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Quality Evaluation Guideline for Diagnostic Criteria of Chinese
Medicine Syndromes

Preparation Notes

The project Quality Evaluation Guideline for Diagnostic Criteria of Chinese Medicine
Syndromes was approved by the World Federation of Chinese Medicine Societies (WFCMS) in
August 2021 and was led by Henan University of Chinese Medicine and its First Affiliated
Hospital. A multidisciplinary team was formed to complete the drafting phase through
literature research, two rounds of expert questionnaires, and expert review meetings. The
draft of the Quality Evaluation Guideline for Diagnostic Criteria of Chinese Medicine Syndromes
was developed, including sections on scope, normative references, terms and definitions,
evaluation principles and procedures, evaluation content and requirements, and scoring
criteria. After review by the WFCMS International Standards Department, a one-month
online public consultation was conducted, leading to the final review draft. Below is an
explanation of the preparation process for the Quality Evaluation Guideline for Diagnostic

Criteria of Chinese Medicine Syndromes:

1. Work Summary
1.1 Task Background

In recent years, the Chinese government has emphasized the standardization of Chinese
medicine (CM), issuing a series of policies and standards, such as: Notice of the General Office
of the State Council on Issuing the “14th Five-Year Plan” for Chinese Medicine Development
(State Office Document [2022] No.5), Notice of the State Council on Issuing the Strategic Plan
for Chinese Medicine Development (2016-2030) (State Document [2016] No.15, Guidance from
the National Administration of Chinese Medicine on Strengthening Chinese Medicine
Standardization (Chinese Medicine Legal Supervision Document [2012] No.53, the
standardization of CM serves as a critical technical foundation for its advancement. Among
these efforts, the diagnostic criteria of CM syndromes (hereinafter referred to as “Syndrome
Criteria”) are a key component of CM technical standards. The standardization and
objectivity of Syndrome Criteria are fundamental to CM standards. Research on Syndrome
Criteria has become a focal point in CM studies, with increasing numbers of experts and
teams working on their development, which significantly promotes standardization.
However, while much effort has been devoted to the development and issuance of Syndrome
Criteria, their clinical application remains limited, and widespread adoption faces challenges.

This may be attributed to inconsistencies in development methodologies and varying
1



methodological quality.

Quality evaluation assesses the degree of potential bias in the design, development, and
analysis of individual studies in the whole process. Quality evaluation tools help scientifically
guide the development, reporting and revision of the Guideline. Evaluating the quality of
Syndrome Criteria from perspectives such as purpose and scope, participant involvement,
and development processes is essential. Currently, quality evaluation tools primarily focus on
clinical practice guideline, with a lack of specific guideline for Syndrome Criteria. Therefore,
the project team referenced domestic and international methods and procedures for
developing guideline quality evaluation tools and adapted them to the characteristics of
Syndrome Criteria to conduct the research and development work of Quality Evaluation
Guideline for Diagnostic Criteria of Chinese Medicine Syndromes. The goal was to reduce or
avoid technical and methodological biases in the development of Syndrome Criteria, and
provide a scientific and standardized reference for the syndrome diagnostic criteria

development process.

1.2 Main Work Process

In May 2021, under the guidance of the expert steering group, a working group was
formed. In August 2021, the working group submitted the project proposal for the Quality
Evaluation Guideline for Diagnostic Criteria of Chinese Medicine Syndromes to WFCMS for
approval. From October 2023 to May 2024, the working group completed literature research,
and systematically analyzed published Syndrome Criteria to extract content suitable for
quality evaluation. They also reviewed clinical practice guideline evaluation tools to identify
key common techniques. Through discussions, an initial pool of evaluation items was drafted.
From June 2024 to January 2025, the working group conducted two rounds of Delphi expert
consultations and completed questionnaire analysis reports. In January 2025, an expert
review meeting was convened in Zhengzhou of Henan, where the project working group
deliberated and drafted the Quality Evaluation Guideline for Diagnostic Criteria of Chinese
Medicine Syndromes for expert panel review. In February 2025, the draft Guideline was
submitted to WFCMS for online public consultation. Feedback was incorporated to produce
the final review draft. From March to April 2025, domestic and international expert reviews

were conducted. The development process is illustrated in Figure 1.

