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Table S1. Steering Committee and Core Working Group Members
	Role
	Name
	Title
	Expertise

	Steering Committee Members
	Jiahui Lu
	Senior Researcher
	Chinese Medicine Diagnostics

	
	Kehu Yang
	
	Evidence-based Medicine

	
	Si Yong Yeo
	
	Computer Science

	Core Working Group Members
	Zhaoxia Xu
	Clinical Expert
	Chinese Medicine Diagnostics

	
	Boyun Sun
	
	

	
	Cuncun Lu
	Methodologist
	Evidence-based Medicine

	
	Linda Zhong
	
	

	
	Jiekee Lim
	Data Scientist
	Computer Science

	
	Jinhua Liu
	
	

	
	Jieyun Li
	PhD Student
	-

	
	Wei Song Seetoh
	
	

	
	Xin’ang Xiao
	
	





[bookmark: OLE_LINK1][bookmark: OLE_LINK3]Appendix S1. Delphi Round 1 Questionnaire
English Version

Transparent Reporting Tool for AI-Based Diagnostic Prediction Models of Disease and Syndrome in Chinese Medicine (TRAPODS-CM) Round 1

Dear Experts and Scholars,

At the request of the National Natural Science Foundation of China (NO.82374336), our research team has drafted a reporting checklist for Transparent Reporting Tool for AI-Based Diagnostic Prediction Models of Disease and Syndrome in Chinese Medicine (TRAPODS-CM).

Considering your expertise in fields of clinical medicine, evidence-based methodology, and computer science, we are pleased to invite you to participate in this expert consultation.

We have developed a preliminary pool of items for the reporting checklist of machine-learning-based Traditional Chinese Medicine disease prediction models. This pool includes 10 dimensions with 53 items. At present, we are using the Delphi expert consultation method to rate the importance of each item and propose modification suggestions.

This round of expert consultation includes three parts: (i) Expert information questionnaire; (ii) Expert consultation form, and (iii) Expert content familiarity and judgment basis questionnaire. It is expected to take you 20-30 minutes to complete this exercise.

Please read the instructions carefully before filling out the questionnaire. Your support will be greatly appreciated If you have any further questions regarding the items in the questionnaire, please contact us. 

Finally, thank you again for taking time out of your busy schedule to give us the gift of knowledge! We wish you good health and a pleasant work experience!

Contact: Jieyun Li, Wei Song Seetoh, Zhaoxia Xu
Tel.: +86 13641907373, +65 81261376
Email: 12022007@shutcm.edu.cn, weisong001@e.ntu.edu.sg, zhaoxia7001@126.com
Affiliation: School of TCM, Shanghai University of TCM; School of Biological Sciences, Nanyang Technological University



Part I: Expert Background Collection
This part of the survey is only used for the analysis of this study and strictly follows the confidentiality principle. Please fill in your basic information or click "√" on the appropriate options. If you need instructions, please mark the instructions in the corresponding column. 

	Name
	
	Gender
	Male    Female
	Age
	_______ years old

	[bookmark: OLE_LINK15]Primary Affiliation
	
	Job titles
	

	Years of working
(Including post-doc time)
	 0-10 years      11-20 years      21-30 years      more than 30 years

	Highest education
	 Doctoral Degree  Master’s Degree  Bachelor’s Degree  Below Bachelor's Degree

	Your Occupation
(Multiple choice )
	Lecturer  Scientific researcher  Evidence-based Methodologist  Clinician  Editor

	Your major
(Multiple choice)
	 Traditional Chinese medicine   Clinical medicine    Computer Science   
 Evidence-based medicine      Other _______

	How would you like us to contact you?
	 Telephone: ____________________

	
	 E-mail: _______________

	
	 QQ / WeChat: _________________

	
	 Other: ___________________





Part II: Expert Consultation Form
[Instructions for form filling]
This part lists the proposed items for the TRAPODS-CM reporting checklist in Table 1 and the detailed entries in Table 2.

In Table 1, please score the importance of each item using the Likert 5 level scoring method, including "very important (5 points)", "important (4 points)", "generally important (3 points)", "not important (2 points)", "not important at all (1 point)", please click "√" in the corresponding position.

If you have any additional or modification comments on the report framework dimensions and report items, please fill them in the "Amendment Opinions" column; if you think there are dimensions or items that can be added or deleted, please indicate them in the "Add or Delete" column and score the importance of the dimensions or items to be added.

	Table 1. TRAPODS-CM writes the framework dimension paradigm

	Dimension
	Importance score
	Amending Opinions

	
	5
	4
	3
	2
	1
	

	1. Title
	
	
	
	
	
	

	Identify the study types and objects
	
	
	
	
	
	

	2. Abstract
	
	
	
	
	
	

	A brief description of the background, purpose, methods, results, and conclusions
	
	
	
	
	
	

	3. Introduction
	
	
	
	
	
	

	Introduce the importance of TCM disease-syndrome and the shortcomings of existing models and clarify the research objectives and hypotheses.
	
	
	
	
	
	

	4. Methods
	
	
	
	
	
	

	Explain the specific steps and the implementation process so that other researchers can repeatedly establish and verify the reliability of the study results
	
	
	
	
	
	

	5. Results
	
	
	
	
	
	

	Explain the main findings of the study, verify the study hypotheses, and inform the discussion and conclusions
	
	
	
	
	
	

	6. Discussion
	
	
	
	
	
	

	To interpret, analyze and evaluate the findings, link the results with existing knowledge and theories, and explore the significance, limitations and future research directions
	
	
	
	
	
	

	7. Conclusion
	
	
	
	
	
	

	Summarize the main contributions and application prospects of the study
	
	
	
	
	
	

	8. References
	
	
	
	
	
	

	Demonstrate that the research is based on existing knowledge and demonstrate the reliability and rationality of the research
	
	
	
	
	
	

	9. Other information
	
	
	
	
	
	

	Acknowledgments of the study, conflicts of interest, data statements, funding sources, etc.
	
	
	
	
	
	

	10. Appendix (if applicable)
	
	
	
	
	
	

	Provide the algorithm description, code fragments, attached drawings of machine learning
	
	
	
	
	
	




	Add domains:
Reason:



	

	Delete domains:
Reason:



	







	Table 2. Specific items in the TRAPODS-CM reporting checklist

	Catalogue
	Item
	Development/
Validation
	Details of the checklist

	
	
	
	

	Section 1: Title

	Title
	1
	D，V
	Definitive study for machine learning-based development and / or validation of a multivariable TCM disease-syndrome diagnosis or prognosis prediction model

	Note: TCM disease-syndrome prediction model is a model for predicting the occurrence, and development of TCM diseases and syndrome by using modern technologies such as machine learning, combined with TCM theories and clinical data.
Disease: The whole process of struggle between anti-pathogenic qi and pathogenic factors, yin–yang imbalance and progression, manifesting as specific symptoms and patterns. In a narrow sense, a disease has its specific name. 
Syndrome: A pathological summarization on the disease location, etiological factors, nature, severity and prognosis in a certain stage.

	[bookmark: OLE_LINK11][bookmark: OLE_LINK12]Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	

	Section 2: Abstract

	Brief Background
	2a
	D ， V
	Briefly introduce the importance and current situation of TCM disease-syndrome prediction, and explains the reasons and necessity of conducting this study

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Study Objectives
	2b
	 D ，V
	To clearly state the main objectives of the study, such as developing and validating a machine learning-based TCM disease-syndrome prediction model.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	2.1 Methods

	Research Design
	2c
	D ， V
	Briefly describe the type of study design (e.g., randomized controlled trial, registry data study, prospective cohort study, nested case - control study, or case-control study, etc.)

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Data Sources
	2d
	D ， V
	Briefly describe the source of the data and the sample size

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Model Development
	2e
	D
	Briefly describe the machine learning algorithm used and model development process

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Model Validation
	2f
	V
	Briefly describe the model validation method (e.g. cross-validation, external validation, etc.)

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Model Evaluation
	2g
	D ， V
	Briefly describe the main statistical indicators used to evaluate model performance (such as accuracy, sensitivity, AUC value, etc.)

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	2.2 Results

	Data Description
	2h
	D ， V
	Briefly describe the basic characteristics of the dataset

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Model Performance
	2i
	D ， V
	Report the key performance indicators of the model

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Key Features
	2j
	D ， V
	Briefly list the features that contribute most to the model's predictions

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	3.3 Conclusion

	Key Findings
	2k
	D ， V
	Summarize the main findings of the study

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Clinical Significance
	2l
	D ， V
	Discuss the practical application value of the research results in clinical prediction of TCM diseases and syndromes

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Limitations
	2m
	D ， V
	Briefly point out the limitations of the study

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	
	
	

	[bookmark: OLE_LINK16]Section 3: Introduction

	Basic Principles
	3
	D，V
	Introduce the theoretical basis for the research, and background of the disease, and explain the rationale of TCM disease-syndrome prediction model.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Purpose
	4
	D，V
	Clarify the specific objectives and expected contributions of the research, especially how to use artificial intelligence technologies to improve the prediction of TCM diseases and syndromes.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	
	
	

	Section 4: Methods

	Data Sources
	5a
	D，V
	State the study design (e.g., randomized controlled trial, registered clinical trial data, prospective cohort study, nested case-control study or case cohort study); the key information of the relevant hospital or agencies (including the number and location of study sites); the data sources (including clinical data of TCM syndrome, electronic medical records, literature data, etc.)

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	5b
	D，V
	Describe key study dates: the start of clinical data collection, end and follow-up, and other key time points.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Study Subjects
	6a
	D，V
	Describe in detail the inclusion and exclusion criteria for the research subjects, as well as the Western medicine diagnostic criteria and the TCM disease-syndrome judgment criteria

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	6b
	D，V
	Detailed the details of TCM and western medicine diagnosis and treatment received by the research subjects and the control group during the trial

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Predictive Factors
	7
	 D ，V
	All predictors (such as consultation information, pulse parameters, tongue parameters, western medicine physical and chemical indicators, etc.) used for the development or validation of multivariable prediction models of TCM disease-syndrome, including measurement tools, methods and time, etc.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Outcome Indicators
	8a
	D ，V
	Define the outcome indicators of the prediction model, such as disease category, TCM syndrome type diagnosis, efficacy evaluation, prognosis, etc.

	[bookmark: OLE_LINK13]Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	8b
	D，V
	Details the classification method and definition of the results and indicates the bias of this selection

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Sample Size
	9
	D ， V
	Describe the method and basis for determining sample size, especially the representativeness and diversity of TCM disease and syndrome samples

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Missing Data
	10
	D ，V
	Details how to deal with missing data (such as manual filling, mean / median filling, multiple imputation method, etc.), especially the special processing method of TCM disease syndrome data, and compare the data differences before and after interpolation

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Data Pre-processing
	11a
	D ，V
	Detail the data pre-processing steps, including data cleaning, standardization, normalization, feature engineering, etc., especially the processing methods of TCM disease-syndrome data

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	11b
	D，V
	If applicable, describe how blinding is applied during data annotation and segmentation

	Notes: For example, "Data annotation was performed by independent annotators who were unaware of the specific objectives and hypotheses of the study. The partitioning of the dataset was randomized and blinded."

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Feature Selection
	12a
	D ，V
	Explain the feature selection methods, such as feature selection based on statistical methods, machine learning algorithms (such as LASSO, random forest, etc.), especially the selection criteria of TCM disease syndrome features

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	12b
	D ，V
	If applicable, describe how artificial bias is reduced during the feature selection process

	Note: For example, " feature selection uses automated machine learning algorithms to avoid the influence of expert subjective judgment.”

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Artificial Intelligence Algorithm
	13
	 D ，V
	Detail the artificial intelligence algorithms used (such as decision tree, random forest, support vector machine, neural network, XGBoost, etc.), including the selection reason, model structure, parameter setting, etc.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Model Training
	14a
	D ，V
	Describe the training process for the model, including the division method of the training and validation sets, cross-validation, hyperparameter tuning, etc.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	14b
	D ，V
	Where applicable, describe and elaborate blinding methods used in parameter tuning

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Model Evaluation
	15
	 D ，V
	To illustrate the methods and indicators of model evaluation, such as accuracy, sensitivity, specificity, ROC curve, AUC value, F1 score, especially how to evaluate the performance of the model in TCM disease-syndrome prediction.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Risk Stratification
	16
	D ，V
	If risk stratification is performed, explain the reasons for stratification and provide the number and risk thresholds of risk stratification, especially the stratification criteria and methods of TCM disease or syndrome

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Model Validation
	17
	D ，V
	Describe the validation method of the model, including the internal validation and the external validation

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any): 

	
	
	
	

	Section 5: Results

	Study Subjects
	18a
	D ， V
	Describe the grouping method of study subjects and the process of inclusion in the study, including the number of study subjects with or without outcome, follow-up, the number and reasons, it is recommended to make a flow chart

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	18b
	D，V
	Characteristics of the study subjects (including demographic data, TCM clinical characteristics and predictors), and the number of study subjects with missing predictors and / or outcome measures (described in the flowchart)

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	18c
	V
	Compare the differences in the distribution of model validation datasets and development datasets, such as demographic data, TCM and Western medicine clinical characteristics, and predictive factors, etc.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Model Building
	19
	D
	State the number of subjects and the number of outcome events for each dataset in the study

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Model Structure
	20
	 D
	Provide specific details of the model, such as the number of features, the importance of features, model building parameters, especially the performance of TCM disease syndrome features in the model.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Model Performance
	21
	 D ，V
	Report model performance indicators such as accuracy, sensitivity, specificity, ROC curves, AUC values, especially the accuracy and reliability of TCM disease-syndrome prediction.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Model Optimization
	22
	V
	If there is optimization, report the optimization results of the model (i. e., the optimized model parameters and the model prediction effects), and the comparison results of the optimized model with the previous model

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	
	
	

	Section 6: Discussion

	Explanation
	23
	 D ，V
	Explain the study results and discuss the clinical application value and potential impact of the model, especially the application prospect of TCM disease-syndrome prediction model in clinical practice.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Limitations
	24
	D，V
	Discuss study limitations (such as non-representative samples, insufficient mean events of predicted outcome indicators, missing data, insufficient extrapolation caused by individualized differences, etc.)

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Significance
	25
	D ， V
	Explain the clinical significance of the study and future research directions, especially the improvement direction of the TCM disease-syndrome prediction model.

	Importance score    5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	
	
	

	[bookmark: OLE_LINK17]Section 7: Conclusion

	Conclusion
	26
	 D ，V
	Summarize the main findings and clinical significance of the study, and make suggestions for clinical practice and future studies, especially the application and promotion of TCM disease-syndrome prediction model.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	
	
	

	Section 8: References

	References
	27
	D，V
	Provide pertinent citations to provide relevant basis for the research study and to govern reliability and rationality of study findings.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	
	
	

	Section 9: Other Information

	Funding Support
	28
	D ，V
	List the funding projects and institutions that fund this study

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Acknowledgements
	29
	D ， V
	Thanks to people and institutions who contributed to the research but are not listed as authors

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Author Contributions
	30
	D ，V
	Explain the specific contributions of each author

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	Conflict of Interest
	31
	D ，V
	Statement of all potential conflicts of interest

	Importance score    ☐ 5 points    ☐ 4 points    ☐ 3 points    ☐ 2 points    ☐ 1 point

	Proposed amendment (if any):

	Data Availability Statement
	32
	D ，V
	State how the data is accessible and its availability

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):

	
	
	
	

	Section 10: Appendix (if applicable)

	Appendix
	33
	D ， V
	Provide machine learning algorithm descriptions, code snippets, additional charts, etc.

	Importance score     5 points    4 points    3 points     2 points     1 point

	Proposed amendment (if any):


Note: D, related to prediction model development; V, related to prediction model validation

	Add content:
[bookmark: OLE_LINK6]Reason:



	

	Delete content:
Reason:



	





Part III: Expert Content Familiarity and Judgment Basis Assessment
How familiar are you with the content of this survey?
	Familiarity
	Very familiar
	Familiar
	General familiarity
	Unfamiliar
	Very unfamiliar

	Your familiarity with the content of this survey
	
	
	
	
	



The basis for judging the importance of the research content:
	Familiarity
	Very familiar
	Familiar
	General familiarity
	Unfamiliar
	Very unfamiliar

	Theoretical analysis
	
	
	
	
	

	Experience
	
	
	
	
	

	References
	
	
	
	
	

	Intuitive choice
	
	
	
	
	




The questionnaire ends here. Thank you again for your valuable comments.
If you have any questions that need clarification, please feel free to contact us.



