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1. Guideline Development Principles
(e.g., when it was initiated, how the investigation was conducted, how opinions
from various stakeholders were solicited, what review meetings were held, and

the deliberation or voting status of the Standard Review Committee)

1. Guideline Development Principles

The International Clinical Practice Guideline of Traditional Chinese Medicine for
Meibomian Gland Dysfunction was developed following the principles of
"evidence-based, consensus-oriented, and experience-informed."” The procedures,
methods, and structure of guideline development drew upon internationally
accepted methodologies for clinical practice guidelines, ensuring both scientific
rigor and the distinctive characteristics of traditional Chinese medicine (TCM)
clinical practice. The entire development process was based on evidence retrieval
and extensive expert consultation, with in-depth discussions and analyses at each
level. All processes and steps are traceable, ensuring evidence-based

accountability.

2. Main Working Process
2.1 Initiation and Deployment Phase

2. Main Working Process

2.1 Initiation and Deployment Phase

This document was filed with and applied to the World Federation of Chinese
Medicine Societies (WFCMS), after which the guideline title and specific content
were determined. Currently, the International Clinical Practice Guideline of
Traditional Chinese Medicine for Meibomian Gland Dysfunction has been
approved by the WFCMS (Project No.: SCMNP2025-200).

2.2 Drafting Phase

2.2.1 Establishment of the Guideline Drafting Group

The project team members were determined by the principal investigator
through telephone and information communication with experts in relevant

professional fields.
2.2.2 Organizational Management
A WeChat working group was established for the development of this document,

composed mainly of consensus experts and working group members.



Considering the need for timeliness, daily work was conducted primarily through
online meetings and telephone communication. Regular internal discussion
meetings and online exchange meetings were held, with records and archives

maintained for each meeting.
2.2.3 Conflict of Interest Avoidance

All members participating in the development work have declared that no
conflicts of interest exist. No explicit commercial, professional, or other interests
related to the subject of this document, nor any conflicts of interest that could be

affected by the outcomes of this document, were identified.

2.3 Determination of Topic and Scope
Guideline Title: International Clinical Practice Guideline of Traditional Chinese
Medicine for Meibomian Gland Dysfunction.

Scope: This document specifies the TCM terminology and definitions, diagnosis,
pattern differentiation, and treatment of meibomian gland dysfunction. This
document serves as a reference for TCM ophthalmology practitioners in the
diagnosis and treatment of meibomian gland dysfunction; physicians practicing
integrated Chinese and Western medicine, Western ophthalmology, and other

disciplines of TCM may also refer to the relevant content of this document.

2.4 Construction of Guideline Questions
2.4.1 Expert Interviews
2.4.1.1 Process and Methods for Determining the Interview Protocol

The interviewees were clinical experts with extensive practical experience,
whose primary research direction is TCM treatment of meibomian gland
dysfunction. These expert interviews were conducted in the form of online
meetings, with a total of five interviewed experts as required by the standard.
The interview outline was drafted under the guidance of the chief drafting group

experts and completed by the drafting group members.
2.4.1.2 List of Interviewed Experts
Listed in tabular form. See Table 1.

Name

Institution

Title

Specialty

Bi Hongsheng

Affiliated Eye
Hospital of Shandong
University of

Professor

Integrated Chinese
and Western
Ophthalmology




Traditional Chinese
Medicine

Xie Like Ophthalmology Professor TCM Ophthalmology
Hospital, China
Academy of Chinese
Medical Sciences

Hao Xiaofeng Ophthalmology Professor TCM Ophthalmology
Hospital, China
Academy of Chinese
Medical Sciences

Yan Jiachao The First Affiliated Associate Professor | TCM Ophthalmology
Hospital of Hunan
University of Chinese
Medicine

Liu Guanghui The First Affiliated Professor TCM Ophthalmology
Hospital of Fujian
University of
Traditional Chinese

Medicine

2.4.1.3 Interview Outline
Basic questions for the International Clinical Practice Guideline of

Traditional Chinese Medicine for Meibomian Gland Dysfunction:
Definition-related — What is the definition of meibomian gland dysfunction?
Clinical questions for the Intervention Protocol for Meibomian Gland
Dysfunction:

Diagnosis-related — What are the diagnosis and pattern differentiation of
meibomian gland dysfunction?