1.3 Key Drafters and Their Work

The drafters of this Guideline are categorized into principal drafters and contributing

experts, with specific details and roles listed in the table below.



1.3.1 Drafting Members

Name

Institution

Responsibilities

Li Jiansheng

Henan University of

Chinese Medicine

Project leader. Responsible for protocol design, project

application, implementation, progress management,

organizing peer review and external evaluation, and

summary

The First Affiliated

Hospital of Henan

Participated in guideline application, summary, drafting,

Xie Yang
University of | revision, and progress management
Chinese Medicine
Participated in guideline application, protocol registration,
Henan University of | literature research, expert questionnaire design and data
Wang Jiajia
Chinese Medicine analysis, drafting and revision of Guideline, preparation of
explanatory notes, etc.
The First Affiliated
Participated in discussions, literature research, expert
Hospital of Henan
Lei Siyuan questionnaire design and data analysis, drafting of Guideline,
University of
and preparation of explanatory notes, etc.
Chinese Medicine
Participated in discussions, literature research, expert
Henan University of
Yuan Yue questionnaire design and data analysis, drafting of Guideline,

Chinese Medicine

and preparation of explanatory notes, etc.

1.3.2 Participating Experts

Name Institution Participation
Dongzhimen Hospital, Beijing University of Program demonstration/Expert
Yu Changhe
Chinese Medicine questionnaire
Program demonstration/Expert
Wang Tianfang | Beijing University of Chinese Medicine
questionnaire
Program demonstration/Expert
Wang Xiaohui | Lanzhou University
questionnaire
Program demonstration/Expert
Shi Nannan China Academy of Chinese Medical Sciences
questionnaire
Lv Aiping Hong Kong Baptist University Program demonstration
Program demonstration/Expert
Du Liang West China Hospital, Sichuan University
questionnaire
Li Bo Beijing Hospital of Traditional Chinese Program demonstration/Expert
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Medicine, Capital Medical University

questionnaire

Guangdong Provincial Hospital of Chinese

Program demonstration/Expert

Wu Darong
Medicine questionnaire
Guangdong Provincial Hospital of Chinese Program demonstration/Expert
Yang Xiaobo
Medicine questionnaire
Program demonstration/Expert
Yang Kehu Lanzhou University

questionnaire

Liu Jianping

Beijing University of Chinese Medicine

Program demonstration/Expert

questionnaire

Program demonstration/Expert

Liu Mengyu | China Academy of Chinese Medical Sciences
questionnaire
The First Affiliated Hospital of Henan Program demonstration/Expert
Liu Xincan
University of Chinese Medicine questionnaire
Zhang Beijing Hospital of Traditional Chinese Program demonstration/Expert
Shengsheng | Medicine, Capital Medical University questionnaire
Zhang Tianjin University of Traditional Chinese Program demonstration/Expert
Mingyan Medicine questionnaire
Tianjin University of Traditional Chinese Program demonstration/Expert
Zhang Junhua
Medicine questionnaire
Program demonstration/Expert
Chen Wei Beijing University of Chinese Medicine
questionnaire
Program demonstration/Expert
Chen Yaolong | Lanzhou University
questionnaire
Program demonstration/Expert
Fei Yutong Beijing University of Chinese Medicine
questionnaire
The First Affiliated Hospital of Guangzhou Program demonstration/Expert
Hou Zhengkun
University of Chinese Medicine questionnaire
The First Affiliated Hospital of Tianjin Program demonstration/Expert
Hu Siyuan
University of Traditional Chinese Medicine questionnaire
The Affiliated Hospital of Chengdu University | Program demonstration/Expert
Tang Jianyuan
of Traditional Chinese Medicine questionnaire
Gao Rui Xiyuan Hospital, China Academy of Chinese Program demonstration/Expert
ao Rui
Medical Sciences questionnaire
Program demonstration/Expert
Ge Long Lanzhou University
questionnaire
Liao Xing China Academy of Chinese Medical Sciences Program demonstration/Expert




questionnaire

Sun Feng Peking University Program demonstration

Chen Tao Liverpool School of Tropical Medicine Program demonstration

Chen Guanmin | Alberta Health Services Data Analytics Centre | Program demonstration