Chinese Version
基于机器学习的中医病证预测模型研究报告规范清单研制
专家咨询表（第一轮）
[bookmark: OLE_LINK7]尊敬的专家学者：
您好，感谢您在百忙之中参与此次函询！
本课题组基于国家自然科学基金面上项目（NO.82374336）研究的需要，根据前期 “基于系统评价与证据图谱的中医病证预测模型报告规范关键方法研究”的调查，初拟了基于机器学习的中医病证预测模型研究报告规范报告清单条目Transparent Reporting Tool for AI-Based Diagnostic Prediction Models of Disease and Syndrome in Chinese Medicine (TRAPODS-CM)，以提高中医病证预测模型研究的规范性和科学性。鉴于您在该领域的贡献和专业性，特邀请您参与此次专家函询，提出宝贵的修改意见，以期推动中医药与机器学习技术的深度融合，为临床研究人员提供标准化的报告框架，提升研究成果的临床应用价值，促进中医药临床决策的科学化和精准化。
本研究在前期质性访谈的基础上，结合文献分析，已初步形成基于机器学习的中医病证预测模型研究报告规范清单的条目池，包括10个维度，53个条目。现阶段采用德尔菲专家咨询法（Delphi），对每个条目的重要性进行评分并提出修改意见。悉知您在临床医学、循证医学、计算机机器学习领域方面有丰富的经验，诚邀您为报告规范的条目池提出意见，我们将根据您的意见完善研究。
本研究暂拟发放2轮问卷。本轮专家咨询表包括三部分内容：第一部分为“专家情况调查表”；第二部分为“专家咨询表”；第三部分为“专家内容熟悉程度和判断依据调查表”。请您在填写问卷前仔细阅读填表说明，对于您的支持，我们将不胜感激。如果您对调查问卷中所涉及的问题存在疑问，请及时联系我们。最后，再次感谢您在百忙之中给予我们知识的馈赠！祝您身体健康，工作愉快！
联系人：李洁韵，司徒玮崧，许朝霞
[bookmark: OLE_LINK10]电话：+86 13641907373，+65 81261376
邮箱：12022007@shutcm.edu.cn，weisong001@e.ntu.edu.sg，zhaoxia7001@126.com
单位：上海中医药大学中医学院；新加坡南洋理工大学



第一部分：专家情况调查表
此部分调查内容仅用于本次研究分析使用，并严格遵循保密原则。请您填写个人基本情况，或者在合适的选项上打“√”，如需说明，请在相应栏中标注说明，谢谢！

	姓名
	
	性别
	男  女
	年龄
	岁

	工作单位
	
	职称
	

	工作年限
	0-5年     6-10年     11-15年   16-20年 
21-25年   26-30年    30年以上

	最高学历
	博士     硕士     本科     本科以下

	您的职业
（可多选）
	教师  科研人员  方法学家  临床医生  编辑

	您的专业
（可多选）
	中医学  计算机  循证医学   其它_______

	您希望我们通过哪种方式联系您
	电话：____________________

	
	电子邮件： _______________

	
	QQ/微信：_________________

	
	其他 ___________________










第二部分：专家咨询表
【填表说明】
请您对表1中的报告规范的撰写框架的维度范式、表2中TRAPODS-CM报告规范清单的详细条目进行重要性评分。
[bookmark: OLE_LINK2]采用Likert 5级计分法表示，包括“非常重要（5分）”、“重要（4分）”、“一般重要（3分）”、“不重要（2分）”、“非常不重要（1分）”，请您在相应位置打“√” 。
若您对此研究报告的撰写框架维度和报告清单条目有补充或修改意见时，请您在“修改意见”栏内填写；若您认为有可增加或删减的维度或条目时，请您在“增加或删除”栏内注明，并对需要增加的维度或条目进行重要性评分。
	[bookmark: OLE_LINK4]表1. TRAPODS-CM撰写框架维度范式

	维度
	重要性评分
	修改建议

	
	5分
	4分
	3分
	2分
	1分
	

	1、标题
	
	
	
	
	
	

	明确研究类型和对象
	
	
	
	
	
	

	2、摘要
	
	
	
	
	
	

	对背景、目的、方法、结果和结论的简要描述
	
	
	
	
	
	

	3、引言
	
	
	
	
	
	

	介绍中医病证的重要性和现有模型的不足，并明确研究目标和假设。
	
	
	
	
	
	

	4、方法
	
	
	
	
	
	

	说明研究的具体步骤和实施过程，以便其他研究人员能够重复建立并验证研究结果的可靠性
	
	
	
	
	
	

	5、结果
	
	
	
	
	
	

	说明研究的主要发现，验证研究假设，并为讨论和结论提供依据
	
	
	
	
	
	

	6、讨论
	
	
	
	
	
	

	[bookmark: OLE_LINK8]对研究结果进行解释、分析和评价，将研究结果与已有的知识和理论联系起来，探讨研究的意义、局限性和未来的研究方向
	
	
	
	
	
	

	7、结论
	
	
	
	
	
	

	总结研究的主要贡献和应用前景
	
	
	
	
	
	

	8、参考文献
	
	
	
	
	
	

	证明研究建立在已有知识基础上，并向读者展示研究的可靠性和合理性
	
	
	
	
	
	

	9、其他信息
	
	
	
	
	
	

	[bookmark: OLE_LINK19]研究的致谢、利益冲突、数据声明、资金来源等
	
	
	
	
	
	

	10、附录（如适用）
	
	
	
	
	
	

	[bookmark: OLE_LINK5]提供机器学习的算法描述、代码片段、附图等
	
	
	
	
	
	



	增加维度：
理由：



	

	删除维度：
理由：



	








	表2. TRAPODS-CM报告规范清单具体条目

	内容
	条目
	开发/验证
	清单条目

	
	
	
	

	标题

	标题
	1
	D，V
	明确研究为基于机器学习的开发和/或验证的多变量中医病证诊断或预后预测模型

	备注：中医病证预测模型是利用机器学习等现代技术手段，结合中医理论和临床数据，建立的用于预测中医病证（疾病和证候）发生、发展及转归的模型

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	

	摘要

	简要背景
	2a
	D，V
	简要介绍中医病证预测的重要性和现状，说明进行这项研究的原因和必要性

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	研究目标
	2b
	D，V
	明确陈述研究的主要目标，如开发和验证一个基于机器学习的中医病证预测模型。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	方法

	研究设计
	2c
	D，V
	简要描述研究设计类型（如随机对照试验、注册数据、前瞻性队列研究、巢式病例-对照研究或病例对照研究等）

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	数据来源
	2d
	D，V
	简要说明数据的来源和样本量

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	模型开发
	2e
	D
	简要描述所使用的机器学习算法和模型开发过程

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	模型验证
	2f
	V
	简要说明模型验证的方法（如交叉验证、外部验证等）

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	模型评估
	2g
	D，V
	简要描述用于评估模型性能的主要统计指标（如准确率、灵敏度、AUC值等）

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	结果

	数据描述
	2h
	D，V
	简要描述数据集的基本特征

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	模型性能
	2i
	D，V
	报告模型的主要性能指标

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	重要特征
	2j
	D，V
	简要列出对模型预测贡献最大的特征

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	结论

	主要发现
	2k
	D，V
	总结研究的主要发现

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	临床意义
	2l
	D，V
	讨论研究结果在临床中医病证预测中的实际应用价值

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	局限性
	2m
	D，V
	简要指出研究的局限性

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	
	
	

	引言

	基本原理
	3
	D，V
	介绍中医病证的理论基础和研究背景，说明中医病证预测模型的必要性。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	目的
	4
	D，V
	明确研究的具体目标和预期贡献，特别是如何利用机器学习方法改进中医病证的预测。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	
	
	

	方法

	数据来源
	5a
	D，V
	明确研究设计（如随机对照试验、注册数据、前瞻性队列研究、巢式病例-对照研究或病例队列研究等）；研究机构的关键信息（包括研究中心的数量和位置）；数据来源（包括中医病证的临床数据、电子病历、文献数据等）

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	5b
	D，V
	描述关键研究日期，包括临床数据收集的开始时间、结束时间和随访时间，及其他关键时间点。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	研究对象
	6a
	D，V
	详述研究对象的纳入标准和排除标准，并详述西医诊断标准和中医证型判断标准

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	6b
	D，V
	详述研究对象及对照组在试验过程中所接受的中医和西医诊断、干预措施等的具体细节

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	预测因素
	7
	D，V
	详述用于中医病证开发或验证多变量预测模型的所有预测因子（如问诊信息、脉诊参数、舌诊参数、西医理化指标等），包括测量的工具、方法及时间等。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	结局指标
	8a
	D，V
	明确预测模型的结局指标，如疾病类别、中医证型诊断、疗效评估、预后等

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	8b
	D，V
	详述结果的分类方法和定义，并指出这种选择的偏倚性

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	样本量
	9
	D，V
	描述样本量的确定方法和依据，特别是中医病证样本的代表性和多样性

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	缺失数据
	10
	D，V
	详述如何处理缺失数据（如人工填充、均值/中位数填充、多重插补法等），特别是中医病证数据的特殊处理方法，并比较插补前后的数据差异

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	数据预处理
	11a
	D，V
	详细描述数据预处理步骤，包括数据清洗、标准化、归一化、特征工程等，特别是中医病证数据的处理方法

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	11b
	D，V
	如适用，描述数据标注和分割过程中如何应用盲法

	备注：例如，“数据标注由独立的标注人员完成，他们对研究的具体目的和假设不知情。数据集的划分是随机且盲法进行的。”

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	特征选择
	12a
	D，V
	说明特征选择的方法，如基于统计方法、机器学习算法（如LASSO、随机森林等）的特征选择，特别是中医病证特征的选择标准

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	12b
	D，V
	如适用，描述说明特征选择过程中如何减少人为偏倚

	备注：例如，“特征选择使用了自动化的机器学习算法，避免了专家主观判断的影响。”

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	机器学习算法
	13
	D，V
	详细描述所用的机器学习算法（如决策树、随机森林、支持向量机、神经网络、XGBoost等），包括算法的选择理由、模型结构、参数设置等。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	模型训练
	14a
	D，V
	描述模型的训练过程，包括训练集和验证集的划分方法、交叉验证、超参数调优等

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	14b
	D，V
	如适用，描述说明参数调优盲法。

	备注：例如，“超参数调优使用了交叉验证方法，避免调优过程中的过拟合问题，确保调优过程是盲法进行的。”

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	模型评估
	15
	D，V
	说明模型评估的方法和指标，如准确率、灵敏度、特异性、ROC曲线、AUC值、F1分数等，特别是如何评估模型在中医病证预测中的性能。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	风险分层
	16
	D，V
	如果进行了风险分层，说明分层的原因并提供风险分层的数量和风险阈值，特别是中医病证的分层标准和方法

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	模型验证
	17
	D，V
	描述模型的验证方法，包括内部验证和外部验证

	备注：内部验证是指在同一个数据集上使用不同的子集进行模型训练和验证；外部验证是指使用完全独立的数据集来评估模型的性能。

	
	
	
	

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	
	
	

	结果

	研究对象
	18a
	D，V
	描述研究对象的分组方法和纳入研究的过程，包括有结局或无结局的研究对象数量、随访情况、研究对象失访或退出的数量和原因，建议制作流程图

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	18b
	D，V
	描述研究对象的特征 （包括人口学资料、中西医临床特征与预测因素），以及缺失预测因素和/或结局指标的研究对象数量 （可在流程图中描述）

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	18c
	V
	比较模型验证数据集与开发数据集在重要变量上的分布差异，如人口学资料、中医和西医临床特征、预测因素等

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	模型建立
	19
	D
	明确研究中每个数据集的研究对象数量和结局事件发生数量

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	模型结构
	20
	D
	提供模型的具体细节，如特征的数量、特征的重要性、模型构建参数等，特别是中医病证特征在模型中的表现。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	模型效能
	21
	D，V
	报告模型的性能指标，如准确率、灵敏度、特异性、ROC曲线、AUC值等，特别是中医病证预测的准确性和可靠性。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	模型优化
	22
	V
	如果有优化，报告模型的优化结果 （即优化后的模型参数和模型预测效果），以及优化后的模型与既往模型的比较结果

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	
	
	

	讨论

	解释
	23
	D，V
	解释研究结果，讨论模型的临床应用价值和潜在影响，特别是中医病证预测模型在临床中的应用前景。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	局限性
	24
	D，V
	讨论研究的局限性 （如非代表性样本、预测结局指标平均事件不足、缺失数据、个体化差异所导致的外推性不足等）

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	意义
	25
	D，V
	说明研究的临床意义和未来研究方向，特别是中医病证预测模型的改进方向。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	
	
	

	结论

	结论
	26
	D，V
	总结研究的主要发现和临床意义，提出未来研究的建议，特别是中医病证预测模型的应用和推广。

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	
	
	

	参考文献

	参考文献
	27
	D，V
	参考文献应证明研究建立在已有知识基础上，并向读者展示研究的可靠性和合理性

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	
	
	

	其他信息

	基金支持
	28
	D，V
	列出资助本研究的基金项目和机构

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	致谢
	29
	D，V
	感谢对研究有贡献但未列为作者的人士和机构

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	作者贡献声明
	30
	D，V
	说明每位作者的具体贡献

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	利益冲突声明
	31
	D，V
	声明所有潜在的利益冲突

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	数据可用性声明
	32
	D，V
	说明数据的可获取方式和可用性

	重要性评分     5分     4分     3分     2分     1分

	修改建议：

	
	
	
	

	附录（如适用）

	附录
	33
	D，V
	提供机器学习的算法描述、代码片段、附加图表等

	重要性评分     5分     4分     3分     2分     1分

	修改建议：


注：D，与预测模型开发相关；V，与预测模型验证相关

	增加内容：
理由：



	

	删除内容：
理由：



	





[bookmark: OLE_LINK9]第三部分：专家内容熟悉程度和判断依据调查表
您对本次调查内容的熟悉程度：
	熟悉程度
	很熟悉
	熟悉
	一般熟悉
	不熟悉
	很不熟悉

	您对本次调查内容的熟悉程度
		
	
	
	
	



您选择对研究内容重要性的判断依据：
	判断依据
	很熟悉
	熟悉
	一般熟悉
	不熟悉
	很不熟悉

	理论分析
		
	
	
	
	

	实践经验
		
	
	
	
	

	参考文献
		
	
	
	
	

	直觉选择
		
	
	
	
	




问卷到此结束，再次感谢您的宝贵意见，若您有疑问需要解释，请随时与我们联系，祝您工作顺利！



Appendix S2. Delphi Round 2 Questionnaire
English Version

Developing a Transparent Reporting Tool for AI-Based Diagnostic Prediction Models of Disease and Syndrome in Chinese Medicine (TRAPODS-CM)

Expert Consultation Form (Round 2)

Dear Experts and Scholars,

	Thank you so much for taking time out of your busy schedule to participate in the 2nd round of this Delphi expert consultation.

	First things first, we would like to thank you once again for the knowledgeable insights and help that you’ve provided during the first round of Delphi expert consultation. The views and suggestions raised would significantly improve the quality and deliverables of this research study. In the first round of Delphi expert consultation, we’ve invited 31 international experts to provide feedback on the respective issues, and we are glad to have a full 100% attendance from all 31 experts. Analysis of the feedback gathered found that the item importance score ranged between 4.22 and 4.96, item full score ratio ranged from 20% to 96.7%), while the expert consensus was generally good. 

	Consolidating the comments and suggestions from all experts in the previous consultation, the core working group thoroughly discussed the necessary amendments, deletions, and additions to be made to the questionnaire to form the Round 2 Expert Consultation Form. Hence, we now present to you the Expert Consultation Form (Round 2) for your revision and feedback.

	Please read the instructions carefully before filling out the questionnaire. Your support will be greatly appreciated. We hope that we can continue to refine the research design and methodology through this 2nd consultation, so as to resolve potential problems and challenges that may arise.

Finally, we would like to thank you once again for your support in this research! Given the time constraints for this research study, we would greatly appreciate if you could provide us with the completed questionnaire through email before 20 April 2025. If you would have any further questions regarding the items in the questionnaire, feel free to contact us.

TRAPODS-CM Core Working Group
10 April 2025



Part I: Consolidation of Expert Comments and Suggestions
	Consolidating the comments and suggestions from all experts in the previous consultation, the core working group thoroughly discussed the necessary amendments, deletions, and additions to be made to the questionnaire to form the Round 2 Expert Consultation Form. Please tick against each clause () to select Yes/No (Y/N) for each clause based on your perceptions of their relevance to this study. For further clarifications, do input your comments into the “Amending Opinions” field. Thank you! (You may find details to the Round 1 Expert Consultation, proposed solutions and final conclusions in the appendix appended at the back of this document)

Expert Name:

· Table 1 Amendments:
	Dimension (Amended)
	Amendment
	Y/N

	Abstract
	Added “based on the requirements of the academic journal”
	Y N

	Provide a brief description of the background, purpose, methods, results, and conclusions based on the requirements of the academic journal.
	
	

	Additional amending opinions: 



· Table 1 Additions:
	Dimension
	Y/N
	Importance score
	Amending Opinions

	
	
	5
	4
	3
	2
	1
	

	Keywords
	Y

N
	
	
	
	
	
	

	According to the requirements of the academic journal, provide 3-6 words or phrases that accurately describe the main crux of the research, so as to allow for convenience in searching and classification.
	
	
	
	
	
	
	





· Table 2 Amendments:
	Item
	Details (Amended)
	Amendment
	Y/N

	1
	Title
	Added “or disease development” prediction model
	Y N

	
	Definitive study for artificial intelligence-based development and / or validation of a multivariable TCM disease-syndrome diagnosis or prognosis or disease development prediction model.
	
	

	Additional amending opinions:




	Item
	Details (Amended)
	Amendment
	Y/N

	2a
	Abstract—Brief Background
	Item removed as it is usually a requirement for journals and not a necessary requirement in the context of this study 
	Y N

	
	Briefly introduce the importance and current situation of TCM disease-syndrome prediction and explains the reasons and necessity of conducting this study.
	
	

	Additional amending opinions: 

	2c
	Abstract—Methods (Research Design and Data Sources)
	Deleted “registry data study” in the details and added “Data Sources” into the header and added “data source(s)”.
	Y N

	
	Briefly describe the type of study design (e.g., randomized controlled trial, prospective cohort study, nested case-control study, or case-control study, etc.) and data source(s).
	
	

	Additional amending opinions: 

	2d
	Abstract—Methods (Data Sources)
	Item removed as it is merged with item 2c as seen above
	Y N

	
	Briefly describe the source of the data and the sample size.
	
	

	Additional amending opinions: 

	2e
	Abstract—Methods (Model Development)
	Added “as well as statistical analysis software and version”
	Y N

	
	Briefly describe the artificial intelligence algorithm used and model development process, as well as statistical analysis software and version.
	
	

	Additional amending opinions: 

	2f
	Abstract—Methods (Model Validation)
	Item removed and merged with 2i
	Y N

	
	Briefly describe the model validation method (e.g. cross-validation, external validation, etc.).
	
	

	Additional amending opinions: 

	2g
	Abstract—Methods (Model Evaluation)
	Item removed and merged with 2i
	Y N

	
	Briefly describe the main statistical indicators used to evaluate model performance (such as accuracy, sensitivity, AUC value, etc.).
	
	

	Additional amending opinions: 

	2h
	Abstract—Results (Data Description) 
	Added “and its quality (including completeness, accuracy etc.)”
	Y N

	
	Briefly describe the basic characteristics of the dataset and its quality (including completeness, accuracy etc.).
	
	

	Additional amending opinions: 

	2i
	Abstract—Results (Model Performance)
	Merged with 2f and 2g
	Y N

	
	Reports the model validation method (e.g. cross validation, external validation etc.) and key performance indicators of the model (e.g. accuracy, sensitivity, AUC value etc.).
	
	

	Additional amending opinions:

	2j
	Abstract—Results (Key Features)
	Item removed
	Y N

	
	Briefly list the features that contribute most to the model's predictions
	
	

	Additional amending opinions:

	2k
	Abstract—Conclusion (Conclusion)
	Merged 2k and 2l
	Y N

	
	Summarize the main findings of the study and discuss the practical application value of the research results in clinical prediction of TCM diseases and syndromes.
	
	

	Additional amending opinions: 

	2m
	Abstract—Conclusion (Limitations)
	Item removed
	Y N

	
	Briefly point out the limitations of the study.
	
	

	Additional amending opinions:



	Item
	Details (Amended)
	Amendment
	Y/N

	3
	Introduction—Basic principles
	Remove this item and split the item into the following two new items – “Background” and “Theoretical Basis” (See “Table 2 Additions”)
	Y N

	
	Introduce the theoretical basis for the research, and background of the disease, and explain the rationale of TCM disease-syndrome prediction model
	
	

	Additional amending opinions:



	Item
	Details (Amended)
	Amendment
	Y/N

	5a
	Methods—Data Sources
	Simplified study design examples by removing “registered clinical trial” and editing “prospective cohort study, nested case-control study or case cohort study” to “cohort study or cross-sectional study”. Generalised examples of data sources to specify forms of datasets for model building and validation instead
	Y N

	
	State the study design (e.g., randomized controlled trial, cohort study or cross-sectional study), and describe the datasets used to build the model and the datasets used in internal and external validation
	
	

	Additional amending opinions: 

	7
	Methods—Predictive factors
	Added “Describe or cite all predictor sources (such as academic publications, past models) as well as”
	Y N

	
	Describe or cite all predictor sources (such as academic publications, past models) as well as all predictors (such as consultation information, pulse parameters, tongue parameters, western medicine physical and chemical indicators, etc.) used for the development or validation of multivariable prediction models of TCM disease-syndrome, including measurement tools, methods and time, etc.
	
