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Foreword

This document is developed in accordance with the technical procedures and rules established by the
Standardization Working Committee of the World Federation of Acupuncture-Moxibustion Societies.

This document is endorsed and published by the World Federation of Acupuncture-Moxibustion Soci-

eties.

The drafting organization of this document: Institute of Basic Research in Clinical Medicine, China
Academy of Chinese Medical Sciences; Institute of Acupuncture and Moxibustion Research, China
Academy of Chinese Medical Sciences;Shenzhen Hospital of Traditional Chinese Medicine.

Members of the drafting panel of this document: Jia Liu, Hai-bo Yu, Bao-yan Liu, Li-yun He,
Xiao-dong Wu, Chao Wang, Xiao-hui Zhan, Jia-ping Wu, Xing-xian Huang, Xu-giang Wei,
Yuan-yuan Zhuo, Shao-hong Li, Jin-huan Zhang. Wei-ying Chen. Yu-hai He, Yan-ke Ai, Xiao-ying
Lv, Hong-jiao Li, Lin Luo, Qi-zhen Wang, Xue Cao, Xiang-ran Meng, Ming-lin Sun, Hui Deng,
Li-hong Yue., Xin Wang., Zheng-li Long, Jia-jia Zhang, Tian-yi Zhao, Yi-fan Bai, Yan Zhang, Rui-jie
Sun, Yu-kun Tian, Xin-yi Liu.

Members of the expert committee of this document:. Li-xing Lao (USA) ., Zhao-xiang Bian (China),
Fan-rong Liang(China), Yi-ming Li(Switzerland), Cun-zhi Liu(China), Wei-dong Yu(Canada), Amir
Hooman Kazemi(lran), Sanghoon Lee(Korea), Ken Chen(China), Zhi-shun Liu(China), Ji-ping Zhao
(China) , Hong Xu(China), Xing-fang Liu(China), Kai Qi(China), Jing-jing Wang(China), Ze-lin Chen
(China) , Xiao-chun Yu(China), Hong Zhao(China).

The development of this document is funded by the National Key Research and Development Program
of the Ministry of Science and Technology of the People’s Republic of China, under the project De-
velopment of International Clinical Guidelines, Technical Operation Specifications and Service Stand-
ards for Acupuncture & Moxibustion (No. 2019YFC1712200) and its sub-project International
Standards Research on Clinical Research and Service of Acupuncture-Moxibustion
(2019YFC1712205) ; Science and Technology Innovation Project, CACMS, Research on Key Technolo-
gies of Real-World Clinical Evaluation and Data Governance Analysis Based on Disease Research
(CI2021A00702-02 ), and Registry Study of TCM Real World Study on Efficacy Evaluation
(CI2021A05408).

Please note that some of the contents of this document may involve patents. The issuing
organization of this document does not assume the responsibility for identifying patents.
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Introduction

The clinical research evidence of acupuncture-moxibustion is related to the widespread application,
development and policy formulation all over the world. For a long period, Good Clinical Practice
(GCP)' provided support for evidence quality level of drugs and guideline for researchers. The
basic requirements are applicable to acupuncture-moxibustion clinical research, but due to the speci-
ficity of acupuncture-moxibustion and the difference of research purpose, it is not entirely appropri-
ate. It is necessary to finalize good clinical practice to require acupuncture-moxibustion clinical re-
search.

The purpose of this document is to regulate the organization and management of clinical research on
acupuncture and moxibustion, the protection of the rights and interests of research subjects, re-
search design, requirements of clinical research program, international implementation. etc., to en-
sure the quality of acupuncture and moxibustion clinical research and the recognition of evidence.
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Good clinical practice of acupuncture and
moxibustion research

1 Scope

This document specifies the key technical and administrative requirements for the clinical study of

acupuncture-moxibustion.

This document is suitable for researchers and medical workers to carry out clinical research on acu-

puncture-moxibustion, and can also provide reference for assessment and management agencies.

2 Normative references

The content of following documents constitutes an essential provision of this document by means of
normative references in the text. For dated references., only the edition corresponding to that date
applies. For undated references, the latest edition of the referenced document (including any amend-

ments) applies.

T/CAAM 0007—2022, Guideline for registry of acupuncture and moxibustion clinical research

3 Terms and definitions

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

3.1

clinical study of acupuncture-moxibustion

Research conducted on human subjects that purpose to discover or confirm the clinical efficacy of an
acupuncture-moxibustion therapy; and/or to determineadverse reactions, safety and/or effectiveness of

an acupuncture-moxibustion therapy.