Zheng Jianhua | Chinese Medicine Association of Australia Program demonstration

Wei Guoging | Chinese Medicine Association of Australia Program demonstration

Establish the project team for Guideline Quality Evaluation Guideline for

Diagnostic Criteria of Chinese Medicine Syndromes

[ Svystematically review evidence ]

\4

v v

Retrieve published Syndrome Criteria to clarify Review published quality evaluation tools to
the framework for quality evaluation extract key common techniques
A 4
[ Extract items to form initial item pool ]

'

Delphi method (questionnaire survey) combined with nominal

group technique (on-site meeting) for consensus building

v

[ Develop draft version after internal team discussions ]

v

[ Finalize Guideline after expert panel discussions ]

.

Formulate the Quality Evaluation Guideline for Diagnostic

Criteria of Chinese Medicine Syndromes

Figure 1 Process Flowchart for Quality Evaluation Guideline for Diagnostic Criteria of

Chinese Medicine Syndromes



2. Principles for Guideline Development and Evidence for Determining
the Main Content of the Criteria

2.1 Principles for Guideline Development

The development of this Quality Evaluation Guideline adheres to the principles of
“scientific rigor, practicality, and standardization”, with the aim of being practically applicable
within the CM industry, gaining broad acceptance and recognition beyond the CM field, and
aligning with international diagnostic and therapeutic guidelines. The drafting process fully
considered relevant issues within the framework of applicable laws, regulations and
technical documents, while referencing previously established Guideline on Establishing
Diagnostic Criteria of Chinese Medicine Syndromes, existing syndrome diagnostic criteria,
and domestic and international quality evaluation tools for clinical practice guideline,
ultimately formulating the quality Evaluation Guideline for Chinese Medicine Syndrome

Diagnostic Criteria.

2.1.1 Scientific Rigor

In the development process, this Guideline strictly follows the principle of scientific
rigor. The team extensively investigated international methods for forming evidence-based
guideline evidence and adopted a tripartite research approach incorporating “literature
research”, “expert questionnaire surveys”, and “expert meetings”, all with distinctive CM
characteristics, thereby ensuring the scientific validity of this Guideline. The “literature
review” was conducted according to internationally accepted methods, searching formally
published literature related to syndrome diagnostic criteria and extracting content including
development procedure, main contents, and common key techniques. Simultaneously,
existing research on clinical practice guideline evaluation tools was reviewed to extract
information about tool development procedure, classifications, domains and items, which
provides a basis for conducting expert questionnaire survey. The expert questionnaire
survey was based on the internationally prevalent Delphi method with modifications
tailored to the specific circumstances of the CM field. By combining literature research
reports and working group discussions, expert questionnaires were formulated to select
representative, authoritative experts from diverse geographical regions. The collected

questionnaires were statistically analyzed to effectively consolidate expert opinions.



Following the requirements of the “expert meeting method”, the project team invited an
expert review panel primarily composed of specialists in CM syndrome diagnostic criteria
research, along with experts in related fields such as CM internal medicine, guideline
research methodology, and CM diagnostics. These experts convened to review the draft
Guideline initially formed through literature research and expert questionnaire survey,
particularly focusing on controversial, debatable, or questionable content. Their objective

and professional opinions were sought to finalize the draft standards.