	

	Additional amending opinions: 

	8a
	Methods—Outcome indicators
	Added “incidence of end-point events and their definition and measurement methods” and removed examples of outcome indicators
	Y N

	
	Define the outcome indicators of the prediction model, and the incidence of end-point events and their definition and measurement methods
	
	

	Additional amending opinions: 

	8b
	Methods—Outcome indicators
	Item removed
	Y N

	
	Details the classification method and definition of the results and indicates the bias of this selection
	
	

	Additional amending opinions: 

	9
	Methods—Sample size
	Emphasized on the calculation of sample size based on artificial intelligence factors “such as model building and validation methods”
	Y N

	
	Describe how the sample size is calculated based on factors such as model building and validation methods and elaborate on how the used sample size can answer the research question. Sample size calculations should be detailed.
	
	

	Additional amending opinions: 

	11a
	Methods—Data pre-processing
	Removed “especially the processing methods of TCM disease-syndrome data”
	Y N

	
	Detail the data pre-processing steps, including data cleaning, standardization, normalization, feature engineering, etc.
	
	

	Additional amending opinions: 

	12a
	Methods—Feature selection
	Removed “(such as LASSO, random forest, etc.), especially the selection criteria of TCM disease syndrome features” and added “report the corresponding software and version”
	Y N

	
	Explain the methods of feature selection methods, such as statistical methods, machine learning algorithms, and report the utilized software and version
	
	

	Additional amending opinions: 

	14b
	Methods—Model Training
	Item removed
	Y N

	
	Where applicable, describe and elaborate blinding methods used in parameter tuning
	
	

	Additional amending opinions: 

	15
	Methods—Model Evaluation
	Added “and calibration” and “calibration curve and Brier score”, removed “especially how to evaluate the performance of the model in TCM disease-syndrome prediction”
	Y N

	
	Illustrate the methods and indicators of model evaluation and calibration, such as accuracy, sensitivity, specificity, ROC curve, AUC value, F1 score, calibration curve and Brier score etc. 
	
	

	Additional amending opinions:




	Item
	Details (Amended)
	Amendment
	Y/N

	18c
	Result—Study subjects
	Item removed after discussion of the core working group
	Y N

	
	Compare the differences in the distribution of model validation datasets and development datasets, such as demographic data, TCM and Western medicine clinical characteristics, and predictive factors, etc.
	
	

	Additional amending opinions:

	19
	Result—Model Building
	Added examples of details to state: “such as the numbers recorded during model development, hyperparameter tuning and model evaluation”
	Y N

	
	State the number of subjects and the number of outcome events for each dataset in the study, such as the numbers recorded during model development, hyperparameter tuning and model evaluation.
	
	

	Additional amending opinions:

	20
	Result—Model Structure
	Reconstructed after discussion of the core working group
	Y N

	
	Provide complete details of the prediction model (such as number of features, model building parameters, user interface etc.).
	
	

	Additional amending opinions: 

	21
	Result—Model Performance
	Reconstructed after discussion of the core working group
	Y N

	
	Report model performance estimates and their confidence intervals, including subgroups. Graph usage is recommended.
	
	

	Additional amending opinions: 

	22
	Result—Model Updating
	Replaced all occurrences of “optimization” in item heading and item content to “updating”
	Y N

	
	If applicable, report the updating results of the model (i.e., the model updating parameters and the model prediction effects), and the comparison results of the updated model with the previous model
	
	

	Additional amending opinions: 



	23
	Discussion—Explanation
	Reconstructed based on expert inputs
	Y N

	
	Explain in detail the main results of the study and discuss its relevance with prior similar studies.
	
	

	Additional amending opinions: 



	27
	References—References
	Reconstructed based after discussion by the core working group
	Y N

	
	Include authoritative literature references in the relevant locations to ensure research credibility and rationality.
	
	

	Additional amending opinions: 



	29
	Others—Acknowledgements
	Item removed
	Y N

	
	Thanks to people and institutions who contributed to the research but are not listed as authors.
	
	

	Additional amending opinions: 

	31
	Others—Conflict of interest statement
	Reconstructed based on expert inputs
	Y N

	
	Outline disclosures of interests for the relevant contributors and describe how conflicts of interest are managed.
	
	

	Additional amending opinions:

	32
	Others—Data sharing statement
	Change item heading from “data availability statement” to “data sharing statement”
	Y N

	
	State how the data is accessible and its availability.
	
	

	Additional amending opinions:



	33
	Appendix
	Added “or “falsified” artificial data”
	Y N

	
	Provide description of machine learning algorithm, code snippets or “falsified” artificial data, and additional charts, etc.
	
	

	Additional amending opinions:



· Table 2 Additions:
	New Item
	Y/N
	Importance score
	Amending Opinions

	
	
	5
	4
	3
	2
	1
	

	Introduction—Background
	Y N
	
	
	
	
	
	

	Introduce the clinical background of the Chinese Medicine disease and syndrome, as well as a review of the current artificial intelligence prediction models in the field 
	
	
	
	
	
	
	

	Introduction—Theoretical basis
	Y N
	
	
	
	
	
	

	Introduce, in particular, the Chinese Medicine disease and syndrome as well as the theories behind choosing the relevant artificial intelligence technologies for the study. In addition, elaborate on the rationale in using artificial intelligence in generating the TCM disease-syndrome prediction model
	
	
	
	
	
	
	



	New Item
	Y/N
	Importance score
	Amending Opinions

	
	
	5
	4
	3
	2
	1
	

	Keywords
	Y N
	
	
	
	
	
	

	Select words or phrases that accurately describe the use of artificial intelligence in the creation of Chinese Medicine diagnostic prediction models of disease and syndromes. These words or phrases should encompass Chinese Medicine disease and syndromes, artificial intelligence technology, data types, prediction model etc. Only established abbreviations in these fields can be used
	
	
	
	
	
	
	



	New Item
	Y/N
	Importance score
	Amending Opinions

	
	
	5
	4
	3
	2
	1
	

	Methods—Data Sources
	Y N
	
	
	
	
	
	

	Report on the ethical review status of data sources used 
	
	
	
	
	
	
	

	Methods—Study subjects
	Y N
	
	
	
	
	
	

	Describe in detail the key information of the research institutions housing the study subjects, including the location and number of research institutions
	
	
	
	
	
	
	



	New Item
	Y/N
	Importance score
	Amending Opinions

	
	
	5
	4
	3
	2
	1
	

	Results—Model performance
	Y N
	
	
	
	
	
	

	Elaborate on differences in performances of the model in evaluating datasets with different cluster characteristics (applicable only if the research involves multiple cluster characteristics, e.g. multiple hospital collection site data or data with multiple syndrome classifications) 
	
	
	
	
	
	
	




Part II: Refined TRAPODS-CM reporting checklist
	This section presents the refined TRAPODS-CM reporting checklist based on the amending opinions of all experts in the first round of Delphi expert consultation. Apart from the item additions and deletions stated above, if you would have any additional comments or amending opinions to the current preliminary checklist, please indicate them in the “Amending opinions” box below.
Table 1. TRAPODS-CM specific items reporting checklist
	Catalogue
	Item
	Development/Validation
	Amended details of the checklist

	Title

	Title
	1
	D，V
	Definitive study for machine learning-based development and / or validation of a multivariable TCM disease-syndrome diagnosis or prognosis prediction model.

	Abstract

	Study Objectives
	2a
	D，V
	To clearly state the main objectives of the study, such as developing and validating a machine learning-based TCM disease-syndrome prediction model.

	Research Design and Data Sources
	2b
	D，V
	Briefly describe the type of study design (e.g., randomized controlled trial, prospective cohort study, nested case-control study, or case-control study, etc.) and data source(s).

	Model Development
	2c
	D，V
	Briefly describe the artificial intelligence algorithm used and model development process, as well as statistical analysis software and version.

	Data Description
	2d
	D，V
	Briefly describe the basic characteristics of the dataset and its quality (including completeness, accuracy etc.).

	Model Performance
	2e
	D，V
	Reports the model validation method (e.g. cross validation, external validation etc.) and key performance indicators of the model (e.g. accuracy, sensitivity, AUC value etc.).

	Conclusion
	2f
	D，V
	Summarize the main findings of the study and discuss the practical application value of the research results in clinical prediction of TCM diseases and syndromes.

	Keywords

	Keywords
	3
	D，V
	Select words or phrases that accurately describe the use of artificial intelligence in the creation of Chinese Medicine diagnostic prediction models of disease and syndromes. These words or phrases should encompass Chinese Medicine disease and syndromes, artificial intelligence technology, data types, prediction model etc. Only established abbreviations in these fields can be used

	Introduction

	Background
	4
	D，V
	Introduce the clinical background of the Chinese Medicine disease and syndrome, as well as a review of the current artificial intelligence prediction models in the field

	Theoretical Basis
	5
	D，V
	Introduce, in particular, the Chinese Medicine disease and syndrome as well as the theories behind choosing the relevant artificial intelligence technologies for the study. In addition, elaborate on the rationale in using artificial intelligence in generating the TCM disease-syndrome prediction model

	Purpose
	6
	D，V
	Clarify the specific objectives and expected contributions of the research, especially how to use artificial intelligence technologies to improve the prediction of TCM diseases and syndromes

	Methods

	Data Sources
	7a
	D，V
	State the study design (e.g., randomized controlled trial, cohort study or cross-sectional study), and describe the datasets used to build the model and the datasets used in internal and external validation

	
	7b
	D，V
	Describe key study dates: the start of clinical data collection, end and follow-up, and other key time points.

	
	7c
	D，V
	Report on the ethical review status of data sources used

	Study Subjects
	8a
	D，V
	Describe in detail the key information of the research institutions housing the study subjects, including the location and number of research institutions

	
	8b
	D，V
	Describe in detail the inclusion and exclusion criteria for the research subjects, as well as the Western medicine diagnostic criteria and the TCM disease-syndrome judgment criteria

	
	8c
	D，V
	Detailed the details of TCM and western medicine diagnosis and treatment received by the research subjects and the control group during the trial

	Predictive Factors
	9
	D，V
	Describe or cite all predictor sources (such as academic publications, past models) as well as all predictors (such as consultation information, pulse parameters, tongue parameters, western medicine physical and chemical indicators, etc.) used for the development or validation of multivariable prediction models of TCM disease-syndrome, including measurement tools, methods and time, etc.

	Outcome Indicators
	10
	D，V
	Define the outcome indicators of the prediction model, and the incidence of end-point events and their definition and measurement methods

	Sample Size
	11
	D，V
	Describe how the sample size is calculated based on factors such as model development and validation methods and elaborate on how the used sample size can answer the research question. Sample size calculations should be detailed.

	Missing Data
	12
	D，V
	Details how to deal with missing data (such as manual filling, mean / median filling, multiple imputation method, etc.), especially the special processing method of TCM disease syndrome data, and compare the data differences before and after interpolation

	Data Pre-processing
	13a
	D
	Detail the data pre-processing steps, including data cleaning, standardization, normalization, feature engineering, etc.

	
	13b
	D
	If applicable, describe how blinding is applied during data annotation and segmentation

	Feature Selection
	14a
	D，V
	Explain the methods of feature selection methods, such as statistical methods, machine learning algorithms, and report the utilized software and version

	
	14b
	D，V
	If applicable, describe how artificial bias is reduced during the feature selection process

	Artificial Intelligence Algorithm
	15
	D，V
	Detail the artificial intelligence algorithms used (such as decision tree, random forest, support vector machine, neural network, XGBoost, etc.), including the selection reason, model structure, parameter setting, etc.

	Model Training
	16
	D
	Describe the training process for the model, including the division method of the training and validation sets, cross-validation, hyperparameter tuning, etc.

	Model Evaluation
	17
	V
	Illustrate the methods and indicators of model evaluation and calibration, such as accuracy, sensitivity, specificity, ROC curve, AUC value, F1 score, calibration curve and Brier score etc.

	Risk Stratification
	18
	D，V
	If risk stratification is performed, explain the reasons for stratification and provide the number and risk thresholds of risk stratification, especially the stratification criteria and methods of TCM disease or syndrome

	Model Validation
	19
	V
	Describe the validation method of the model, including the internal validation and the external validation

	Results

	Study Subjects
	20a
	D，V
	Describe the grouping method of study subjects and the process of inclusion in the study, including the number of study subjects with or without outcome, follow-up, the number and reasons, it is recommended to make a flow chart

	
	20b
	D，V
	Characteristics of the study subjects (including demographic data, TCM clinical characteristics and predictors), and the number of study subjects with missing predictors and / or outcome measures (described in the flowchart)

	Model Building
	21
	D
	State the number of subjects and the number of outcome events for each dataset in the study, such as the numbers recorded during model development, hyperparameter tuning and model evaluation.

	Model Structure
	22
	D，V
	Provide complete details of the prediction model (such as number of features, model building parameters, user interface etc.).

	Model Performance
	23a
	D，V
	Report model performance estimates and their confidence intervals, including subgroups. Graph usage is recommended.

	
	23b
	D，V
	Elaborate on differences in performances of the model in evaluating datasets with different cluster characteristics (applicable only if the research involves multiple cluster characteristics, e.g. multiple hospital collection site data or data with multiple syndrome classifications).

	Model Updating
	24
	V
	If applicable, report the updating results of the model (i.e., the model updating parameters and the model prediction effects), and the comparison results of the updated model with the previous model

	Discussion

	Explanation
	25
	D，V
	Explain in detail the main results of the study and discuss its relevance with prior similar studies.

	Limitations
	26
	D，V
	Discuss study limitations (such as non-representative samples, insufficient mean events of predicted outcome indicators, missing data, insufficient extrapolation caused by individualized differences, etc.)

	Significance
	27
	D，V
	Explain the clinical significance of the study and future research directions, especially the improvement direction of the TCM disease-syndrome prediction model.

	Conclusion

	Conclusion
	28
	D，V
	Summarize the main findings and clinical significance of the study, and make suggestions for clinical practice and future studies, especially the application and promotion of TCM disease-syndrome prediction model.

	References

	References
	29
	D，V
	Include authoritative literature references in the relevant locations to ensure research credibility and rationality.

	Other Information

	Funding Support
	30
	D，V
	List the funding projects and institutions that fund this study

	Author Contributions
	31
	D，V
	Explain the specific contributions of each author.

	Conflict of Interest 
	32
	D，V
	Outline disclosures of interests for the relevant contributors and describe how conflicts of interest are managed.

	Data Sharing Statement
	33
	D，V
	State how the data is accessible and its availability.

	Appendix (if applicable)

	Appendix
	34
	D，V
	Provide description of machine learning algorithm, code snippets or “falsified” artificial data, and additional charts, etc.



	Amending opinions：








The questionnaire ends here. Thank you again for your valuable comments.
If you have any questions that need clarification, please feel free to contact us.




Part III: Round 1 Delphi Expert Consultation Feedback Consolidation
	Detailed Expert Feedback for Table 1

	1、Title

	Original item：Identify the study types and objects

	Expert opinions：
1.Expert1：Recommend to add: Identify the types of artificial intelligence model used (development or validation, diagnosis or prognosis) and the TCM disease-syndrome examined.
Reply：Thank you for your suggestions! This has been addressed in the Title section of Table 2. 

	2、Abstract

	Original item：A brief description of the background, purpose, methods, results, and conclusions

	Expert opinions：
1.Expert1：Can do away with background, purpose or objectives can be enough for abstract
Reply：Thanks for your suggestion! The content has been revised according to the journal requirements

	4、Methods

	Original item：Explain the specific steps and the implementation process so that other researchers can repeatedly establish and verify the reliability of the study results

	Expert opinions：
1.Expert1：Add data source and mode of data acquisition
Reply：Thank you for your suggestion! This has been addressed in the Methods section in Table 2.
2.Expert2：Report every step and implementation process;
Reply：Thank you for your suggestion! We have updated the specific items in our methodology. Please check items 7a-19

	6、Discussion

	Original item：To interpret, analyze and evaluate the findings, link the results with existing knowledge and theories, and explore the significance, limitations and future research directions

	Expert opinions：
1.Expert1：Delete “evaluate” more on address implications of findings
Reply：Thanks for your suggestion. The evaluate here is focused on the significance of the research, specifically discussing the applicability and universality of the predictive model developed for Chinese Medicine.

	10、Appendix（if applicable）

	Original item：Provide the algorithm description, code fragments, attached drawings of machine learning

	Expert opinions：
1.Expert1：Provide complete code, and where real data cannot be provided, falsified data that can be run with the code should be provided
Reply：Thank you for your suggestions! We have made the relevant amendments in the Appendix item

	Recommended addition of new dimension in Table 1：Keywords
Reason：Keywords serve as the bridge between content and the target audience, effective use of keywords can significantly improve the efficiency of information dissemination and acquisition
Reply：Thank you for your suggestions! We have added a new dimension “Keywords”.


	Recommended deletion of dimension in Table 1：References
Reason：Personally feel that including this dimension is of low importance. Should “references” be included as a reporting criterion? Other guidelines like PRISMA do not include such a dimension
Reply：Thank you for your suggestions! Given that this checklist serves as the first reporting guideline for reporting of AI-Based Diagnostic Prediction Models of TCM disease-syndromes, including this dimension can further ensure framing of the theoretical basis and evidence provided through references to ensure the scientific basis, validity and credibility of the research study. After detailed discussion by the core working group, we have decided to retain this dimension.


	Other suggestions：
1.Expert1：Compare common model and specification standards. Currently, research in this field is disorganized, hence comparing the pros and cons of current models and standards can help in refining and improving current standards.
Reply：Thank you for your suggestions! As the quality of current relevant publications varies, there is no common model and specification standards. However, we have already added a new item in Table 2 (Item 4 in revised Table 2: Introduction – Background) to include “a review of the current artificial intelligence prediction models in the field” in the research study. We hope this approach can play a part in gathering currently disorganized research to cater for better clinical applications in the future.
2.Expert2：Add study registration information, author contributions, and infographic/visual abstract. Increase transparency and reduce duplication of work and waste of research resources. Reduce academic misconduct and increase research dissemination.
Reply：Thank you for your suggestions! We have included the relevant details in the relevant items in revised Table 2 under item 7c (Methods – Data Sources), item 31 (Others – Author contributions) and the Appendix item.



	Detailed Expert Feedback for Table 2

	1、Title

	Original item：Definitive study for machine learning-based development and / or validation of a multivariable TCM disease-syndrome diagnosis or prognosis prediction model

	Expert opinions：
1.Expert1：Recommend to add: Identify the types of artificial intelligence model used (development or validation, diagnosis or prognosis) and the TCM disease-syndrome examined.
Reply：Thank you for your suggestions! This has been addressed in the Title section of Table 2.
2.Expert2：Define the type of models used for TCM disease-syndrome AI development or validation (e.g. diagnostic or prognostic prediction model). In assessing TCM disease-syndromes, disease progression and treatment should also be considered on top of diagnosis and prognosis.
Reply：Thank you for your suggestions! In the TCM syndrome-based treatment framework, disease-syndrome diagnosis is the crucial factor in formulating the treatment plan. Hence, accurate disease-syndrome diagnosis is prerequisite for effective treatment. This research study focuses on constructing a reporting framework for TCM disease-syndrome prediction models. With reference to your suggestion, we have edited the relevant content in this item.

	Abstract-Brief Background

	Original item：Briefly introduce the importance and current situation of TCM disease-syndrome prediction, and explains the reasons and necessity of conducting this study

	Expert opinions：
1.Expert1：Can do away with background, purpose or objectives can be enough for abstract；
Reply：Thanks for your suggestion, the content has been revised according to the journal requirements.
2.Expert2：This item is not necessary as it is often based on the requirements of academic journals.
Reply：Thank you for your suggestions! We have removed this item based on your suggestions.