Treatment-related — What are the TCM treatments for meibomian gland

dysfunction? What are the distinctive external TCM therapies?
2.4.1.4 Interview Conclusions
Through the interviews, basic and clinical questions were preliminarily

determined, clarifying the scope and definition of meibomian gland dysfunction
as basic questions, as well as relevant clinical questions regarding diagnosis and
treatment. The experts recognized the advantages of TCM intervention

modalities for meibomian gland dysfunction.




Name

Interview Content

Bi Hongsheng

Meibomian gland dysfunction has a
three-layer definition; currently, there is a
lack of applicable diagnostic criteria, and

relevant guideline standards should be
referenced for diagnosis.

Xie Like

The concept of TCM treatment differs from
that of Western medicine; the treatment of
meibomian gland dysfunction should
emphasize pattern differentiation and
treatment. The diagnostic content may
overlap to some extent with existing expert
consensus and guidelines, and this protocol
should focus on innovation.

Hao Xiaofeng

Treatment inadvertently brings anxiety to
society; individualized treatment should be
demonstrated.

Yan Jiachao

In various regions, there is a noticeable trend
of various products claiming to be
TCM-based; it is highly anticipated that the
TCM guideline can be refined to specify which
method is suitable for which stage.

Liu Guanghui

TCM external therapies have advantages in
the treatment of meibomian gland
dysfunction; standardization should be
addressed.

2.5 Determination of Retrieval Strategy Using the PICO Principle

The retrieval strategy was divided into electronic retrieval and manual retrieval.

Electronic retrieval of Chinese databases included CNKI, VIP, SinoMed, and

WanFang Data; English databases included Medline, The Cochrane Library,

Embase, and ClinicalTrials.gov. Manual retrieval mainly included diagnostic and

treatment guidelines, standards, norms, drug instructions, patent specifications,

relevant Chinese and Western ophthalmology textbooks and monographs, as well

as unpublished research reports, dissertations, conference papers, and other

grey literature. The retrieval period covered from database inception to January

2025. Chinese search terms included: meibomian gland dysfunction, dry eye

syndrome, white astringent eye (Bai Se Zheng), traditional Chinese medicine,

Chinese herbal medicine, Chinese patent medicine, etc. English search terms




included: Meibomian gland dysfunction, dry eye, white astringent, traditional

Chinese medicine, Chinese herbal medicine, Chinese patent medicine, etc.
2.6 Evidence Screening and Data Extraction

After completing the literature retrieval, two researchers independently
conducted preliminary screening by reading titles and abstracts, followed by
rescreening based on the full texts of the initially screened studies. In case of
disagreement, resolution was sought through discussion or consultation with a
third party.

Evidence aimed at studying interventions to alleviate the occurrence and
progression of meibomian gland dysfunction was included. Included study types
comprised: randomized controlled trials, cohort studies, cross-sectional studies,
guidelines, or expert consensus. Any indicator reflecting the alleviation of the
occurrence and progression of meibomian gland dysfunction could be included
as an outcome measure. Conference abstracts for which full texts could not be

obtained were excluded.
2.7 Review of Existing Evidence
Through the above retrieval strategy, five relevant guidelines were identified,

namely: the 2013 Expert Consensus on Clinical Diagnosis and Treatment of Dry
Eye by the Corneal Disease Group of the Chinese Ophthalmological Society
(2013); the Chinese Expert Consensus on Diagnosis and Treatment of Meibomian
Gland Dysfunction (2017); the Chinese Expert Consensus on Meibomian Gland
Dysfunction: Definition and Classification (2023); the Chinese Expert Consensus
on Meibomian Gland Dysfunction: Diagnosis and Treatment (2023); and the
Chinese Expert Consensus on Clinical Diagnosis and Treatment of Dry Eye (2024).
In addition, the working group systematically reviewed the Chinese patent
medicines and decoctions for treating meibomian gland dysfunction recorded in
the National Basic Medical Insurance, Work-related Injury Insurance, and
Maternity Insurance Drug Directory (2017 Edition), the National Essential
Medicines List (2012 Edition) (Ministry of Health Order No. 93), and the