2.1.2 Practicality

The primary objective of developing this Guideline is to enhance the clinical quality of
syndrome diagnostic criteria, thereby identifying high-quality clinical standards and further
promoting their application and dissemination, ultimately achieving truly usable and
effective syndrome diagnostic criteria. This Guideline is intended for use by professionals at
various CM (integrated Chinese and Western medicine) healthcare institutions, educational
establishments, and research institutes when evaluating the quality of syndrome diagnostic
criteria. During the Guideline development process, not only were relevant literature studies,
academic works, and textbooks consulted, but the essential research elements were also
incorporated into survey questionnaires. Experts engaged in or familiar with the
development of syndrome diagnostic criteria and quality evaluation tools from across the
nation were surveyed to consolidate their opinions. Following expert reviews and extensive
consultations with industry specialists, comprehensive feedback was integrated to formulate
the final Quality Evaluation Guideline for Diagnostic Criteria of Chinese Medicine Syndromes.
From the development process to the final outcome, this Guideline ensures practicality and

operational feasibility.

2.1.3 Standardization

During the development of this Guideline, the preparation of this standard followed
GB/T 1.1-2021 Directives for Standardization - Part 1: Structure and Drafting Rules for
Standardized Documents and various other promulgated relevant criteria and guidelines, all
conducted under the guidance of the WFCMS. The methods employed, including literature
search, expert questionnaire surveys, and expert meeting approaches, all adhered to
internationally recognized practices. This ensured the standardization of the entire
development process, encompassing technical methodologies, the resulting standard format

and style, terminology and language usage requirements.



2.2 Methods and Evidence for Determining the Main Content of the
Criteria

2.2.1 Main Content of the Criteria

(1) Scope

(2) Normative References

(3) Terms and Definitions

(4) Evaluation Principles and Procedures
(5) Evaluation Content and Requirements

(6) Scoring Criteria

2.2.2 Methods for Determining the Main Content of the Quality
Evaluation Guideline

2.2.2.1 Literature Search
(1) Literature Search for Diagnostic Criteria of Chinese Medicine Syndromes
Computerized searches were conducted in PubMed, Cochrane Library, Embase, Web of
Science, CNKI, WANFANG DATA, VIP, CBM, as well as diagnostic criteria of CM syndromes
included in the databases of the China Association of Chinese Medicine, the WFCMS, and the
Chinese Association of Integrative Medicine. The search period spanned from the
establishment of each database to October 30, 2023. Chinese search terms included: “JF”

”

(syndrome), “Jf {& " (syndrome), “jif B " (syndrome type), “ #r £ ” (standard), “ £ i3
(consensus), “ # 5& "(specification), “ 3§ @ "(guideline). English search terms included:
“Traditional Chinese medicine syndrome”, “TCM syndrome”, “TCM zheng”, “Criteria”,
“Standardization”, “Specifications”, “Consensus”. CM syndrome diagnostic criteria that have
been publicly published domestically and internationally were included. Exclusion criteria:
literature for which the original text could not be obtained; for duplicate publications or
literature where unified criteria were published separately, only the one with the most
complete data was selected; clinical research articles, review articles, case reports,
theoretical discussions, conference reports, and similar literature were excluded. The
process involved first removing duplicate literature; then reading the titles and abstracts of
the literature and eliminating unqualified literature based on the inclusion and exclusion
criteria; finally, the preliminarily screened literature was read in full text for further
screening; for literature not fully included, manual searches were conducted. Two
researchers independently screened the literature strictly according to the inclusion and

exclusion criteria and cross-checked their results; in case of disagreement, a third researcher

was consulted for discussion and resolution. The team collectively discussed and used Excel
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software to create a literature information extraction form. Two researchers independently
performed data extraction, collecting information including: title, version, author, publishing
organization, publication date, application environment, development process, funding
source, etc. A database was established using Excel software, and statistical analysis methods
such as frequency and percentage were used to conduct descriptive analysis on the extracted
information, including title, version, author, publishing organization, publication date,
application environment, development process, funding source, etc. A summary of the
literature research on syndrome criteria was compiled; for details, see Appendix 1.