	Abstract-Methods (Research design)

	Original item：Briefly describe the type of study design (e.g., randomized controlled trial, registry data study, prospective cohort study, nested case - control study, or case-control study, etc.)

	Expert opinions：
1.Expert1：Registry data study is not a type of research design
Reply：Thank you for your suggestions! We have removed “registry data study” from this item.

	Abstract-Methods (Data sources)

	Original item：Briefly describe the source of the data and the sample size

	Expert opinions：
1.Expert1：Sample size should be reported in the Results section instead. The items “Research design” and “Data sources” should be merged as there are possibilities for content overlapping. Furthermore, the “Abstract” section feels over segmented into many items and the content would overlap with the “Methods” and “Results” sections. Hence, I suggest that the abstract section items should be more concise and some items can be merged accordingly. For example, in the “Methods” subsection of the “Abstract” section includes a “Data sources” item while the “Results” subsection has a “Data description” item. Would the items “Data sources” and “Model development” be put into one item together?
Reply：Thank you for your suggestions! We have amended the content of the respective items based on your suggestions.

	Abstract-Methods (Model development)

	Original item：Briefly describe the machine learning algorithm used and model development process

	Expert opinions：
1.Expert1：Descriptions of methods can be excluded from the Abstract section
Reply：Thank you for your suggestions! After thorough discussion, we have decided to retain this item and amend it accordingly.

	Abstract-Methods (Model validation)

	Original item：Briefly describe the model validation method (e.g. cross-validation, external validation, etc.)

	Expert opinions：
1.Expert1：Descriptions of methods can be excluded from the Abstract section
Reply：Thank you for your suggestions! We have removed this item based on your suggestions.
2.Expert2：Can merge model performance, model evaluation and model validation sections
Reply：Thank you for your suggestions! We have merged this item accordingly based on your suggestions.

	Abstract-Methods (Model evaluation)

	Original item：Briefly describe the main statistical indicators used to evaluate model performance (such as accuracy, sensitivity, AUC value, etc.)

	Expert opinions：
1.Expert1：Descriptions of methods can be excluded from the Abstract section
Reply：Thank you for your suggestions! We have removed this item based on your suggestions.
2.Expert2：Can merge model performance, model evaluation and model validation sections
Reply：Thank you for your suggestions! We have merged this item accordingly based on your suggestions.
3.Expert3：Model validation and model evaluation sections can be merged.
Reply：Thank you for your suggestions! We have merged this item accordingly based on your suggestions.

	Abstract-Results (Data description)

	Original item：Briefly describe the basic characteristics of the dataset

	Expert opinions：
1.Expert1：Add in data quality such as data completeness and accuracy.
Reply：Thank you for your suggestions! We have made the corresponding additions based on your suggestions.

	Introduction-Basic principles

	Original item：Introduce the theoretical basis for the research, and background of the disease, and explain the rationale of TCM disease-syndrome prediction model

	Expert opinions：
1.Expert1：Recommend to separate background and theoretical basis
Reply：Thank you for your suggestions! We have made the respective amendments in the “Introduction” section based on your suggestions.
2.Expert2：Lacking emphasis to include a review of the current artificial intelligence prediction models in the field
Reply：Thank you for your suggestions! We have made the necessary amendments based on your suggestions and included “a review of the current artificial intelligence prediction models in the field” in item 4 of the Revised Table 2.

	Methods-Data sources

	Original item：State the study design (e.g., randomized controlled trial, registered clinical trial data, prospective cohort study, nested case-control study or case cohort study); the key information of the relevant hospital or agencies (including the number and location of study sites); the data sources (including clinical data of TCM syndrome, electronic medical records, literature data, etc.)

	Expert opinions：
1.Expert1：Registered clinical trial data does not count as a type of study design. For prediction models where development and validation were carried out, especially for external validation, elaboration of the research data source and sample size separately, in particular the number of events that reflects the effective sample size.
Reply：Thank you for your suggestions! We have removed the corresponding content and amended the item accordingly (item 7a in Revised Table 2) based on your suggestions.

	Methods-Study subjects

	Original item：Describe in detail the TCM and western medicine diagnosis and treatment received by the research subjects and the control group during the trial

	Expert opinions：
1.Expert1：The methods section would already include diagnostic criteria, so I suggest that there is no need to write the diagnosis in detail. However, the treatment provided should be described in detail.
Reply：Thank you for your suggestions! We have discussed and amended the items for Study Subjects as a whole.

	Methods-Predictive factors

	Original item：All predictors (such as consultation information, pulse parameters, tongue parameters, western medicine physical and chemical indicators, etc.) used for the development or validation of multivariable prediction models of TCM disease-syndrome, including measurement tools, methods and time, etc.

	Expert opinions：
1.Expert1：Add in “Describe or cite predictor sources” and “definition of predictors”.
Reply：Thank you for your suggestions! We have made the corresponding amendments (see item 9 in Revised Table 2)
2.Expert2：Should add in other inspection parameters on top of tongue parameters. Some facial coloration and skin change parameters can be important.
Reply：Thank you for your suggestions! We have made the corresponding amendments (see item 9 in Revised Table 2).

	Methods-Outcome indicators

	Original item：Define the outcome indicators of the prediction model, such as disease category, TCM syndrome type diagnosis, efficacy evaluation, prognosis, etc.

	Expert opinions：
1.Expert1：Should provide the definition of end-point events and their measurement methods.
Reply：Thank you for your suggestions! We have made the corresponding amendments (see item 10 in Revised Table 2).
2.Expert1：I’m unsure if one predictive model can have multiple end-point events. Shouldn’t it be one end-point event to one model?
Reply：That’s right! One predictive model usually addresses one end-point event. Multiple end-point events often require the development of multiple models. While one model can utilize multiple features or predictors to predict an end-point event, simultaneous predictions to generate multiple end-point events would require a very complex model building structure such as multi-task learning which is uncommon.
3.Expert2：The aim of predictive models is to evaluate the probability of a single and particular event in the future (end-point event). The incidence of end-point events will directly affect the prediction performance and clinical applicability of the model. Hence, the incidence of end-point events should be considered too given its importance.
Reply：Thank you for your suggestions! We have made the corresponding amendments (see item 10 in Revised Table 2).

	Methods-Sample size

	Original item：Describe the method and basis for determining sample size, especially the representativeness and diversity of TCM disease and syndrome samples

	Expert opinions：
1.Expert1：I recommend to emphasize that the formulation of sample size should include considerations based on model development and model validation.
Reply：Thank you for your suggestions! We have made the corresponding amendments (see item 11 in Revised Table 2).
2.Expert2：Heterogeneity due to representation and diversity may conflict with homogeneity.
Reply：Thank you for professional advice! The representation and diversity of sample size may seem conflicting with homogeneity. However, we feel this involves the different aspects and objectives of research. Diversity is an aspect of representation. It emphasizes that the sample contains different features from different groups or subgroups which reflect the overall complexity. For example, when researching on a particular disease-syndrome, the sample should contain data from patients of different age, gender, and disease severity. Homogeneity refers to the similarity of characteristics between individuals at the subpopulation level of a sample. For example, a particular research can choose to only look into a specific age group of female patients to remove the effects of age and gender. Overall, we aim to achieve representation and diversity in the sample for the context of this study to ensure the applicability of results from the TCM disease-syndrome predictive models. On the subpopulation level, we aim to achieve homogeneity for a specific subpopulation to better examine the specific influencing factors. Therefore, to better address these two aims, we have made necessary amendments based on your suggestions (see item 11 in Revised Table 2).

	Methods-Data pre-processing

	Original item：If applicable, describe how blinding is applied during data annotation and segmentation

	Expert opinions：
1.Expert1：In fields involving subjective decision making, the application of blinding in the data pre-processing phase is crucial as it can minimize the impact of human bias on model training and evaluation
Reply：Thank you for your comment. Indeed, data annotation plays an important role in predictive model training and evaluation.
2.Expert2：Application of blinding at the phase of data analysis? I do not understand “segmentation”.
Reply：Yes, when evaluating the performance of a disease diagnostic model, the evaluator should not know the true labels of the test data to prevent subjective bias. For example, in an image annotation task for disease diagnosis, the annotator should not know the clinical diagnosis of the patient. Segmentation means to split the data into training set, validation set and test set in the data pre-processing stage. This process ensures that data segmentation is random and is recommended to be done before data annotation is completed. This prevents annotators from intentionally or unintentionally affecting data segmentation based on the label or grouping information of the data.

	Methods-Feature selection

	Original item：Explain the feature selection methods, such as feature selection based on statistical methods, machine learning algorithms (such as LASSO, random forest, etc.), especially the selection criteria of TCM disease syndrome features

	Expert opinions：
1.Expert1：Are features and predictors the same? If they are the same, then I recommend retaining as such.
Reply：Thank you for your question! In a predictive model, “features” and “predictors” are often used interchangeably. However, we feel that “features” focus more on describing data attributes, while "predictors" focus more on their role in predicting results.

	Methods-Model training

	Original item：Where applicable, describe and elaborate blinding methods used in parameter tuning

	Expert opinions：
1.Expert1：I don’t quite understand the meaning of “blinding”. If the data analyst does not understand the meaning of the variables and the data features, there would be data-oriented analysis which may result in unrealistic results. If there are other supplementary analyses, then blinding would not be meaningful.
Reply：Thank you for your question. We have removed this item based on your suggestions.

	Methods-Model evaluation

	Original item：To illustrate the methods and indicators of model evaluation, such as accuracy, sensitivity, specificity, ROC curve, AUC value, F1 score, especially how to evaluate the performance of the model in TCM disease-syndrome prediction.

	Expert opinions：
1.Expert1：Should calibration also be considered as a relevant indicator for evaluation of model performance?
Reply：Thank you for your question! We have made the corresponding amendments (see item 17 in Revised Table 2).

	Results-Model building

	Original item：State the number of subjects and the number of outcome events for each dataset in the study

	Expert opinions：
1.Expert1：The description of this item does not seem to fit “Model building”. This item description seems to be explaining the reasonability of sample size.
Reply：Thank you for your comment! We have made the corresponding amendments (see item 21 in Revised Table 2).

	Discussion-Explanation

	Original item：Explain the study results and discuss the clinical application value and potential impact of the model, especially the application prospect of TCM disease-syndrome prediction model in clinical practice.

	Expert opinions：
1.Expert1：This item can just include explanations to study results. As for the discussion (discussion of clinical application value and potential impact, especially the application prospect of TCM disease-syndrome prediction model in clinical practice), it has been written in the following two items, hence there is no need to reiterate.
Reply：Thank you for your suggestions! We have made the corresponding amendments (see item 25-27 in Revised Table 2).

	Others-Acknowledgements

	Original item：Thanks to people and institutions who contributed to the research but are not listed as authors

	Expert opinions：
1.Expert1：Should not limit to people and institutions.
Reply：Thank you for your suggestions! We have deleted this item based on your suggestions.
2.Expert2：This is a requirement of academic journals. Hence, I personally feel that the significance of including this item is low.
Reply：Thank you for your suggestions! We have deleted this item based on your suggestions.
3.Expert3：While acknowledgements are important, there is no necessity to be listed as a reporting criterion.
Reply：Thank you for your suggestions! We have deleted this item based on your suggestions.

	Others-Conflict of interest

	Original item：State all potential conflicts of interest

	Expert opinions：
1.Expert1：International organizations often use “Conflict of Interest Disclosure and Management”. This item should be amended as: Outline disclosures of interests for the relevant contributors and describe how conflicts of interest are managed. (Conflict of interest usually stems from individual contributors or project funding. As funding support has been included as an item above, this item should focus mainly on the individual contributors. While we often declare potential conflicts of interest, readers are usually keener to know if these materialize as conflicts and how these conflicts are managed. As the conflict of interest outlines a risk, the use of the word “potential” is redundant.
Reply：Thank you for your suggestions! We have made amendments to this item based on your suggestions (see item 32 in Revised Table 2).
2.Expert2：Merge with the “Funding support” item?
Reply：Thank you for suggestion! Although conflict of interest and funding support are both relevant to the transparency and credibility of research, they encompass different information and serve different purposes. Conflict of interest mainly focuses on the potential factors that may influence the objectivity of the study results, for example when there is financial transactions or personal relationship connections between study contributors and the organizations involved. It serves to reveal underlying biases to allow readers to have a more holistic view to evaluate on the credibility of the study. Funding support, on the other hand, reports the source of funding for the study, for example the government organizations, foundations, corporations etc. It serves to promote research transparency and allow readers to understand the possible implications of the study based on the funding setting. Hence, separating these two into individual items allows for clearer presentation of these information.

	Others-Data availability statement

	Original item：State how the data is accessible and its availability

	Expert opinions：
1.Expert1：Data sharing statement.
Reply：Thank you for your suggestion! We have renamed this item accordingly (see item 33 in Revised Table 2).

	Appendix (if applicable)

	Original item：Provide machine learning algorithm descriptions, code snippets, additional charts, etc.

	Expert opinions：
1.Expert1：Should provide complete code and the relevant “falsified” data if any.
Reply：Thank you for your suggestion! We have amended the item accordingly (see item 34 in Revised Table 2).

Other suggestions:
Expert1：Treatment plan: As the predictive models only involve prediction of TCM disease-syndrome, disease prognosis and development, could the usage of TCM decoctions and herbal medicine modifications be included too to form a syndrome-based treatment framework?
Reply：Thank you for your suggestion! In the TCM syndrome-based treatment framework, disease-syndrome diagnosis is necessary for the formulation of the treatment plan, or more accurately, disease-syndrome diagnosis is the prerequisite for effective treatment. This study focuses on the formulation of reporting standards for TCM disease-syndrome prediction models. However, based on your suggestions, we have amended item 1 (see Revised Table 2) to include “prognosis”.
Expert2：Add the basis of model selection and machine learning, as well as the software used to run the algorithms and its version.
Reply：Thank you for your suggestion! We have added this information to item 2c (see Revised Table 2).
Expert3：
Method:
1.Inclusion and Exclusion Criteria: Clearly outline the specific details of the inclusion and exclusion criteria to ensure readers understand the selection process for study subjects.
2.Data Extraction and Quality Assessment: Describe the data extraction process, including whether standardized data extraction forms were used and how disagreements between researchers were resolved.
3.Statistical Analysis: Specify the software and version used for analysis, detailing statistical methods, including how missing data and heterogeneity were handled.
4.Technical Flowchart: Provide a clear, detailed technical flowchart, with brief explanations for each step to enhance the comprehensibility of the research process.
Results:
1.Quality Assessment Findings: Report specific findings from the quality assessment, highlighting common issues and deficiencies to support subsequent analysis and recommendations.
Response：Thanks for your suggestions. We have added relevant information in relevant Items.
Expert4：Recommend to include in the “Discussion” section to have a review of the current artificial intelligence prediction models in the field (if applicable).
Reply：Thank you for your suggestion! We have added this information to item 4 (see Revised Table 2).
Expert5：Recommend to add the ethical review statement of data sources used.
Reply：Thank you for your suggestion! We have added this information to item 7c (see Revised Table 2).
Expert6：Recommend reporting the statistical software used for machine learning and its version.
Reply：Thank you for your suggestion! We have added this information to item 2c (see Revised Table 2).
Expert7：A good TCM disease-syndrome prediction model should not be influenced greatly by the specific features of the study subject data. Hence, items 18b and 18c can be merged into 18a.
Reply：Thank you! Based on your suggestion and suggestions from other experts, the core working group underwent discussion and have made the relevant amendments (see items 20a and 20b in Revised Table 2).



Chinese Version

基于人工智能的中医病证诊断预测模型研究报告规范清单研制
专家咨询表（第二轮）

尊敬的专家/教授：
您好！
非常感谢您在百忙之中参与本研究的第二轮专家咨询。
首先，衷心感谢您在第一轮专家咨询中的悉心指导和帮助，您的意见和建议将会提升我们研究的质量和成果。第一轮中，我们邀请了31名国、内外专家进行意见咨询，实际参与数31名，参与率100%；条目重要性得分均值为4.22~4.96，满分比为 20%～96.7%，专家重要性评分一致性较好。综合各位专家在咨询过程中提出的宝贵意见，经课题组充分讨论后，对条目进行相应的调整、删除和增加，形成第二轮专家咨询问卷。现将《基于人工智能的中医病证诊断预测模型透明报告工具报告条目（Transparent Reporting Tool for AI-Based Diagnostic Prediction Model of Disease and Syndrome in Chinese Medicine，TRAPODS-CM）》第二轮专家咨询问卷呈于您审阅。
请您在填写问卷前仔细阅读填表说明，对于您的支持，我们将不胜感激。在这一轮咨询中，我们再次向您们请教，希望能够进一步完善我们的研究设计和方法，以及解决可能存在的问题和挑战。
再次感谢您对本研究的大力支持！由于课题进展需要，若您能在4月20日之前回复至邮箱，我们将不胜感激。如果您对调查问卷中所涉及的问题存在疑问，请及时联系我们。

TRAPODS-CM报告规范研究课题组
2025年4月10日
第1部分 专家修改意见汇总
综合各位专家在第一轮咨询过程中提出的宝贵意见，经课题组充分讨论后，对条目进行相应的调整、删除和增加，形成第二轮专家咨询问卷。请您填在合适的选项中直接点击，完成勾选“  ”，如需说明，请在相应“修改建议”栏中标注说明，谢谢！（第一轮专家意见、解决方案及最终结论的详细内容见 文末附件。）

您的姓名：              

· 一级条目层（维度）新增情况 
	维度
	是否同意
	重要性评分
	修改建议

	
	
	5分
	4分
	3分
	2分
	1分
	

	关键词
	是

否
	
	
	
	
	
	

	按期刊需求，提供3-6个可准确描述研究核心内容的词语或短语，用于方便检索和分类
	
	
	
	
	
	
	



· 一级条目层（维度）修改情况 
	维度（更新后）
	修改情况
	是否同意

	摘要
	补充“根据期刊要求”
	是 否

	根据期刊要求，对研究背景、目的、方法、结果和结论的简要描述
	
	

	补充修改建议：



· 二级条目层（具体条目）修改情况
	原条目
	内容（更新后）
	修改情况
	是否同意

	1
	标题
	补充“疾病进展”的预测模型
	是 否

	
	明确说明研究为基于AI开发和/或验证具体中医病证的诊断/预后/进展预测模型
	
	

	补充修改建议：



	原条目
	内容（更新后）
	修改情况
	是否同意

	2a
	摘要—简要背景
	条目删除。此为期刊需求，非必要
	¨是 ¨否

	
	简要介绍中医病证预测的重要性和现状，说明进行这项研究的原因和必要性
	
	

	补充修改建议：

	2c
	摘要—研究设计与数据来源
	删除研究设计类型中“注册数据”，并增加数据来源
	¨是 ¨否

	
	简要描述研究设计类型（如随机对照试验、队列研究、或病例对照研究等）、研究对象（纳入和排除标准）、研究终点（主要终点和次要终点），并对数据的获取进行说明
	
	

	补充修改建议：

	2d
	摘要—数据来源
	条目删除。与2c进行合并
	¨是 ¨否

	
	简要说明数据的来源和样本量
	
	