Pharmacopoeia of the People's Republic of China (2015 Edition). Relevant



ancient texts on TCM treatment of this disease, as well as textbooks and

physicians' works, were also reviewed for relevant information extraction.
2.8 Development of New Systematic Reviews

Inclusion criteria: a. The literature explicitly mentions "meibomian gland
dysfunction,” "dry eye syndrome,” or "white astringent eye (Bai Se Zheng)"; b.
Interventions: Chinese patent medicines, decoctions, acupuncture, or herbal
fumigation and washing; c. Control measures: conventional Western medicine
treatment (meibomian gland massage, artificial tears, anti-inflammatory agents,
etc.); d. Primary outcome measures: meibomian gland function, BUT, etc,;
secondary outcome measures: TCM syndrome scores, etc.; e. Study design types:
all clinical studies, without limitation, with priority given to randomized
controlled trials. Exclusion criteria: Duplicate publications; erroneous statistical
methods; full text unavailable.

Through the above retrieval strategy, a total of 959 articles were obtained. The
retrieved records were entered into NoteExpress 3.5 literature management
software for deduplication, and preliminary screening was conducted from the
records and abstracts. After obtaining the full texts of eligible literature, further
screening was performed, ultimately yielding 110 articles. The literature

screening process is shown in Figure 1.

CNKI: 211 articles PubMed (Medline): 20 articles
Wanfang: 312 articles Cochrane Library: 15 articles
VIP: 161 articles Embase: 22 articles

CBM: 211 articles Manual search: 7 articles

959 relevant studies obtained

Deduplication via NoteExpress 3.5: 485 duplicates
removed, 474 remaining

Title and abstract screening: 349 articles excluded, 125
remaining

Full-text review: 125 articles excluded, 110 articles
remaining

Analysis of 110 articles

Figure 1 Literature Screening Process



2.9 Quality Appraisal of the Body of Evidence
2.9.1 Consensus Process Through Two Rounds of Modified Delphi Method

A modified Delphi method was used for questionnaire surveys, combined with
expert online meetings to reach consensus on the content of this guideline. The
selected consensus expert members were frontline clinical experts related to
meibomian gland dysfunction, including both Chinese and Western medicine
physicians, with a focus on TCM and integrated Chinese and Western
ophthalmologists. Geographic distribution of experts was also considered,
covering nine experts from five provinces and cities across China. The
questionnaire survey period was from October 10, 2024, to December 10, 2024.
The two rounds of questionnaires primarily evaluated disease diagnosis
(incidence, clinical manifestations, ocular examination, special examinations),
differential diagnosis, TCM pattern types, and all treatment measures based on
evidence evaluation (formulas, Chinese patent medicines, auricular acupressure,
acupuncture). After two rounds of the modified Delphi method and extensive
solicitation of opinions, consensus was basically reached on all content of this
guideline. The principles for determining the strength of recommendations were:
if the number of strong recommendations for a treatment measure exceeded
75% of the total number of participants, it was strongly recommended; if the
proportion of participants not recommending it was 250%, it was not

recommended; all other situations were classified as weak recommendations.
2.9.2 Evidence Compilation and Archiving
The specific operational processes and resulting baseline materials for

evidence retrieval, screening, and evaluation in this guideline were compiled and

archived.