(2) Literature Search for Quality Evaluation Tools

Computerized searches were conducted in PubMed, Cochrane Library, Embase, Web of
Science, CNKI, WANFANG DATA, VIP, CBM, and six guideline databases (Guidelines
International Network, National Guideline Clearinghouse, Evidence-Based Medicine
Resource Center of the New York Academy of Medicine Library, National Clinical Guideline
Centre, National Institute for Health and Clinical Excellence, and Australia’s Clinical Practice
Guidelines Portal). The search period spanned from the establishment of each database to
October 30, 2023. Chinese search terms included: “Iff K357 ”(clinical guideline), “& R 3£1R”
(expert consensus), “ fg & ” (quality), etc. The English search terms included: “Clinical

» o« » o«

guidelines”, “Experts consensus”, “Quality”, etc. Published clinical practice guideline quality
evaluation tools from domestic and international sources were included. Exclusion criteria:
(1) literature for which the original text could not be obtained; (2) for duplicate publications,
only the one with the most complete data was selected; (3) clinical research articles, review
articles, case reports, theoretical discussions, conference reports and similar literature were
excluded. The process involved first removing duplicate literature; then reading the titles
and abstracts of the literature and eliminating unqualified literature based on the inclusion
and exclusion criteria; finally, the preliminarily screened literature was read in full text for
further screening; for literature not fully included, manual searches were conducted. Two
researchers independently screened the literature strictly according to the inclusion and
exclusion criteria and cross-checked their results; in case of disagreement, a third researcher
was consulted for discussion and resolution. The team collectively discussed and used Excel
software to create a literature information extraction form. Two researchers independently
performed data extraction, collecting information including: title, first author, publication
year, country of publication, development techniques, evaluation domains, evaluation items,
etc., for descriptive analysis. A summary of the literature research on quality evaluation tools
was compiled; for details, see Appendix 2.

(3) Drafting the Preliminary Item Pool

By systematically evaluating published diagnostic criteria of CM syndromes, content or
items suitable for quality evaluation were extracted and compiled. Key common techniques
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were summarized from domestic and international quality evaluation tools, and preliminary
quality evaluation items were drafted in accordance with the technical specifications for
developing syndrome diagnostic criteria. Through group discussions and incorporating
feedback from the steering committee, the extracted items and their significance were
carefully reviewed, resulting in the preliminary drafting of the item pool for the Quality
Evaluation Tool for Diagnostic Criteria of Chinese Medicine Syndromes.

2.2.2.2 Expert Questionnaire Survey

Based on literature research summaries and discussions, the project team employed the
Delphi method to develop expert survey questionnaires and conducted two rounds of
surveys with selected experts meeting predefined criteria. Expert selection criteria included:
holding associate senior professional titles or above, possessing experience in developing or
reporting syndrome diagnostic criteria, demonstrating interest and commitment to complete
multiple survey rounds, with consideration given to geographical distribution of experts.

For statistical analysis of expert responses, Excel was used to create data extraction
forms and record data, primarily evaluating expert opinion concentration (mean scores) and
coordination (coefficient of variation, CV). When an item’s importance score averaged =4
points, it was recommended for inclusion in the syndrome standard quality evaluation
guideline checklist; scores between 3-4 points indicated items requiring further refinement
through expert panel discussions; scores < 3 points suggested item removal. Initial items
screened through expert consensus were reviewed by the drafting team to finalize the
included items. Statistical results were aggregated to summarize expert opinions. After
completing the first-round questionnaire analysis, the item pool was revised based on expert
feedback. The second-round questionnaire was then administered. Through these two
rounds, a preliminary item pool for the Quality Evaluation Guideline for Diagnostic Criteria of
Chinese Medicine Syndromes was developed. For details, see Appendices 3 and 4.
2.2.2.3 Expert Review Meeting