	补充修改建议：

	2e
	摘要—模型开发
	补充“报告统计软件和版本”
	¨是 ¨否

	
	简要描述所使用的AI算法和模型开发过程，报告统计软件和版本
	
	

	补充修改建议：

	2f
	摘要—模型验证
	条目删除。与2i合并为一条
	¨是 ¨否

	
	简要说明模型验证的方法（如交叉验证、外部验证等）
	
	

	补充修改建议：

	2g
	摘要—模型评估
	条目删除。与2i合并为一条
	¨是 ¨否

	
	简要描述用于评估模型性能的主要统计指标（如准确率、灵敏度、AUC值等）
	
	

	补充修改建议：

	2g
	摘要—数据结果描述
	补充数据集“质量（包括完整度、准确度等）”
	¨是 ¨否

	
	简要描述数据集的基本特征与质量（包括完整度、准确度等）
	
	

	补充修改建议：

	2i
	摘要—模型性能与评估
	合并模型性能、评估和验证结果
	¨是 ¨否

	
	简要描述用于评估内、外部验证结果的主要性能指标（如准确率、灵敏度、AUC值等）。
	
	

	补充修改建议：

	2k
	摘要—结论
	合并条目2k与2l。
	¨是 ¨否

	
	总结研究的主要发现和研究结果在中医病证预测诊断中的实际应用价值
	
	

	补充修改建议：

	2m
	摘要—局限性
	条目删除。
	¨是 ¨否

	
	简要指出研究的局限性
	
	

	补充修改建议：



	3
	引言—基本原理
	将“基本原理”条目删除，并拆分和拓展为新增的两个条目——“背景”和“理论基础”（见“二级条目层新增内容”）
	¨是 ¨否

	
	介绍中医病证的理论基础和研究背景，说明中医病证预测模型的必要性。
	
	

	补充修改建议：



	原条目
	内容（更新后）
	修改情况
	是否同意

	5a
	方法—数据来源
	删除“注册数据”，并将“注册数据、前瞻性队列研究、巢式病例-对照研究或病例队列研究”改为“队列研究、横断面研究”。同时将具体数据来源举例改为需描述模型建立以及内外部验证的数据集来源
	是 否

	
	描述研究设计（如随机对照试验、队列研究、横断面研究等），并描述建立模型的数据集、内部验证的数据集分配或外部验证的数据集人群来源
	
	

	补充修改建议：

	7
	方法—预测因素
	补充“预测因子确定来源”
	是 否

	
	描述或引用预测因子确定的来源（文献、先前模型等），预测因子（如传统四诊信息、现代舌脉诊参数等）的定义和方法，包括测量的工具、方法及时间等。
	
	

	补充修改建议：

	8a
	方法—结局指标
	补充“终点事件的发生率，提供其定义和测量方法”，删除指标举例
	是 否

	
	明确预测模型的结局指标和终点事件的发生率，提供其定义和测量方法
	
	

	补充修改建议：

	8b
	方法—结局指标
	删除此条目
	是 否

	
	详述结果的分类方法和定义，并指出这种选择的偏倚性
	
	

	补充修改建议：

	9
	方法—样本量
	补充强调“样本量应包括模型构建和验证两方面”
	是 否

	
	描述模型构建及模型内、外部验证中涉及不同病证组样本量的确定方法和依据，并说明研究样本量足以回答研究问题。建议提供任何样本量计算的细节
	
	

	补充修改建议：

	11a
	方法—数据预处理
	删除“特别是中医病证数据的处理方法”
	是 否

	
	详细描述数据预处理步骤，包括数据清洗、标准化、归一化、特征工程等
	
	

	补充修改建议：

	12a
	方法—特征选择
	补充“报告相应算法运营软件和版本”
	是 否

	
	说明特征选择的方法，如基于统计方法、AI机器学习算法，并报告相应算法运营软件和版本
	
	

	补充修改建议：

	14b
	方法—模型训练
	删除此条目
	是 否

	
	如适用，描述说明参数调优盲法
	
	

	补充修改建议：

	15
	方法—模型评估
	补充“与校准度”与“校准曲线、Brier Score”，删“特别是如何评估模型在中医病症预测中的性能”
	是 否

	
	说明模型评估区分度与校准度的方法和指标，如准确率、灵敏度、ROC曲线、AUC值、F1分数、校准曲线、Brier Score等
	
	

	补充修改建议：




	原条目
	内容（更新后）
	修改情况
	是否同意

	18c
	结果—研究对象
	经核心工作组讨论后删除此条目
	是 否

	
	比较模型验证数据集与开发数据集在重要变量上的分布差异，如人口学资料、中医和西医临床特征、预测因素等
	
	

	补充修改建议：

	19
	结果—模型建立
	补充举例
	是 否

	
	明确研究中特定数据集的研究对象数量和结局事件发生数量，例如在模型开发、超参数调优和模型评估中的数量。
	
	

	补充修改建议：

	20
	结果—模型结构
	经核心工作组讨论后重新撰写释义
	是 否

	
	提供完整的预测模型的详细信息（例如特征数量、模型构建参数、应用程序接口等），以确保预测模型的可重复性
	
	

	补充修改建议：

	21
	结果—模型效能
	经核心工作组讨论后重新撰写释义
	是 否

	
	报告模型性能估计值及其置信区间，包括亚组情况，建议使用图表
	
	

	补充修改建议：

	22
	结果—模型更新
	将条目标题和内容中的“优化”改为“更新”
	是 否

	
	如适用，报告模型的更新结果（即更新后的模型参数和模型预测效果），以及更新后的模型与既往模型的比较结果
	
	

	补充修改建议：



	23
	讨论—解释
	根据专家建议重新撰写释义
	是 否

	
	需要对主要结果进行整体解读，并将其与之前的相关研究进行关联比较。
	
	

	补充修改建议：



	27
	参考文献——参考文献
	根据核心工作组讨论后重新撰写释义
	是 否

	
	需涵盖与指定内容相关的权威性文献，确保研究的可靠性和合理性
	
	

	补充修改建议：



	29
	其他信息—致谢
	条目删除
	是 否

	
	感谢对研究有贡献但未列为作者的人士和机构
	
	

	补充修改建议：

	31
	其他信息—利益声明
	根据专家建议重新撰写释义
	是 否

	
	概括贡献者的利益披露并陈述利益冲突管理情况
	
	

	补充修改建议：

	32
	其他信息—数据共享声明
	修改“数据可用性声明”为“数据共享声明”
	是 否

	
	说明数据的可获取方式和可用性
	
	

	补充修改建议：



	33
	附录
	补充“代码或相匹配的人造数据”
	是 否

	
	提供机器学习的算法描述、代码片段或相匹配的“falsified”人造数据、附加图表等
	
	

	补充修改建议：



· 二级条目层新增内容
	新增条目
	是否同意
	重要性评分
	修改建议

	
	
	5分
	4分
	3分
	2分
	1分
	

	引言—背景
	是 否
	
	
	
	
	
	

	介绍中医病证的临床背景和对既有模型的回顾
	
	
	
	
	
	
	

	引言—理论基础
	是 否
	
	
	
	
	
	

	有针对性的介绍中医病证和AI选择应用的相应理论基础，并说明中医病证AI预测模型的必要性
	
	
	
	
	
	
	



	新增条目
	是否同意
	重要性评分
	修改建议

	
	
	5分
	4分
	3分
	2分
	1分
	

	关键词
	是 否
	
	
	
	
	
	

	准确描述基于人工智能的中医病证诊断预测模型研究核心内容的词语或短语，涵盖中医病证、人工智能技术、数据类型、预测模型等方面。仅使用该领域中已确立的缩写。
	
	
	
	
	
	
	



	新增条目
	是否同意
	重要性评分
	修改建议

	
	
	5分
	4分
	3分
	2分
	1分
	

	方法—数据来源
	是 否
	
	
	
	
	
	

	报告所使用数据集的伦理审查情况
	
	
	
	
	
	
	

	方法—研究对象
	是 否
	
	
	
	
	
	

	详述研究对象所处研究机构的关键信息，包括研究中心的地点及数量
	
	
	
	
	
	
	



	新增条目
	是否同意
	重要性评分
	修改建议

	
	
	5分
	4分
	3分
	2分
	1分
	

	结果—模型效能
	是 否
	
	
	
	
	
	

	如果研究中涉及多个集群（如多个医院或多个证型的数据集），需要说明模型在不同集群之间的表现是否存在异质性
	
	
	
	
	
	
	





第2部分 TRAPODS-CM初步报告规范条目清单呈现
此部分完整呈现基于第一轮德尔菲专家咨询修改后，TRAPODS-CM报告规范的初始条目清单，除了针对第一部分的增修删内容之外，若您对此报告清单条目有进一步补充或修改意见时，请您在条目清单下的“修改意见”栏内填写。
表1 TRAPODS-CM报告规范清单具体条目
	内容
	条目
	建立/验证
	新增检查清单

	标题

	标题
	1
	D，V
	明确说明研究为基于AI开发和/或验证具体中医病证诊断、预后、疾病进展的预测模型

	摘要

	研究目标
	2a
	D，V
	明确陈述研究的主要目标。

	研究设计与数据来源
	2b
	D，V
	简要描述研究设计类型（如随机对照试验、队列研究、或病例对照研究等）、研究对象（纳入和排除标准）、研究终点（主要终点和次要终点），并对数据的获取进行说明

	模型开发
	2c
	D，V
	简要描述所使用的AI算法和模型开发过程，报告统计软件和版本

	数据结果描述
	2d
	D，V
	简要描述数据集的基本特征（包括样本量、数据完整度、准确度等）

	模型性能与评估
	2e
	D，V
	简要描述用于评估内、外部验证结果的主要性能指标（如准确率、灵敏度、AUC值等）

	结论
	2f
	D，V
	总结研究的主要发现和研究结果在临床中医病证预测诊断中的实际应用价值

	关键词

	关键词
	3
	D，V
	准确描述基于人工智能的中医病证诊断预测模型研究核心内容的词语或短语，涵盖中医病证、人工智能技术、数据类型、预测模型等方面。仅使用该领域中已确立的缩写。

	前言

	背景
	4
	D，V
	介绍中医病证的临床背景和对既有模型的回顾

	理论基础
	5
	D，V
	介绍中医病证的理论基础，说明中医病证预测模型的必要性。

	目的
	6
	D，V
	明确研究的具体目标和预期贡献，特别是如何利用AI改进中医病证的预测。

	方法

	数据来源
	7a
	D，V
	描述研究设计或数据来源 （如随机对照试验、队列研究、横断面研究等），并描述建立模型的数据集、内部验证的数据集分配或外部验证的数据集人群来源

	
	7b
	D，V
	描述关键研究日期，包括临床数据收集的开始时间、结束时间和随访时间，及其他关键时间点。

	
	7c
	D，V
	报告所使用数据来源的伦理审查情况

	研究对象
	8a
	D，V
	详述研究对象所处研究机构的关键信息，包括研究中心的地点及数量

	
	8b
	D，V
	详述研究对象的纳入标准和排除标准，并详述西医诊断标准和中医证型判断标准

	
	8c
	D，V
	详述研究对象在研究过程中所接受的全部干预措施的具体细节

	预测因素
	9
	D，V
	描述或引用预测因子确定的来源（文献、先前模型等），预测因子（如传统四诊信息、现代舌脉诊参数等）的定义和方法，包括测量的工具、方法及时间等。

	结局指标
	10
	D，V
	明确预测模型的结局指标和终点事件的发生率，提供其定义和测量

	样本量
	11
	D，V
	描述模型构建及模型内、外部验证中涉及不同病证组样本量的确定方法和依据，并说明研究样本量足以回答研究问题。建议提供任何样本量计算的细节。

	缺失数据
	12
	D，V
	详述如何处理缺失数据（如人工填充、均值/中位数填充、多重插补法等），并比较插补前后的数据差异

	数据预处理
	13a
	D
	详细描述数据预处理步骤，包括数据清洗、标准化、归一化等

	
	13b
	D
	如适用，描述数据分割和标注过程中如何应用盲法

	特征选择
	14a
	D，V
	说明特征选择的方法，如基于何种统计方法、AI机器学习算法，并报告相应算法运营软件和版本

	
	14b
	D，V
	如适用，描述说明特征选择过程中如何减少人为偏倚

	AI算法
	15
	D，V
	详细描述所用的AI算法（如决策树、随机森林、神经网络等），包括算法的选择理由、模型结构、参数设置等。

	模型训练
	16
	D
	描述模型的训练过程，包括训练集和验证集的划分方法、交叉验证、超参数调优等

	模型评估
	17
	V
	说明模型评估区分度与校准度的方法和指标，如准确率、灵敏度、ROC曲线、AUC值、F1分数、校准曲线、Brier Score等

	风险分层
	18
	D，V
	如适用，描述分层的原因并提供风险分层的数量和风险阈值，特别是疾病或证型的分层标准和方法

	模型验证
	19
	V
	描述模型的验证方法，包括内部验证和外部验证

	结果

	研究对象
	20a
	D，V
	描述研究对象的分组和纳入过程，包括有结局或无结局的研究对象数量、随访情况、研究对象失访或退出的数量和原因，建议制作流程图

	
	20b
	D，V
	描述研究对象的特征 （包括人口学资料、中西医临床指标等），建议制作表格

	模型建立
	21
	D
	明确研究中特定数据集的研究对象数量和结局事件发生数量，例如在模型开发、超参数调优和模型评估中的数量

	模型结构
	22
	D，V
	提供完整的预测模型的详细信息（例如特征数量、模型构建参数、AI代码、应用程序接口等），以确保预测模型的可重复性

	模型效能
	23a
	D，V
	报告模型性能估计值及其置信区间，包括亚组情况，建议使用图表

	
	23b
	D，V
	如果研究涉及多个集群（如多个医院或多个证型的数据集），需要说明模型在不同集群之间的表现是否存在异质性

	模型更新
	24
	V
	如适用，报告模型的更新结果（即更新后的模型参数和模型预测效果），以及更新后的模型与既往模型的比较结果

	讨论

	解释
	25
	D，V
	对主要结果进行整体解读，并将其与之前的相关研究进行关联比较。

	局限性
	26
	D，V
	讨论研究的局限性 （如非代表性样本、预测结局指标平均事件不足、缺失数据、个体化差异所导致的外推性不足等），建议提供针对性的处理方法以帮助使用者明确该预测模型的临床可适用性

	意义
	27
	D，V
	说明当前研究的临床意义和未来研究的后续步骤，并对模型的适用性和通用性进行具体讨论

	结论

	结论
	28
	D，V
	总结研究的主要发现和临床意义，提出未来研究的建议，特别是中医病证预测模型的应用和推广

	参考文献

	参考文献
	29
	D，V
	需涵盖与指定内容相关的权威性文献，确保研究的可靠性和合理性

	补充信息

	基金支持
	30
	D，V
	列出资助本研究的基金项目和机构

	作者贡献声明
	31
	D，V
	说明每位作者的具体贡献

	利益声明
	32
	D，V
	概括贡献者的利益披露并陈述利益冲突管理情况

	数据共享声明
	33
	D，V
	说明数据的可获取方式和可用性

	附录

	附录
	34
	D，V
	提供机器学习的算法描述、代码或相匹配的“falsified”人造数据、附加图表等



	修改建议：










第3部分 第一轮德尔菲问卷专家回复表
	专家针对一级条目层（维度）的详细建议回复

	1、标题

	原条目：明确研究类型和对象

	专家意见：
1.Expert1：建议补充：明确模型类型(开发或验证，诊断或预后)、具体的中医病证。
回复：谢谢您的建议，已经在标题的二级条目层的相应条目释义进行补充。

	2、摘要

	原条目：对背景、目的、方法、结果和结论的简要描述

	专家意见：
1.Expert1：Can do away with background, purpose or objectives can be enough for abstract
回复：Thanks for your suggestion, the content has been revised according to the journal requirements

	4、方法

	原条目：说明研究的具体步骤和实施过程，以便其他研究人员能够重复建立并验证研究结果的可靠性

	专家意见：
1.Expert1：补充数据来源及获取途径;
回复：谢谢您的建议，已经在摘要的二级条目层的相应条目释义进行补充。
2.Expert2：Report every step and implementation process;
回复：Thank you for your suggestion, we have updated the specific items in our methodology. Please check items 7a-19

	6、讨论

	原条目：对研究结果进行解释、分析和评价，将研究结果与已有的知识和理论联系起来，探讨研究的意义、局限性和未来的研究方向

	专家意见：
1.Expert1：Delete “evaluate” more on address implications of findings
回复：Thanks for your suggestion. The evaluate here is focused on the significance of the research, specifically discussing the applicability and universality of the predictive model developed for Chinese Medicine.