2.10 Consultation Phase
2.10.1 Questionnaire Consultation

During the development of this guideline, two rounds of expert meetings and two
rounds of expert questionnaires were conducted. For the feedback from each
round of meetings and questionnaires, working group members maintained

detailed records, conducted in-depth discussions in conjunction with expert



opinions, and made revisions accordingly.
2.10.2 Consultation on the WFCMS Website

This guideline was published on the WFCMS website for public consultation.
2.10.3 Consultation at the Expert Review Meeting

The working group leader reported to the experts on the development status

and relevant content of this guideline, as well as key issues for discussion. After
the meeting, the working group summarized the expert opinions and made

revisions.
2.3.4 Consultation with Overseas Experts

This guideline also solicited opinions from overseas experts.
IIL. Introduction to Main Technical Content

(e.g., technical indicators, parameters, formulas, performance requirements, test
methods, inspection rules, and their basis—including tests and statistical data.
For revised standards, a comparison between the new and old standards should

be added.)
1. Basis for Guideline Development

The development of this guideline is based on the Institute of Medicine (I0M)
2011 definition of clinical practice guidelines (optimal guidance
recommendations based on systematic reviews and benefit-risk assessments of
various alternative interventions). It follows the latest guideline development
steps and relevant evaluation criteria issued by international guideline
development organizations to determine the evaluation standards for this
guideline, aiming to be guided by evidence-based medicine thinking, emphasize
TCM characteristics, and fully collect and evaluate existing relevant evidence.
Furthermore, during the development of this guideline, the technical content
primarily adheres to the following principles: a. Regarding evidence grading
methods, the overall concept holds that evidence from systematic reviews of
multiple randomized clinical trials or a single high-quality randomized controlled
trial is of the highest grade, while evidence from observational studies is of lower
grade. b. Regarding recommendation strength, it is primarily based on the

GRADE (Grading of Recommendations Assessment, Development and Evaluation)



content for recommendations, while also proposing that when evidence is
lacking or insufficient to meet clinical practical needs, expert consensus
recommendations should be the main basis. c. Expert consensus is an important
basis for forming recommendations in TCM clinical diagnosis and treatment
guidelines; based on this, the formation of expert consensus in this guideline
primarily relies on the modified Delphi method. d. Before implementation of this
guideline, in addition to evaluating guideline development quality using the
AGREE Il (Appraisal of Guidelines for Research and Evaluation II) tool, a
pre-evaluation of guideline applicability and compliance was also conducted
from aspects such as whether implementation conditions are met and whether it
conforms to actual medical work needs. e. Reporting follows the international
guideline reporting standard RIGHT (Reporting Items for Practice Guidelines in
Healthcare) to promote international dissemination. f. An update plan was
formulated in accordance with currently internationally published guideline

update reporting standards, with updates scheduled within 2-3 years.
2. Guideline Development Technical Route

Referencing the processes and procedures for clinical practice guideline
development from various international clinical practice guideline development
organizations, and combining them with the relevant regulations for the release
of international organization standards by the World Federation of Chinese
Medicine Societies, the development process of this guideline is shown in Figure

2.
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Figure 2 Guideline Development Process

3. General Content
The main text of this guideline comprises seven sections. The main technical

content includes: Sections 1-3 define the scope, normative references, and
terminology and definitions of this guideline; Sections 4-6 define diagnosis,
pattern differentiation, and TCM treatment; Section 7 defines the appendices and
references of this guideline.

This guideline focuses primarily on TCM pattern differentiation and treatment,
maximizing the integration of evidence-based results and expert consensus, and
applying TCM intervention measures with certain advantages and characteristics
to the diagnosis and treatment of meibomian gland dysfunction. Therefore,
before referring to and implementing this guideline, physicians need to possess

certain TCM knowledge and closely monitor changes in patients' various



indicators during the diagnosis and treatment process. Additionally, due to the
influence of factors such as the user's region, ethnicity, and race, the specific
diagnosis and treatment process should be determined according to actual

circumstances.

4. Relationship with Relevant Laws, Regulations, Mandatory Standards, and
Clinical Practice Guidelines

The relevant therapeutic drugs recommended in this guideline all comply with
the latest editions of the National Basic Medical Insurance, Work-related Injury
Insurance, and Maternity Insurance Drug Directory, the National Essential

Medicines List, and the Pharmacopoeia of the People's Republic of China.

IV. Handling and Basis for Major Divergent Opinions

No major divergent opinions arose during the development of this guideline.
V. Other Matters That Should Be Explained

None.



