnostic

criteria for Western medicine).

c) Describe the validation

methods.

Evaluate whether the criteria describe the
validation methods (e.g., prospective clinical

investigation).

d) Describe the

Evaluate whether the criteria describe the

Validation
development process and | development process and content of the
content of the validation validation form.
form.
e) Describe the sample Evaluate whether the criteria describe the
size estimation method. sample size estimation method.
g) Specify the statistical Evaluate whether the criteria specify
analysis methods. statistical methods for validation results (e.g.,

sensitivity, specificity, AUC-ROC).
4. Others

a) Cite and reference

relevant literature.

Evaluate whether the criteria cite and

reference relevant literature.

b) Report funding
support.

Evaluate whether the criteria report funding

support.

c) Report conflicts of

interest.

Evaluate whether the criteria report conflicts

of interest.

d) Report the plan for

periodic updates.

Evaluate whether the criteria report the plan

for periodic updates.




Annex B
(Informative)
Scoring Methods and Criteria for Quality Evaluation Guideline for
Diagnostic Criteria of Chinese Medicine Syndromes

B.1 Scoring Methods
B.1.1 Domain Standardized Score Calculation Method

Domain Standardized Score (%) = (Sum of all evaluators’ scores for the
domain — Minimum possible score for the domain)/(Maximum possible score for
the domain — Minimum possible score for the domain) X 100%.
B.1.2 Overall Standardized Score Calculation Method

Overall Standardized Score (%) = (Sum of all evaluators’ overall
scores—Minimum possible overall score) /(Maximum possible overall
score—Minimum possible overall score) X 100%.
B.2 Scoring Criteria

The scoring criteria for this quality evaluation guideline are referenced in
Table B.

Table B Scoring Criteria

Evaluation .
Domain Evaluation Items
1. Purpose a) Clearly describe the purpose.
and Scope | |
1 2 3 4 5
O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0O Very complete
b) Clearly describe the applicable population.
1 2 3 4 5
O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0O Very complete
¢) Clearly describe the intended users.
1 2 3 4 5
O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0O Very complete
2. Readability a) The development team consists of multidisciplinary members with

clearly defined roles.

[



1 2 3 4 5

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete

S

1 2 3 4 5

b) Report the drafters and drafting units.

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete

SR

1 2 3 4 5

c) Report the issuing organization.

O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0O Very complete

3.
Development

Process

3.1 Literature Research

a) Describe the purpose of literature research.

e

1 2 3 4 5

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete

b) Describe the literature search strategy.

e

1 2 3 4 5

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete

c) Describe the literature screening process.

e

1 2 3 4 5

O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0O Very complete

e

1 2 3 4 5

d) Describe the data extraction process.

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete

e) Describe the terminology standardization process.

e

1 2 3 4 5

O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0 Very complete

5



f) Specify the statistical analysis methods.

e

1 2 3 4 5

O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0O Very complete

3.2 Expert Consultation

a) Describe the purpose of expert consultation.

e

1 2 3 4 5

O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0O Very complete

S

1 2 3 4 5

b) Describe the expert selection criteria.

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete

——

1 2 3 4 5

c) Describe the questionnaire content.

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete

e

1 2 3 4 5

d) Specify the statistical analysis methods.

O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0O Very complete
3.3 Clinical Investigation

a) Describe the purpose of the clinical investigation.

e

1 2 3 4 5

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete

e —

b) Define the target population.




1 2 3 4 5

O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0O Very complete

e

1 2 3 4 5

c) Describe the investigation methods.

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete

d) Describe the development process and content of the clinical

e

1 2 3 4 5

investigation form.

O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0O Very complete

e) Describe the sample size estimation method.

e

1 2 3 4 5

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete

—

1 2 3 4 5

f) Specify the statistical analysis methods.

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete
3.4 criteria establishment

a) Describe the purpose of validation.

e

1 2 3 4 5

O Incomplete O Slightly incomplete 0O Neutral 0O Fairly complete 0O Very complete

e

1 2 3 4 5

b) Define the target population.

O Incomplete O Slightly incomplete O Neutral 0O Fairly complete 0 Very complete

e —

c) Describe the validation methods.




1 2 3

O Incomplete O Slightly incomplete 0O Neutral

4 5

O Fairly complete 0O Very complete

d) Describe the development process and content of the validation form.

1 2 3

O Incomplete O Slightly incomplete 0O Neutral

e

O Fairly complete 0O Very complete

e) Describe the sample size estimation method.

1 2 3

O Incomplete O Slightly incomplete 0 Neutral

— ]

O Fairly complete 0O Very complete

f) Specify the statistical analysis methods.

1 2 3

[ Unclear [ Slightly unclear

] Neutral

S

[ Fairly clear L] Very clear

4. Others

a) Cite and reference relevant literature.

1 2 3
O Incomplete O Slightly incomplete 0O Neutral

b) Report funding support.

| 4 5

O Fairly complete 0O Very complete

1 2 3
O Incomplete O Slightly incomplete 0 Neutral

) Report conflicts of interest.

 —

O Fairly complete 0O Very complete

1 2 3
O Incomplete O Slightly incomplete 0O Neutral

d) Report the plan for periodic updates.

| 4 5

O Fairly complete 0O Very complete

1 2 3

O Incomplete O Slightly incomplete 0O Neutral

e

O Fairly complete 0O Very complete
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