	10、附录（如适用）

	原条目：提供机器学习的算法描述、代码片段、附图等

	专家意见：
1.Expert1：提供完整代码，如不能提供真实数据 应提供与附件代码匹配的”falsified"(人造)数据
回复：谢谢您的建议，我们对附录中的具体条目已进行相应的更新。

	建议新增维度：关键词
理由：关键词是连接内容和受众的桥梁，有效利用关键词能够显著提升信息传播和获取的效率
回复：谢谢您的建议，我们已对“关键词”的维度进行补充。

	建议删除维度：参考文献
理由：个人认为意义不大；参考文献作为报告规范是否合理？PRISMA等并没有
回复：谢谢您的建议，基于本清单是首个中医病证诊断预测模型的报告规范，明确参考文献或可进一步提供报告规范的理论基础和证据支持，可确保其科学性、有效性和可信度。经课题组详细讨论后，我们决定先保留此维度。

	其他建议：
1.Expert1：对比通用模型和标准规范。目前研究分散，参考标准和应用后对比同类方法手段优劣，有利于完善改进和申请标准。
回复：谢谢您的建议，由于当前已发表的相关研究报告质量层次不齐，尚未确有的通用模型和标准规范，但我们已在条目4背景中补充了“对既有模型的回顾”，以期未来可以集中分散的研究，更有利于临床应用。
2.Expert2：增加 注册信息 作者贡献 信息图表/可视化摘要。增加透明度 减少重复工作与研究浪费，减少学术不端，增加研究传播度
回复：谢谢您的建议，我们已在条目7c、31和结果与附录的相关条目中补充相关内容。



	二级条目层具体内容

	1、标题

	原条目：明确说明研究为基于机器学习开发和/或验证具体中医病证诊断、预后的预测模型

	专家意见：
1.Expert1：建议补充：明确模型类型(开发或验证，诊断或预后)、具体的中医病证。
回复：谢谢您的建议，已经在标题的二级条目层的相应条目释义进行补充。
2.Expert2：明确研究为基于AI开发和/或验证的多变量中医病证的模型类型(如诊断、预后预测模型) ，中医病证除了诊断、预后，还有进展、治疗等。
回复：谢谢您的建议。在中医辨证论治体系中，病证诊断是制定治疗方案的关键依据，准确的病证诊断是有效治疗的前提。本研究专注于中医病证诊断预测模型的报告规范的制定，根据您的建议，已对本条目的内容进行修改。

	摘要-简要背景

	原条目：简要介绍中医病证预测的重要性和现状，说明进行这项研究的原因和必要性

	专家意见：
1.Expert1：Can do away with background, purpose or objectives can be enough for abstract；
回复：Thanks for your suggestion, the content has been revised according to the journal requirements.
2.Expert2：非必须，基于投稿需求
回复：谢谢您的建议，我们已根据您的建议对此条目进行删除。

	摘要-方法（研究设计）

	原条目：简要描述研究设计类型（如随机对照试验、注册数据、前瞻性队列研究、巢式病例-对照研究或病例对照研究等）、研究对象（纳入和排除标准）、研究终点（主要终点和次要终点等）

	专家意见：
1.Expert1：注册数据不属于研究设计
回复：谢谢您的建议，我们已根据您的建议对此内容进行删除。

	摘要-方法（数据来源）

	原条目：简要说明数据的来源和样本量

	专家意见：
1.Expert1：样本量应该在结果部分。建议将"研究设计"和"数据来源"进行合并，二者存在重叠的可能；感觉摘要整体细分的条目过多，与后面的方法、结果等内容会重叠，建议摘要提纲挈领，不必泛泛具体讲，条目适当合并，比如方法中有数据来源，结果中还有数据描述，是否前面的数据来源、模型开发直接纳入设计一条中。
回复：谢谢您的建议，我们已根据您的建议对此内容进行合并，并且将样本量内容更新至2c中。

	摘要-方法（模型开发）

	原条目：简要描述所使用的AI算法和模型开发过程

	专家意见：
1.Expert1：摘要部分的方法描述可以不涉及
回复：谢谢您的建议，经过讨论我们决定保留该条目，并对此条目进行修改。

	摘要-方法（模型验证）

	原条目：简要说明模型验证的方法（如交叉验证、外部验证等）

	专家意见：
1.Expert1：摘要部分的方法描述可以不涉及
回复：谢谢您的建议，我们已根据您的建议对此条目进行合并。
2.Expert2：可将模型性能、评估和验证合并
回复：谢谢您的建议，我们已根据您的建议对此条目进行合并。

	摘要-方法（模型评估）

	原条目：简要描述用于评估模型性能的主要统计指标（如准确率、灵敏度、AUC值等）

	专家意见：
1.Expert1：摘要部分的方法描述可以不涉及
回复：谢谢您的建议，我们已根据您的建议对此条目进行合并。
2.Expert2：可将模型性能、评估和验证合并
回复：谢谢您的建议，我们已根据您的建议对此条目进行合并。
3.Expert3：模型验证与评估可以合并
回复：谢谢您的建议，我们已根据您的建议对此条目进行合并。

	摘要-结果（数据描述）

	原条目：简要描述数据集的基本特征

	专家意见：
1.Expert1：补充质量，如完整度、准确度等
回复：谢谢您的建议，我们已根据您的建议对此条目进行修改补充。

	引言-基本原理

	原条目：介绍中医病证的理论基础和研究背景，说明中医病证预测模型的必要性。

	专家意见：
1.Expert1：建议背景与原理分开
回复：谢谢您的建议，我们已根据您的建议对引言部分进行更新调整。
2.Expert2：缺失了对既有模型的回顾
回复：谢谢您的建议，我们已根据您的建议，在已更新的条目4中补充了对既有模型回顾的相关内容。

	方法-数据来源

	原条目：明确研究设计（如随机对照试验、注册数据、前瞻性队列研究、巢式病例-对照研究或病例队列研究等）；研究机构的关键信息（包括研究中心的数量和位置）；数据来源（包括中医病证的临床数据、电子病历、文献数据等）

	专家意见：
1.Expert1：建议背景与原理分开
回复：谢谢您的建议，我们已根据您的建议对引言部分进行更新调整。
2.Expert2：注册数据不属于研究设计，对于同时含有研发和验证的预测模型，尤其外部验证，需要分别阐述研发的数据来源及样本量信息，尤其是体现有效样本量的事件数。
回复：谢谢您的建议，我们已根据您的建议对此内容进行删除，同时根据您的建议已对相关条目（7a）进行更新修改。

	方法-研究对象

	原条目：详述研究对象及对照组在试验过程中所接受的中医和西医诊断、干预措施等的具体细节

	专家意见：
1.Expert1：方法部分有诊断标准了，认为诊断的细节不用详述，但干预措施应该详述。
回复：谢谢您的建议，经过讨论，我们对于“研究对象”下的条目进行了整体修改。

	方法-预测因素

	原条目：详述用于中医病证开发或验证多变量预测模型的所有预测因子（如问诊信息、脉诊参数、舌诊参数、西医理化指标等），包括测量的工具、方法及时间等。

	专家意见：
1.Expert1：描述或引用预测因子确定的来源，预测因子的定义。
回复：谢谢您的建议，我们已根据您的建议对当前相关条目9进行更新修改。
2.Expert2：预测因素中需要加上除舌诊之外的其他望诊信息，有些面色或是皮肤变化对某些疾病或是证候还是很必要的。
回复：谢谢您的建议，我们已根据您的建议对当前相关条目9进行更新修改。

	方法-结局指标

	原条目：明确预测模型的结局指标，如疾病类别、中医证型诊断、疗效评估、预后等

	专家意见：
1.Expert1：需要提供结局的定义和测量等
回复：谢谢您的建议，我们已根据您的建议对当前相关条目10进行更新修改。
2.Expert1：不太确定一个预测模型里会同时包含这么多结局么？不应该是一个结局就一个模型嘛？
回复：您说得对，一个预测模型通常只针对一个结局指标。多个结局指标通常需要构建多个模型。尽管一个模型中可以使用多个特征或预测因子来预测一个结局，但同时预测多个结局指标则需要更复杂的建模方法，例如多任务学习，但这并不常见。
3.Expert2：预测模型的目标是评估个体未来发生特定事件（终点事件）的概率。终点事件的发生率会直接影响模型的预测性能和临床实用性。因此需考虑终点事件的发生率，对预测模型很重要
回复：谢谢您的建议，我们已根据您的建议对当前相关条目10进行更新修改。

	方法-样本量

	原条目：描述样本量的确定方法和依据，特别是中医病证样本的代表性和多样性

	专家意见：
1.Expert1：建议强调一下样本量的确定应包括构建模型和模型验证两方面;
回复：谢谢您的建议，我们已根据您的建议对当前相关条目11进行更新修改。
2.Expert2：代表性和多样性导致的异致性，可能会与同质性相悖
回复：感谢您的专业建议。样本量的代表性和多样性与同质性看起来似乎相互矛盾，但我们认为这涉及到研究的不同层次和目标。多样性是代表性的一个方面，它强调样本中包含不同特征的个体或子群体，以反映总体的复杂性。例如，研究某种病证，样本应该包含不同年龄、性别、疾病严重程度的患者；同质性指的是样本子群体水平个体之间特征的相似性，例如，一项研究可能只关注特定年龄段的女性患者，以排除年龄和性别的影响。在总体水平上，我们追求样本的代表性和多样性，以确保中医病证预测模型研究结果的普遍适用性。在子群体水平上，我们追求在特定子群体内部追求同质性，以便更精确地研究特定因素的影响。为了更好的平衡这两个问题，我们已根据您的建议对当前相关条目11进行更新修改。

	方法-数据预处理

	原条目：如适用，描述数据标注和分割过程中如何应用盲法

	专家意见：
1.Expert1：需要主观判断的领域中，数据预处理阶段的盲法应用至关重要，它可以最大程度地减少人为偏差对模型训练和评估的影响
回复：谢谢您的评论，是的，数据标注对于预测模型的训练和评估有重要影响。
2.Expert2：数据分析阶段盲法？没有理解分割
回复：是的，在评估一个疾病诊断模型的性能时，评估者不应该知道测试数据的真实标签，以避免主观偏差。例如，在诊断疾病的图像标注任务中，标注者不应该知道患者的临床诊断结果。分割意为在数据预处理阶段，需要将数据集分成训练集、验证集和测试集。此过程确保分割是随机的，建议在标注开始前完成，这样可以避免标注者根据数据的标签或分组信息有意或无意地影响数据分割。

	方法-特征选择

	原条目：说明特征选择的方法，如基于统计方法、机器学习算法（如LASSO、随机森林等）的特征选择，特别是中医病证特征的选择标准

	专家意见：
1.Expert1：特征和预测因子是否为同一个内容，若是，建议保持一致
回复：谢谢您的提问，在预测模型中，“特征”和“预测因子”通常可以互换使用，但我们认为，“特征”更侧重于描述数据的属性，而“预测因子”更强调其在预测结果中的作用。

	方法-模型训练

	原条目：如适用，描述说明参数调优盲法

	专家意见：
1.Expert1：没有太理解盲法的意义。如果统计分析师不理解变量的含义，不了解数据的特征，会出现数据导向分析，容易脱离实际。如果有其他辅助分析，那么盲法就没有意义。
回复：谢谢您的提问，我们已根据您的建议对当前条目进行删除。

	方法-模型评估

	原条目：说明模型评估的方法和指标，如准确率、灵敏度、特异性、ROC曲线、AUC值、F1分数等，特别是如何评估模型在中医病证预测中的性能

	专家意见：
1.Expert1：模型性能的评估是否需要加上校准度的相关指标。
回复：谢谢您的提问，我们已根据您的建议对当前相关条目17进行更新修改。

	结果-模型建立

	原条目：明确研究中每个数据集的研究对象数量和结局事件发生数量

	专家意见：
1.Expert1：模型建立与该条目的解释好像不太符合，该条目具体的解释更像说明样本量是否合理
回复：谢谢您的建议，我们已重新对当前相关条目21进行更新修改。

	讨论-解释

	原条目：解释研究结果，讨论模型的临床应用价值和潜在影响，特别是中医病证预测模型在临床中的应用前景。

	专家意见：
1.Expert1：此部分只写对研究结果的解释便可，后面的讨论（讨论模型的临床应用价值和潜在影响，特别是中医病证预测模型在临床中的应用前景）在后两条中已经列明了，不必重复。
回复：谢谢您的建议，我们已重新对讨论部分的相关条目25-27进行更新修改。

	其他信息-致谢

	原条目：感谢对研究有贡献但未列为作者的人士和机构

	专家意见：
1.Expert1：不应该局限为人士和机构；
回复：谢谢您的建议，我们已根据您的建议对此条目进行删除。
2.Expert2：期刊要求 个人认为意义不大；
回复：谢谢您的建议，我们已根据您的建议对此条目进行删除。
3.Expert3：致谢尽管重要 但不是报告的必须；
回复：谢谢您的建议，我们已根据您的建议对此条目进行删除。

	其他信息-利益冲突声明

	原条目：声明所有潜在的利益冲突

	专家意见：
1.Expert1：国外组织一般都用"利益声明和利益冲突管理"。这句话修改为：概括贡献者的利益披露并陈述利益冲突管理情况。(利益冲突一般来自个人和项目资助，上述有项目基金支持，这里应该主要指贡献者个人。国内常见的是某某有什么利益关系/情况，但读者更重视其是否导致利益冲突及如何进行管理的结果。利益冲突是风险，本身就是潜在的，所以再用"潜在的"修饰不恰当。
回复：谢谢您的建议，我们已重新对当前相关条目32进行更新修改。
2.Expert2：与基金支持合并？
回复：谢谢您的建议，利益冲突声明和基金支持虽然都与研究的透明性和可信度相关，但它们涵盖的信息和目的有所不同。利益冲突声明主要关注的是可能影响研究结果客观性的因素，例如研究人员与相关机构的经济联系、个人关系等。它旨在揭示潜在的偏见，使读者能够更全面地评估研究的可信度。基金支持是研究的资金来源，例如政府机构、基金会、企业等。它旨在表明研究的透明度，并让读者了解可能影响研究方向或结果的资金背景。分开声明或可以更清晰地呈现这些信息。

	其他信息-数据可用性声明

	原条目：说明数据的可获取方式和可用性

	专家意见：
1.Expert1：数据共享声明
回复：谢谢您的建议，我们已对该条目33进行重命名。

	附录（如适用）

	原条目：提供机器学习的算法描述、代码片段、附加图表等

	专家意见：
1.Expert1：需提供完整代码及相匹配的人造的数据
回复：谢谢您的建议，我们对附录中的具体条目34已进行相应的更新。

	其他建议：
Expert1：治疗方案：该预测模型只是中医病证预测，疾病预后和发展，能否添加该证型的中药方剂及随证加减药物，形成辨证论治体系。
回复：谢谢您的建议。在中医辨证论治体系中，病证诊断是制定治疗方案的关键依据，准确的病证诊断是有效治疗的前提。本研究专注于中医病证诊断预测模型的报告规范的制定。不过，根据您的建议，我们在条目1中补充了关于预后的内容。
Expert2：添加模型选择依据，机器学习依据，相应算法运营软件和版本
回复：谢谢您的建议，我们已在条目2c中补充相关内容。
Expert3：
Method:
1.Inclusion and Exclusion Criteria: Clearly outline the specific details of the inclusion and exclusion criteria to ensure readers understand the selection process for study subjects.
2.Data Extraction and Quality Assessment: Describe the data extraction process, including whether standardized data extraction forms were used and how disagreements between researchers were resolved.
3.Statistical Analysis: Specify the software and version used for analysis, detailing statistical methods, including how missing data and heterogeneity were handled.
4.Technical Flowchart: Provide a clear, detailed technical flowchart, with brief explanations for each step to enhance the comprehensibility of the research process.
Results:
1.Quality Assessment Findings: Report specific findings from the quality assessment, highlighting common issues and deficiencies to support subsequent analysis and recommendations.
Response：Thanks for your suggestions. We have added relevant information in relevant Items.
Expert4：建议在讨论中增加与已发表预测模型的异同(如适用)
回复：谢谢您的建议，我们已在条目4中补充相关内容。
Expert5：建议增加所使用数据集的伦理审查申明
回复：谢谢您的建议，我们已在条目7c中补充相关内容。
Expert6：建议报告机器学习使用的统计软件和版本
回复：谢谢您的建议，我们已在条目2c中补充相关内容。
Expert7：18b,18c，好的中医病证预测模型不应该受研究对象的数据的具体细节特征很大影响，两项可以合并入18a
回复：谢谢，根据您和其他各位专家的建议，我们经讨论后已对原研究对象内容进行更新调整，请查看当前条目20a、20b。



问卷到此结束，再次感谢您的宝贵意见！若您有疑问需要解释，请随时与我们联系。祝您工作顺利！



Appendix S3. Delphi Scoring Metrics

Various scoring metrics were used in the evaluation of checklist items after each Delphi round where the core working group processes the scoring outcomes from each checklist item to determine the fate of the item. A checklist item is retained when it attains scores above the respective thresholds of the individual metrics and items below the metrics are either modified, deleted, or supplemented with additional information based on the expert feedback for the items. In the event that the item yielded scores not fulfilling the thresholds but had insufficient expert feedback for decision, the steering committee decides whether to modify, delete or add on to the item.

Domain and Item Importance Ratings
An expert scoring method was used to determine the importance rating for each domain and item in the checklist. During each Delphi round, experts in the panel were asked to assign scores to each domain and item based on their experience and the established criteria. A 5-point Likert scale (1-5), representing “Not at all important”, “Slightly important”, “Moderately important”, “Important”, and “Very important” respectively, was used for scoring. These scores serve as the basis for the calculations of the subsequent metrics such as mean, standard deviation, coefficient of variation (CV), and endorsement rate (ER). The CV is calculated as a ratio of the standard deviation over mean while the endorsement rate for each item is defined as the fraction of experts who rated “Very Important” for the item. 

To determine if a domain or item should be revised, comments from the expert panel were prioritized to assess domains or items for amendment or removal by the core working group. Furthermore, to account for domains or items that may have relatively lower importance ratings but were not filtered out by expert comments, thresholds were set for the mean, CV, and ER respectively using the global mean and standard deviation of each metric. Domains and items falling out of the threshold would also be considered for revision by the core working group. 

The thresholds for mean and ER were calculated dynamically as the difference between the arithmetic mean and standard deviation of all respective domain or item values. Specifically, a domain or item was considered to meet the threshold if: 
where  is the mean or ER for domain or item ,  is the overall mean of all domain or item values, and  is the overall standard deviation of all domain or item values.
Conversely, the threshold for CV was calculated as the addition of the arithmetic mean and standard deviation all domain or item CV values. A domain or item was considered to meet the threshold if: 
where  is the CV for domain or item ,  is the overall mean of all domain or item CV values, and  is the overall standard deviation of all domain or item CV values.

Expert Active Coefficient
The expert active coefficient is generally represented by the Delphi survey response rate for each round. The active coefficient is calculated as the proportion of survey questionnaires collected against the total number of questionnaires sent out to the expert panel. Questionnaires exhibiting a high proportion of invalid responses or missing data were also treated as invalid. For this study, a response rate above 90% is deemed as high expert engagement.

Expert Authority Coefficient
The expert authority coefficient (Cr) measures the weight of an expert’s opinion on the suitability of each item in the checklist. Cr is calculated based on the formula Cr = (Ca + Cs)/2, where the judgment coefficient (Ca) refers to the basis of expert judgement while the familiarity coefficient (Cs) represents the familiarity of the expert with the assessed topic. For the calculation of Ca, experts were asked to rate the level of influence in rating all the survey items for the different bases of judgement at the end of the survey: “practical experience”, “theoretical analysis”, “peer reference” and “intuition”. Ca is then calculated as a summation of weighted arithmetic means for each basis of judgement with the number of experts for each influence level and the respective assigned weights (Table A1). On the other hand, experts were also asked to rate their familiarity with the assessed topics at the end of the survey with the following levels: “unfamiliar” (weight = 0.2), “slightly familiar” (weight = 0.4), “moderately familiar” (weight = 0.6), “familiar” (weight = 0.8), and “very familiar” (weight = 1). Cs was then calculated as a weighted arithmetic mean based on the number of experts in each level and the corresponding weight assigned to each level. 



Table A1. Ca judgement rating weights
	
	
	Assigned Weights

	
	
	High Influence
	Medium Influence
	Low Influence

	Bases of Judgement
	Practical Experience
	0.5
	0.4
	0.3

	
	Theoretical Analysis
	0.3
	0.2
	0.1

	
	Peer Reference
	0.1
	0.1
	0.1

	
	Intuition
	0.1
	0.1
	0.1



Expert Consensus
The Kendall’s coefficient of concordance (Kendall’s W) was used as a statistical metric to measure the degree of consensus between the experts in the panel. In general, Kendall’s W ranges from 0 to 1 and a larger Kendall’s W indicates better expert consensus. The chi-square test is used to assess whether Kendall’s W is statistically significant, with a p-value < 0.05 indicating statistical significance. For this study, a threshold of Kendall’s W < 0.3 was selected to signal the need for another round of Delphi survey.