In January 2025, Zhengzhou hosted the expert review meeting for the draft Quality
Evaluation Guideline for Diagnostic Criteria of Chinese Medicine Syndromes. The working
group presented the draft Guideline and key discussion points. Participants conducted
thorough deliberations on the draft Guideline. Experts actively contributed, generally
affirming the maturity of the submitted draft as a foundation for standard formulation.
Through discussions, consensus was reached on multiple specific contents, yielding valuable
revision suggestions. For details, see Appendix 5.
2.2.2.4 Expert Review

From March to April 2025, domestic and international expert reviews were conducted.
The project team organized online review meetings in March 2025, distributing the review
draft of the Guideline and peer evaluation forms. Consolidated feedback showed all 10
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experts principally approved the review draft. Incorporating these suggestions, the team
revised the document into a quality evaluation guideline draft for overseas expert review.
Five experts endorsed the Quality Evaluation Tool for Diagnostic Criteria of Chinese Medicine
Syndromes as the final draft international standard. Further modifications were made based
on expert recommendations before submission to the WFCMS following steering committee

approval. For details, see Appendices 6 and 7.

3. Relationship with Relevant Laws, Regulations and Mandatory
Criteria

The Quality Evaluation Guideline for Diagnostic Criteria of Chinese Medicine Syndromes
developed by this research team do not conflict with current laws, regulations, or mandatory
standards. During the compilation process, existing international and domestic standards

were strictly followed to ensure the content is standardized and well-grounded.

4. Handling of Major Opinions and Their Basis

After completing the literature research, expert questionnaires were developed, and
expert opinions were solicited through two rounds of Delphi method surveys. The first round
received 22 expert responses, and the second round also received 22. Experts generally
agreed with the questionnaire content but proposed revisions on certain specific issues.
Based on these suggestions, the project team further reviewed relevant literature and,
incorporating advice from field experts, adjusted the draft to preliminarily form the
Guideline draft. The initial draft was reviewed during an expert panel meeting, and further
revisions were made based on the suggestions raised. The revised draft was then submitted
to the expert steering group for additional review. Following the principle of “evidence-based”
decision-making, the project team discussed all feedback individually, determined whether
to adopt each suggestion and the rationale, and subsequently refined the draft to form the
Guideline draft. This draft underwent methodological quality evaluation and peer review.
The project team will carefully study and incorporate the experts’ revision suggestions to

further improve the Guideline.

5. Suggestions as Recommended Guidelines

The Quality Evaluation Guideline for Diagnostic Criteria of Chinese Medicine Syndromes
evaluate the clinical quality of diagnostic criteria of CM syndromes and are intended for use
by professionals in CM (integrated Chinese and Western medicine) healthcare, educational

institutions, and research organizations when assessing the quality of syndrome criteria.
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This Guideline aims to help reduce or avoid technical and methodological biases during the
development of syndrome criteria, and provide a scientific and standardized reference for

syndrome criteria development process.

6. Implementation Requirements and Suggested Measures

After approval and release, the research outcome, the Quality Evaluation Guideline for
Diagnostic Criteria of Chinese Medicine Syndromes, will be promoted and implemented
through various channels to ensure effective adoption and application.

(1) The WFCMS will organize efforts to promote the Guideline’s dissemination and
implementation within the industry.

(2) Training workshops and continuing education programs will be held to train
professionals in relevant fields, enhancing awareness and application capabilities of the
Guideline and facilitating its widespread promotion and application.

(3) Leveraging academic platforms such as the Respiratory Diseases Committee of the
Chinese Association of Integrative Medicine, the Pulmonary Rehabilitation Committee of the
WFCMS, and the Pulmonary Diseases Committee of the Chinese Ethnic Medicine Association,
the Guideline will be introduced and promoted at domestic and international academic
events to expand the influence.

(4) The Guideline and related academic papers will be published in scholarly journals to
promote dissemination through publications while collecting feedback to further refine the

content.

7. Facilitating and Hindering Factors in Application

None

8. Other Matters to Be Clarified

It is recommended that 3-5 years after the release and implementation of this Guideline,
the content be supplemented, revised and updated based on advancements in syndrome

standard research and emerging key technical methods.
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