Table S2. Demographic and Professional Characteristics of the Delphi Expert Panel (n = 31)
	Characteristic
	Category
	Count
	Percentage (%)

	Gender
	Male
	15
	48.39

	
	Female
	16
	51.61

	Affiliation Type
	University
	25
	80.65

	
	Medical Institution
	4
	12.9

	
	Research Institute
	2
	6.45

	Primary Role a
	Researcher
	26
	83.87

	
	Teacher/Educator
	15
	48.39

	
	Clinical Doctor
	6
	19.35

	
	Editor
	3
	9.68

	Professional Title
	Senior Grade
	9
	29.03

	
	Intermediate Grade
	11
	35.48

	
	Junior Grade
	11
	35.48

	Work Experience
	5-10 years
	13
	41.94

	
	10-20 years
	13
	41.94

	
	21-30 years
	3
	9.68

	
	30 years or more
	2
	6.45

	Highest Education Degree
	Doctoral Degree
	28
	90.32

	
	Master's Degree
	3
	9.68

	Primary Expertise
	Traditional Chinese Medicine
	6
	19.35

	
	Evidence-Based Medicine
	8
	25.81

	
	Computer Science
	8
	25.81

	
	Interdisciplinary Field
	9
	29.03

	Country/Region
	China (Mainland) b
	26
	83.89

	
	Hong Kong SAR, China
	2
	6.45

	
	United Kingdom
	1
	3.23

	
	Singapore
	1
	3.23

	
	Australia
	1
	3.23


a Experts could indicate multiple roles; hence percentages may sum to >100%.
b Representative Mainland Provinces/Cities: Shanghai (n=8), Gansu (n=6), Zhejiang (n=3), Sichuan (n=2), Beijing (n=2), Hunan (n=1), Hubei (n=1), Henan (n=1), Hainan (n=1), Fujian (n=1)



Table S3. Expert Judgment Coefficient (Ca) Calculation
	Bases of Judgment
	High Influence
	Medium Influence
	Low Influence
	Total Score*

	
	Count
	Weight
	Count
	Weight
	Count
	Weight
	

	Practical Experience
	13
	0.5
	13
	0.4
	5
	0.3
	0.426

	Theoretical Analysis
	10
	0.3
	19
	0.2
	2
	0.1
	0.23

	Peer Reference
	3
	0.1
	23
	0.1
	5
	0.1
	0.1

	Intuition
	12
	0.1
	10
	0.1
	9
	0.1
	0.1

	Expert Judgment Coefficient (Ca)
	Ca = 0.426 + 0.23 + 0.1 + 0.1 = 0.856


*The total score of each basis of judgment is the weighted average calculated from the expert counts and assigned weights from each level of influence



Table S4. Expert Familiarity Coefficient (Cs) Calculation
	Level of Familiarity
	Unfamiliar
	Slightly Familiar
	Moderately Familiar
	Familiar
	Very Familiar

	Expert Count
	0
	2
	5
	12
	12

	Assigned Weight
	0.2
	0.4
	0.6
	0.8
	1

	Expert Familiarity Coefficient (Cs)
	Cs = (2×0.4+5×0.6+12×0.8+12×1)/31 = 0.819





Table S5. Kendall’s W Calculations for Delphi Rounds 1 and 2
	Delphi Round
	Level
	Kendall's W
	χ² Value
	df
	p-value

	Round 1
	Domain
	0.498
	138.855
	9
	<0.01

	
	Item
	0.271
	436.413
	52
	<0.01

	Round 2
	Domain
	0.487
	150.822
	10
	<0.01

	
	Item
	0.349
	497.294
	46
	<0.01





Table S6. Threshold Calculations for Delphi Rounds 1 and 2
	Delphi Round
	Level
	Statistical Metric
	Mean
	+/-
	SD
	Threshold

	Round 1
	Domain
	Arithmetic Mean
	4.7194
	-
	0.3276
	4.3918

	
	
	Coefficient of Variable (CV)
	0.0574
	+
	0.0524
	0.1098

	
	
	Endorsement Rate (ER)
	0.7226
	-
	0.3255
	0.3971

	
	Item
	Arithmetic Mean
	4.2806
	-
	0.4487
	3.8319

	
	
	Coefficient of Variable (CV)
	0.1759
	+
	0.0902
	0.2661

	
	
	Endorsement Rate (ER)
	0.5058
	-
	0.2343
	0.2715

	Round 2
	Domain
	Arithmetic Mean
	4.7361
	-
	0.3157
	4.4204

	
	
	Coefficient of Variable (CV)
	0.0577
	+
	0.0497
	0.1074

	
	
	Endorsement Rate (ER)
	0.739
	-
	0.3136
	0.4254

	
	Item
	Arithmetic Mean
	4.4482
	-
	0.4281
	4.0201

	
	
	Coefficient of Variable (CV)
	0.1291
	+
	0.0527
	0.1818

	
	
	Endorsement Rate (ER)
	0.5731
	-
	0.2659
	0.3072








2

Table S7. Reporting Checklist Item Evolution (Delphi Round 1 to Round 2)
	Delphi Round 1
	Delphi Round 2
	No. of unmet thresholds
	Expert feedback
	Core working group inputs
	Decision

	Item Header
	Item Content
	Item Header
	Item Content
	
	
	
	

	Section 1: Title

	1. Title
	Definitive study for machine learning-based development and / or validation of a multivariable TCM disease-syndrome diagnosis or prognosis prediction model
	1. Title
	Definitive study for machine learning-based development and / or validation of a multivariable TCM disease-syndrome diagnosis or prognosis prediction model
	0
	-
	-
	No amendment

	Section 2: Abstract

	2a. Brief Background
	Briefly introduce the importance and current situation of TCM disease-syndrome prediction, and explains the reasons and necessity of conducting this study
	-
	-
	2
	Item can be removed as it is not necessary
	Remove item based on expert feedback
	Item removed

	2b. Study Objectives
	To clearly state the main objectives of the study, such as developing and validating a machine learning-based TCM disease-syndrome prediction model.
	2a. Study Objectives
	To clearly state the main objectives of the study, such as developing and validating a machine learning-based TCM disease-syndrome prediction model.
	0
	-
	-
	No amendment

	2c. Research Design
	Briefly describe the type of study design (e.g., randomized controlled trial, registry data study, prospective cohort study, nested case-control study, or case-control study, etc.)
	2b. Research Design and Data Sources
	Briefly describe the type of study design (e.g., randomized controlled trial, prospective cohort study, nested case-control study, or case-control study, etc.) and data source(s).
	0
	Registry data study is not a type of research design
	Edit item based on expert feedback
	Item amended

	2d. Data Sources
	Briefly describe the source of the data and the sample size
	-
	-
	1
	Item can be merged with previous item given overlaps
	Merge item with previous based on expert feedback
	Item removed and merged with 2c. Research Design

	2e. Model Development
	Briefly describe the machine learning algorithm used and model development process
	2c. Model Development
	Briefly describe the artificial intelligence algorithm used and model development process, as well as statistical analysis software and version.
	0
	-
	Item is crucial for guideline and more information has to be supplemented
	Item amended

	2f. Model Validation
	Briefly describe the model validation method (e.g. cross-validation, external validation, etc.)
	-
	-
	1
	These items can be merged with model performance
	Merge items based on expert feedback
	Items removed and merged with 2i. Model Performance

	2g. Model Evaluation
	Briefly describe the main statistical indicators used to evaluate model performance (such as accuracy, sensitivity, AUC value, etc.)
	-
	-
	2
	
	
	

	2h. Data Description
	Briefly describe the basic characteristics of the dataset
	2d. Data Description
	Briefly describe the basic characteristics of the dataset and its quality (including completeness, accuracy etc.).
	0
	Add in data quality such as data completeness and accuracy
	Amend item based on expert feedback
	Item amended

	2i. Model Performance
	Report the key performance indicators of the model
	2e. Model Performance
	Reports the model validation method (e.g. cross validation, external validation etc.) and key performance indicators of the model (e.g. accuracy, sensitivity, AUC value etc.).
	0
	-
	Merge items 2f and 2g into this item
	Item amended

	2j. Key Features
	Briefly list the features that contribute most to the model's predictions
	-
	-
	0
	-
	Remove items given overlap in content with 2i. Model Performance
	Item removed

	2k. Key Findings
	Summarize the main findings of the study
	2f. Conclusion
	Summarize the main findings of the study and discuss the practical application value of the research results in clinical prediction of TCM diseases and syndromes.
	1
	-
	Merge items into one for better clarity
	Items merged

	2l. Clinical Significance
	Discuss the practical application value of the research results in clinical prediction of TCM diseases and syndromes
	
	
	0
	
	
	

	2m. Limitations
	Briefly point out the limitations of the study
	-
	-
	2
	-
	Remove item given unnecessity
	Item removed

	Section 3: Keywords

	-
	-
	3. Keywords
	Select words or phrases that accurately describe the use of artificial intelligence in the creation of Chinese Medicine diagnostic prediction models of disease and syndromes. These words or phrases should encompass Chinese Medicine disease and syndromes, artificial intelligence technology, data types, prediction model etc. Only established abbreviations in these fields can be used
	-
	-
	Add item given importance in reporting
	Item added

	Section 4: Introduction

	3. Basic Principles
	Introduce the theoretical basis for the research, and background of the disease, and explain the rationale of TCM disease-syndrome prediction model.
	4. Background
	Introduce the clinical background of the Chinese Medicine disease and syndrome, as well as a review of the current artificial intelligence prediction models in the field
	0
	Recommend to separate background and theoretical basis
	Split item based on expert feedback
	Item split

	
	
	5. Theoretical Basis
	Introduce, in particular, the Chinese Medicine disease and syndrome as well as the theories behind choosing the relevant artificial intelligence technologies for the study. In addition, elaborate on the rationale in using artificial intelligence in generating the TCM disease-syndrome prediction model
	
	
	
	

	4. Purpose
	Clarify the specific objectives and expected contributions of the research, especially how to use artificial intelligence technologies to improve the prediction of TCM diseases and syndromes.
	6. Purpose
	Clarify the specific objectives and expected contributions of the research, especially how to use artificial intelligence technologies to improve the prediction of TCM diseases and syndromes
	0
	-
	-
	No amendment

	Section 5: Methods

	5a. Data Sources
	State the study design (e.g., randomized controlled trial, registered clinical trial data, prospective cohort study, nested case-control study or case cohort study); the key information of the relevant hospital or agencies (including the number and location of study sites); the data sources (including clinical data of TCM syndrome, electronic medical records, literature data, etc.)
	7a. Data Sources
	State the study design (e.g., randomized controlled trial, cohort study or cross-sectional study), and describe the datasets used to build the model and the datasets used in internal and external validation
	0
	Registered clinical trial data does not count as a type of study design. Development and validation data sources should be elaborated separately
	Simplify item based on expert feedback
	Item amended

	5b. Data Sources
	Describe key study dates: the start of clinical data collection, end and follow-up, and other key time points.
	7b. Data Sources
	Describe key study dates: the start of clinical data collection, end and follow-up, and other key time points.
	0
	-
	-
	No amendment

	-
	-
	7c. Data Sources
	Report on the ethical review status of data sources used
	-
	-
	Ethics of data sources should be reported
	Item added

	-
	-
	8a. Study Subjects
	Describe in detail the key information of the research institutions housing the study subjects, including the location and number of research institutions
	-
	-
	Information on research institutions housing study subjects should be reported
	Item added

	6a. Study Subjects
	Describe in detail the inclusion and exclusion criteria for the research subjects, as well as the Western medicine diagnostic criteria and the TCM disease-syndrome judgment criteria
	8b. Study Subjects
	Describe in detail the inclusion and exclusion criteria for the research subjects, as well as the Western medicine diagnostic criteria and the TCM disease-syndrome judgment criteria
	0
	-
	-
	No amendment

	6b. Study Subjects
	Detailed the details of TCM and western medicine diagnosis and treatment received by the research subjects and the control group during the trial
	8c. Study Subjects
	Detailed the details of TCM and western medicine diagnosis and treatment received by the research subjects and the control group during the trial
	0
	-
	-
	No amendment

	7. Predictive Factors
	All predictors (such as consultation information, pulse parameters, tongue parameters, western medicine physical and chemical indicators, etc.) used for the development or validation of multivariable prediction models of TCM disease-syndrome, including measurement tools, methods and time, etc.
	9. Predictive Factors
	Describe or cite all predictor sources (such as academic publications, past models) as well as all predictors (such as consultation information, pulse parameters, tongue parameters, western medicine physical and chemical indicators, etc.) used for the development or validation of multivariable prediction models of TCM disease-syndrome, including measurement tools, methods and time, etc.
	0
	Add in predictor sources and definition of predictors
	Amend item to add predictor sources according to expert feedback
	Item amended

	8a. Outcome Indicators
	Define the outcome indicators of the prediction model, such as disease category, TCM syndrome type diagnosis, efficacy evaluation, prognosis, etc.
	10. Outcome Indicators
	Define the outcome indicators of the prediction model, and the incidence of end-point events and their definition and measurement methods
	0
	Should provide the definition of end-point events and their measurement methods
	Amend item based on expert feedback
	Item amended

	8b. Outcome Indicators
	Details the classification method and definition of the results and indicates the bias of this selection
	-
	-
	2
	-
	Remove item given that similar contents were updated to 8a. Outcome Indicators
	Item removed

	9. Sample Size
	Describe the method and basis for determining sample size, especially the representativeness and diversity of TCM disease and syndrome samples
	11. Sample Size
	Describe how the sample size is calculated based on factors such as model development and validation methods and elaborate on how the used sample size can answer the research question. Sample size calculations should be detailed.
	0
	Recommend including considerations based on model development and model validation
	Amend item based on expert feedback
	Item amended

	10. Missing Data
	Details how to deal with missing data (such as manual filling, mean / median filling, multiple imputation method, etc.), especially the special processing method of TCM disease syndrome data, and compare the data differences before and after interpolation
	12. Missing Data
	Details how to deal with missing data (such as manual filling, mean / median filling, multiple imputation method, etc.), especially the special processing method of TCM disease syndrome data, and compare the data differences before and after interpolation
	2
	-
	Retain item given importance of missing data management in data pre-preprocessing
	No amendment

	11a. Data Pre-processing
	Detail the data pre-processing steps, including data cleaning, standardization, normalization, feature engineering, etc., especially the processing methods of TCM disease-syndrome data
	13a. Data Pre-processing
	Detail the data pre-processing steps, including data cleaning, standardization, normalization, feature engineering, etc.
	2
	-
	Simplify item description
	Item amended

	11b. Data Pre-processing
	If applicable, describe how blinding is applied during data annotation and segmentation
	13b. Data Pre-processing
	If applicable, describe how blinding is applied during data annotation and segmentation
	2
	Application of blinding in the data pre-processing phase is crucial
	-
	No amendment

	12a. Feature Selection
	Explain the feature selection methods, such as feature selection based on statistical methods, machine learning algorithms (such as LASSO, random forest, etc.), especially the selection criteria of TCM disease syndrome features
	14a. Feature Selection
	Explain the methods of feature selection methods, such as statistical methods, machine learning algorithms, and report the utilized software and version
	2
	-
	Simplify item description and add software information
	Item amended

	12b. Feature Selection
	If applicable, describe how artificial bias is reduced during the feature selection process
	14b. Feature Selection
	If applicable, describe how artificial bias is reduced during the feature selection process
	2
	-
	Retain item given importance of artificial bias in feature selection process
	No amendment

	13. Artificial Intelligence Algorithm
	Detail the artificial intelligence algorithms used (such as decision tree, random forest, support vector machine, neural network, XGBoost, etc.), including the selection reason, model structure, parameter setting, etc.
	15. Artificial Intelligence Algorithm
	Detail the artificial intelligence algorithms used (such as decision tree, random forest, support vector machine, neural network, XGBoost, etc.), including the selection reason, model structure, parameter setting, etc.
	0
	-
	-
	No amendment

	14a. Model Training
	Describe the training process for the model, including the division method of the training and validation sets, cross-validation, hyperparameter tuning, etc.
	16. Model Training
	Describe the training process for the model, including the division method of the training and validation sets, cross-validation, hyperparameter tuning, etc.
	0
	-
	-
	No amendment

	14b. Model Training
	Where applicable, describe and elaborate blinding methods used in parameter tuning
	-
	-
	3
	Blinding would not be meaningful or realistic if he data analyst does not understand the meaning of the variables and the data features
	Remove item based on expert feedback
	Item removed

	15. Model Evaluation
	To illustrate the methods and indicators of model evaluation, such as accuracy, sensitivity, specificity, ROC curve, AUC value, F1 score, especially how to evaluate the performance of the model in TCM disease-syndrome prediction.
	17. Model Evaluation
	Illustrate the methods and indicators of model evaluation and calibration, such as accuracy, sensitivity, specificity, ROC curve, AUC value, F1 score, calibration curve and Brier score etc.
	2
	Calibration should be considered as a relevant indicator
	Amend item based on expert feedback
	Item amended

	16. Risk Stratification
	If risk stratification is performed, explain the reasons for stratification and provide the number and risk thresholds of risk stratification, especially the stratification criteria and methods of TCM disease or syndrome
	18. Risk Stratification
	If risk stratification is performed, explain the reasons for stratification and provide the number and risk thresholds of risk stratification, especially the stratification criteria and methods of TCM disease or syndrome
	2
	-
	Retain item given that risk stratification is important for TCM disease and syndrome classifications
	No amendment

	17. Model Validation
	Describe the validation method of the model, including the internal validation and the external validation
	19. Model Validation
	Describe the validation method of the model, including the internal validation and the external validation
	0
	-
	-
	No amendment

	Section 6: Results

	18a. Study Subjects
	Describe the grouping method of study subjects and the process of inclusion in the study, including the number of study subjects with or without outcome, follow-up, the number and reasons, it is recommended to make a flow chart
	20a. Study Subjects
	Describe the grouping method of study subjects and the process of inclusion in the study, including the number of study subjects with or without outcome, follow-up, the number and reasons, it is recommended to make a flow chart
	0
	-
	-
	No amendment

	18b. Study Subjects
	Characteristics of the study subjects (including demographic data, TCM clinical characteristics and predictors), and the number of study subjects with missing predictors and / or outcome measures (described in the flowchart)
	20b. Study Subjects
	Characteristics of the study subjects (including demographic data, TCM clinical characteristics and predictors), and the number of study subjects with missing predictors and / or outcome measures (described in the flowchart)
	0
	-
	-
	No amendment

	18c. Study Subjects
	Compare the differences in the distribution of model validation datasets and development datasets, such as demographic data, TCM and Western medicine clinical characteristics, and predictive factors, etc.
	-
	-
	1
	-
	Remove item
	Item removed

	19. Model Building
	State the number of subjects and the number of outcome events for each dataset in the study
	21. Model Building
	State the number of subjects and the number of outcome events for each dataset in the study, such as the numbers recorded during model development, hyperparameter tuning and model evaluation.
	0
	-
	Amend item to specify more details
	Item amended

	20. Model Structure
	Provide specific details of the model, such as the number of features, the importance of features, model building parameters, especially the performance of TCM disease syndrome features in the model.
	22. Model Structure
	Provide complete details of the prediction model (such as number of features, model building parameters, user interface etc.).
	0
	-
	Simplify item description
	Item amended

	21. Model Performance
	Report model performance indicators such as accuracy, sensitivity, specificity, ROC curves, AUC values, especially the accuracy and reliability of TCM disease-syndrome prediction.
	23a. Model Performance
	Report model performance estimates and their confidence intervals, including subgroups. Graph usage is recommended.
	0
	-
	Simplify item description and supplement with additional details
	Item amended

	-
	-
	23b. Model Performance
	Elaborate on differences in performances of the model in evaluating datasets with different cluster characteristics (applicable only if the research involves multiple cluster characteristics, e.g. multiple hospital collection site data or data with multiple syndrome classifications).
	-
	-
	Add performance details for datasets with different cluster characteristics
	Item added

	22. Model Optimization
	If there is optimization, report the optimization results of the model (i. e., the optimized model parameters and the model prediction effects), and the comparison results of the optimized model with the previous model
	24. Model Updating
	If applicable, report the updating results of the model (i.e., the model updating parameters and the model prediction effects), and the comparison results of the updated model with the previous model
	0
	-
	Amend item wording from “optimization” to “updating”
	Item amended

	Section 7: Discussion

	23. Explanation
	Explain the study results and discuss the clinical application value and potential impact of the model, especially the application prospect of TCM disease-syndrome prediction model in clinical practice.
	25. Explanation
	Explain in detail the main results of the study and discuss its relevance with prior similar studies.
	1
	This item can just include explanations to study results. Other aspects have been written in the following two items
	Amend item based on expert feedback
	Item amended

	24. Limitations
	Discuss study limitations (such as non-representative samples, insufficient mean events of predicted outcome indicators, missing data, insufficient extrapolation caused by individualized differences, etc.)
	26. Limitations
	Discuss study limitations (such as non-representative samples, insufficient mean events of predicted outcome indicators, missing data, insufficient extrapolation caused by individualized differences, etc.)
	0
	-
	-
	No amendment

	25. Significance
	Explain the clinical significance of the study and future research directions, especially the improvement direction of the TCM disease-syndrome prediction model.
	27. Significance
	Explain the clinical significance of the study and future research directions, especially the improvement direction of the TCM disease-syndrome prediction model.
	0
	-
	-
	No amendment

	Section 8: Conclusion

	26. Conclusion
	Summarize the main findings and clinical significance of the study, and make suggestions for clinical practice and future studies, especially the application and promotion of TCM disease-syndrome prediction model.
	28. Conclusion
	Summarize the main findings and clinical significance of the study, and make suggestions for clinical practice and future studies, especially the application and promotion of TCM disease-syndrome prediction model.
	0
	-
	-
	No amendment

	Section 9: References

	27. References
	Provide pertinent citations to provide relevant basis for the research study and to govern reliability and rationality of study findings.
	29. References
	Include authoritative literature references in the relevant locations to ensure research credibility and rationality.
	0
	-
	Simplify item description
	Item amendment

	Section 10: Other Information

	28. Funding Support
	List the funding projects and institutions that fund this study
	30. Funding Support
	List the funding projects and institutions that fund this study
	0
	-
	-
	No amendment

	29. Acknowledgements
	Thanks to people and institutions who contributed to the research but are not listed as authors
	-
	-
	0
	This item is not a necessary reporting criterion
	Remove item based on expert feedback
	Item removed

	30. Author Contributions
	Explain the specific contributions of each author
	31. Author Contributions
	Explain the specific contributions of each author.
	1
	-
	Retain item as it is a crucial reporting item
	No amendment

	31. Conflict of Interest
	Statement of all potential conflicts of interest
	32. Conflict of Interest
	Outline disclosures of interests for the relevant contributors and describe how conflicts of interest are managed.
	0
	-
	Specify more details of item
	Item amended

	32. Data Availability Statement
	State how the data is accessible and its availability
	33. Data Sharing Statement
	State how the data is accessible and its availability.
	0
	Suggest renaming as “Data Sharing Statement”
	Rename item header based on expert suggestion
	Item header amended

	Section 11: Appendix (if applicable)

	33. Appendix
	Provide machine learning algorithm descriptions, code snippets, additional charts, etc.
	34. Appendix
	Provide description of machine learning algorithm, code snippets or “falsified” artificial data, and additional charts, etc.
	0
	Should provide complete code and the relevant “falsified” data if any
	Amend item based on expert feedback
	Item amended





Table S8. Reporting Checklist Item Evolution (Delphi Round 2 to Final TRAPODS-CM Checklist)
	Delphi Round 2
	Final Checklist
	No. of unmet thresholds
	Expert feedback
	Core working group inputs
	Decision

	Item Header
	Item Content
	Item Header
	Item Content
	
	
	
	

	Section 1: Title

	1. Title
	Definitive study for machine learning-based development and / or validation of a multivariable TCM disease-syndrome diagnosis or prognosis prediction model
	1. Title
	Identify the study as developing and/or validating an AI-based prediction model for the diagnosis, prognosis, or disease progression of a specific CM disease and/or syndrome(s).
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	Section 2: Abstract

	2a. Study Objectives
	To clearly state the main objectives of the study, such as developing and validating a machine learning-based TCM disease-syndrome prediction model.
	2a. Objectives
	State the specific CM clinical problem(s) the study addresses.
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	2b. Research Design and Data Sources
	Briefly describe the type of study design (e.g., randomized controlled trial, prospective cohort study, nested case-control study, or case-control study, etc.) and data source(s).
	2b. Design & Data
	Summarize study design (e.g., RCT, cohort, case-control), participants (inclusion/exclusion criteria), endpoint(s), and data source(s).
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	2c. Model Development
	Briefly describe the artificial intelligence algorithm used and model development process, as well as statistical analysis software and version.
	2c. Model Development
	Briefly describe the AI algorithm(s) and model development process. Report statistical software and version.
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	2d. Data Description
	Briefly describe the basic characteristics of the dataset and its quality (including completeness, accuracy etc.).
	2d. Data Description
	Summarize key dataset characteristics (e.g., sample size, data completeness, accuracy metrics).
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	2e. Model Performance
	Reports the model validation method (e.g. cross validation, external validation etc.) and key performance indicators of the model (e.g. accuracy, sensitivity, AUC value etc.).
	2e. Model Performance
	Summarize key performance metrics (e.g., accuracy, sensitivity, AUC) for internal/external validation.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	2f. Conclusion
	Summarize the main findings of the study and discuss the practical application value of the research results in clinical prediction of TCM diseases and syndromes.
	2f. Conclusion
	Summarize key findings and their potential clinical application value in CM disease/syndrome
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	Section 3: Keywords

	3. Keywords
	Select words or phrases that accurately describe the use of artificial intelligence in the creation of Chinese Medicine diagnostic prediction models of disease and syndromes. These words or phrases should encompass Chinese Medicine disease and syndromes, artificial intelligence technology, data types, prediction model etc. Only established abbreviations in these fields can be used
	3. Keywords
	Provide 3-8 keywords accurately reflecting the core content (CM disease/syndrome, AI technology, data type, prediction model). Use established abbreviations only.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	Section 4: Introduction

	4. Background
	Introduce the clinical background of the Chinese Medicine disease and syndrome, as well as a review of the current artificial intelligence prediction models in the field
	4. Background
	Provide background on the CM disease/syndrome clinical context and review existing models.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	5. Theoretical Basis
	Introduce, in particular, the Chinese Medicine disease and syndrome as well as the theories behind choosing the relevant artificial intelligence technologies for the study. In addition, elaborate on the rationale in using artificial intelligence in generating the TCM disease-syndrome prediction model
	5. Rationale
	Explain the theoretical rationale for the CM disease/syndrome prediction model and the need for the study.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	6. Purpose
	Clarify the specific objectives and expected contributions of the research, especially how to use artificial intelligence technologies to improve the prediction of TCM diseases and syndromes
	6. Objectives
	State the specific study objectives and expected contributions, particularly how AI aims to improve CM disease/syndrome prediction.
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	Section 5: Methods

	7a. Data Sources
	State the study design (e.g., randomized controlled trial, cohort study or cross-sectional study), and describe the datasets used to build the model and the datasets used in internal and external validation
	7a. Data Sources
	Describe study design/data source. Detail datasets used for model development, internal validation splits, or external validation populations.
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	7b. Data Sources
	Describe key study dates: the start of clinical data collection, end and follow-up, and other key time points.
	7b. Data Sources
	Report key dates (e.g., data collection start/end, follow-up period).
	1
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	7c. Data Sources
	Report on the ethical review status of data sources used
	7c. Data Sources
	Report ethical approval status of data sources.
	0
	-
	Minor amendments
	Item amended

	8a. Study Subjects
	Describe in detail the key information of the research institutions housing the study subjects, including the location and number of research institutions
	8a. Participants
	Detail key information about participating institutions (e.g., locations, number of centers).
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	8b. Study Subjects
	Describe in detail the inclusion and exclusion criteria for the research subjects, as well as the Western medicine diagnostic criteria and the TCM disease-syndrome judgment criteria
	8b. Participants
	Detail participant inclusion/exclusion criteria, including Western medical diagnostic criteria and CM syndrome differentiation criteria.
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	8c. Study Subjects
	Detailed the details of TCM and western medicine diagnosis and treatment received by the research subjects and the control group during the trial
	8c. Participants
	Detail all interventions received by participants during the study.
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	9. Predictive Factors
	Describe or cite all predictor sources (such as academic publications, past models) as well as all predictors (such as consultation information, pulse parameters, tongue parameters, western medicine physical and chemical indicators, etc.) used for the development or validation of multivariable prediction models of TCM disease-syndrome, including measurement tools, methods and time, etc.
	9. Predictors
	Describe sources for predictor identification (literature, prior models). Define predictors (e.g., TCM four diagnostic parameters, modern tongue/pulse features) and their measurement (tools, methods, timing).
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	10. Outcome Indicators
	Define the outcome indicators of the prediction model, and the incidence of end-point events and their definition and measurement methods
	10. Outcomes
	Define the prediction model outcome(s) and endpoint events. Report their incidence.
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	11. Sample Size
	Describe how the sample size is calculated based on factors such as model development and validation methods and elaborate on how the used sample size can answer the research question. Sample size calculations should be detailed.
	11. Sample Size
	Describe sample size determination for model development and validation cohorts, justifying sufficiency. Provide sample size calculation details if applicable.
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	12. Missing Data
	Details how to deal with missing data (such as manual filling, mean / median filling, multiple imputation method, etc.), especially the special processing method of TCM disease syndrome data, and compare the data differences before and after interpolation
	12. Missing Data
	Detail handling of missing data (e.g., manual imputation, mean/median imputation, multiple imputation). Compare data before and after imputation.
	3
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	13a. Data Pre-processing
	Detail the data pre-processing steps, including data cleaning, standardization, normalization, feature engineering, etc.
	13a. Preprocessing
	Detail data preprocessing steps (e.g., cleaning, standardization, normalization).
	3
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	13b. Data Pre-processing
	If applicable, describe how blinding is applied during data annotation and segmentation
	13b. Preprocessing
	If applicable, describe blinding applied during data splitting/labeling.
	3
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	14a. Feature Selection
	Explain the methods of feature selection methods, such as statistical methods, machine learning algorithms, and report the utilized software and version
	14a. Feature Selection
	Specify feature selection method(s) (statistical, ML-based), including software and version used.
	3
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	14b. Feature Selection
	If applicable, describe how artificial bias is reduced during the feature selection process
	14b. Feature Selection
	If applicable, describe steps taken to minimize human bias during feature selection.
	2
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	15. Artificial Intelligence Algorithm
	Detail the artificial intelligence algorithms used (such as decision tree, random forest, support vector machine, neural network, XGBoost, etc.), including the selection reason, model structure, parameter setting, etc.
	15. AI Algorithm
	Detail the AI algorithm(s) used (e.g., decision tree, random forest, neural network), including rationale for choice, model structure, and parameter settings.
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	16. Model Training
	Describe the training process for the model, including the division method of the training and validation sets, cross-validation, hyperparameter tuning, etc.
	16. Model Training
	Describe the model training process (e.g., train/validation split method, cross-validation, hyperparameter tuning).
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	17. Model Evaluation
	Illustrate the methods and indicators of model evaluation and calibration, such as accuracy, sensitivity, specificity, ROC curve, AUC value, F1 score, calibration curve and Brier score etc.
	17. Model Evaluation
	Specify methods and metrics for evaluating model discrimination and calibration (e.g., accuracy, sensitivity, ROC/AUC, F1-score, DCA).
	3
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	18. Risk Stratification
	If risk stratification is performed, explain the reasons for stratification and provide the number and risk thresholds of risk stratification, especially the stratification criteria and methods of TCM disease or syndrome
	18. Risk Stratification
	If applicable, describe the rationale for risk stratification, the number of strata, risk thresholds, and stratification criteria/methods (especially for disease stages/syndrome types).
	3
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	19. Model Validation
	Describe the validation method of the model, including the internal validation and the external validation
	19. Model Validation
	Describe model validation method(s) (internal, external).
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	Section 6: Results

	20a. Study Subjects
	Describe the grouping method of study subjects and the process of inclusion in the study, including the number of study subjects with or without outcome, follow-up, the number and reasons, it is recommended to make a flow chart
	20a. Participants
	Report participant flow (e.g., numbers enrolled, with/without outcome, follow-up status, dropouts/withdrawals with reasons). Use a flowchart if possible.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	20b. Study Subjects
	Characteristics of the study subjects (including demographic data, TCM clinical characteristics and predictors), and the number of study subjects with missing predictors and / or outcome measures (described in the flowchart)
	20b. Participants
	Report participant characteristics (e.g., demographics, CM/Western clinical indicators). Use a table if possible.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	21. Model Building
	State the number of subjects and the number of outcome events for each dataset in the study, such as the numbers recorded during model development, hyperparameter tuning and model evaluation.
	21. Model Development
	Report the number of participants and outcome events in the specific datasets used (e.g., for development, hyperparameter tuning, evaluation).
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	22. Model Structure
	Provide complete details of the prediction model (such as number of features, model building parameters, user interface etc.).
	22. Model Specifications
	Provide full prediction model details to ensure reproducibility (e.g., number of features, model parameters, AI code, API access if applicable).
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	23a. Model Performance
	Report model performance estimates and their confidence intervals, including subgroups. Graph usage is recommended.
	23a. Model Performance
	Report model performance estimates with confidence intervals, including subgroups. Use figures/tables if possible.
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	23b. Model Performance
	Elaborate on differences in performances of the model in evaluating datasets with different cluster characteristics (applicable only if the research involves multiple cluster characteristics, e.g. multiple hospital collection site data or data with multiple syndrome classifications).
	23b. Model Performance
	If multiple clusters/sites/ syndrome datasets are involved, report performance heterogeneity across them.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	24. Model Updating
	If applicable, report the updating results of the model (i.e., the model updating parameters and the model prediction effects), and the comparison results of the updated model with the previous model
	24. Model Updating
	If applicable, report model updating results (updated parameters, performance) and comparison with previous models.
	0
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	Section 7: Discussion

	25. Explanation
	Explain in detail the main results of the study and discuss its relevance with prior similar studies.
	25. Interpretation
	Interpret key results in context, relating them to previous relevant studies.
	2
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	26. Limitations
	Discuss study limitations (such as non-representative samples, insufficient mean events of predicted outcome indicators, missing data, insufficient extrapolation caused by individualized differences, etc.)
	26. Limitations
	Discuss study limitations (e.g., non-representative sample, low outcome event rate, missing data, limited generalizability due to individualization). Suggest mitigation strategies to clarify clinical applicability.
	2
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	27. Significance
	Explain the clinical significance of the study and future research directions, especially the improvement direction of the TCM disease-syndrome prediction model.
	27. Implications
	Discuss clinical implications, next steps for future research, and specifically address the model's applicability and generalizability.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	Section 8: Conclusion

	28. Conclusion
	Summarize the main findings and clinical significance of the study, and make suggestions for clinical practice and future studies, especially the application and promotion of TCM disease-syndrome prediction model.
	28. Conclusion
	Summarize key findings, clinical significance, and provide recommendations for future research, particularly regarding the application and dissemination of the CM disease/syndrome prediction model.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	Section 9: References

	29. References
	Include authoritative literature references in the relevant locations to ensure research credibility and rationality.
	29. References
	Include relevant authoritative references to ensure reliability and rationale. Use consistent citation style.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	Section 10: Other Information

	30. Funding Support
	List the funding projects and institutions that fund this study
	30. Funding
	List funding sources and grant numbers supporting the study.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	31. Author Contributions
	Explain the specific contributions of each author.
	31. Author Contributions
	Specify the contribution(s) of each author.
	2
	-
	Simplify item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	32. Conflict of Interest
	Outline disclosures of interests for the relevant contributors and describe how conflicts of interest are managed.
	32. Conflicts
	Summarize contributors' disclosures and state how conflicts of interest were managed.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	33. Data Sharing Statement
	State how the data is accessible and its availability.
	33. Data Availability
	State data availability (e.g., repository, access conditions) or reasons for restricted access.
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended

	Section 11: Appendix (if applicable)

	34. Appendix
	Provide description of machine learning algorithm, code snippets or “falsified” artificial data, and additional charts, etc.
	34. Appendix
	Provide supplementary material essential for reproducibility/understanding (e.g., detailed ML algorithm descriptions, code, synthetic "falsified" data if real data cannot be shared, additional figures/tables).
	0
	-
	Refine item based on consensus with expert panel and core working group during consensus meeting
	Item amended





Table S9. Delphi Expert Panel Composition
	Name
	Affiliation
	Country/Region

	Jianjun Yan
	East China University of Science and Technology
	China (Mainland) 

	Xuejuan Lin
	Fujian University of Traditional Chinese Medicine
	China (Mainland) 

	Kangkai Biao
	Gansu Provincial Hospital of Traditional Chinese Medicine
	China (Mainland) 

	Xia Yu
	Gansu University of Traditional Chinese Medicine
	China (Mainland) 

	Aimin Gong
	Hainan Medical University
	China (Mainland) 

	Kai Li
	Hangzhou Medical College
	China (Mainland) 

	Na Li
	Hubei University of Chinese Medicine
	China (Mainland) 

	Yulong Xu
	Hubei University of Chinese Medicine
	China (Mainland) 

	Zhitong Bing
	Institute of Modern Physics, Chinese Academy of Sciences
	China (Mainland) 

	Long Ge
	Lanzhou University
	China (Mainland) 

	Xiuxia Li
	Lanzhou University
	China (Mainland) 

	Xuping Song
	Lanzhou University
	China (Mainland) 

	Yangqin Xun
	Peking University
	China (Mainland) 

	Hua Zhang
	Shanghai Shuguang Hospital
	China (Mainland) 

	Wenru Shang
	Shanghai Sixth People's Hospital
	China (Mainland) 

	Yujie Xiong
	Shanghai University of Engineering Science
	China (Mainland) 

	Fufeng Li
	Shanghai University of Traditional Chinese Medicine
	China (Mainland) 

	Haixia Yan
	Shanghai University of Traditional Chinese Medicine
	China (Mainland) 

	Jin Xu
	Shanghai University of Traditional Chinese Medicine
	China (Mainland) 

	Rui Guo
	Shanghai University of Traditional Chinese Medicine
	China (Mainland) 

	Peijing Yan
	Sichuan Provincial People's Hospital
	China (Mainland) 

	Nina Dela Cruz
	The University of Melbourne
	China (Mainland) 

	Yonggang Zhang
	West China Hospital, Sichuan University
	China (Mainland) 

	Lun Li
	Xiangya Hospital, Central South University
	China (Mainland) 

	Jingyun Zhang
	Zhejiang University
	China (Mainland) 

	Liang Tian
	Hong Kong Baptist University
	Hong Kong SAR, China

	Lianwen Zhang
	The Hong Kong University of Science and Technology
	Hong Kong SAR, China

	Xian Yang
	The University of Manchester
	United Kingdom


*Note: Three panelists wish to remain anonymous.