3.2

manipulator of acupuncture-moxibustion

The person who implements acupuncture-moxibustion measures in acupuncture-moxibustion clinical

research.
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3.3

efficacy
The maximum expected effect of the intervention under ideal conditions.

NOTE Effecacy emphasizes the role of intervention under ideal conditions purpose. Effectiveness reflects the net effect

of the intervention.

34

effectiveness
The magnitude of the intervention’s effect under actual conditions.

NOTE Effectiveness is the combined result of efficacy and conditions and levels of medical services.

3.5
real world study; RWS

Scientific research activities conducted under routine medical conditions using information generated

in the course of daily medical practice.

3.6

multi-regional clinical trials;MRCT

Clinical trials conducted by multiregion researchers in multiple clinical trial centers in different coun-

tries or regions with the same protocol.

4 Organization and management

4.1 Sponsor

Acupuncture-moxibustion clinical research may be initiated by government agencies, universities,
scientific research institutes, medical institutions, and social organizations. The sponsor should de-
termine the research project in the form of a scientific research project proposal and propose the
purpose of acupuncture-moxibustion clinical research. The sponsor also undertakes the
responsibilities of organizing and appointed principle researcher, approving research budgets, provi-

ding research funding, monitoring research progress, evaluating research results, etc..
4.2 Research process

Acupuncture-moxibustion clinical research generally includes:
2
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a) project determination;

b) research team formation;

¢) research design. research plan formulation;

d) ethical review;

e) clinical trial registry;

f)  research implementation and quality control;

g) data management or data governance;

h) statistical analysis;

i) research report writing and publishing;

i) data concurrent and sharing;

k) research summary and document management.

4.3 Multi-center management

For multi-center acupuncture-moxibustion clinical research, a clinical research unit with relevant
qualifications could be selected as a sub-center according to the research purpose and research con-
tent. As a sub-center, the research unit should provide corresponding research conditions, organize
research training, take necessary measures to ensure research quality, and complete research tasks
as promised. Specialized personnel are responsible for coordinating all centers, conducting technical
management, quality supervision, coordinating tasks and organizing training. MRCT should meet the
local scientific research requirements, and corresponding measures should be taken according to the
impact of different languages and cultures on the research quality.

4.4 Contract management

Clinical collaboration activities should be in the form of contracts/agreements with legal effects,
through the confirmation of the relevant institutions and the person in charge of research to clarify
the research tasks, rights and obligations, and funding allocation of each party. The contract/agree-
ment should be archived.

4.5 Fund management

Research funding should be dedicated, and the content of funding management included in the clinical
3
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cooperation agreement should comply with relevant national policies and regulations, and the
financial management requirements for the budget and implementation of the project funds. The fi-
nancial staff should routinely manage and record the use of funding. It should finish the required fi-
nancial audit at the end of the study.

4.6 Archives management

All data (such as video, images, sound recordings, texts, electronic documents, etc.) generated in
clinical acupuncture-moxibustion research should be numbered and stored in separated file cabinets.
It shall be kept and managed by specially assigned person; it shall actively accept the inspection of
quality control department. The original data files of acupuncture-moxibustion clinical research shall
be allowed to be inspected directly by the relevant supervisors, inspectors, members of the ethics
committee and management departments. At the end of the study, all data should be kept for at least

5 years.
4.7 Intellectual property management

The intellectual property rights related to patents, papers, scientific and technological achievements
that may form in the clinical study of acupuncture-moxibustion should be clearly stipulated before the
start of the study, including the holders, authors, coauthors, correspondence authors and authors

ranking principles, and related documents should be signed.

5 Protection of rights and interests of research objects

5.1 Ethics principle

Acupuncture-moxibustion clinical research should conform to the basic principles of clinical research
ethics and medical ethics in the declaration of Helsinki issued by the world medical congress'?', and
strive to maximize the benefits and avoid harm to the research objects on the premise of justice and

respect for personality.
5.2 Independent ethics committee (IEC)

The acupuncture-moxibustion clinical research plan shall be reviewed and approved by the ethics
committee. The ethics committee shall be composed of more than 5 members, including members of
medicine,non medicine, law and other units, and shall have members of different genders. The re-
view of acupuncture-moxibustion clinical research protocols should be attended by acupuncture-

moxibustion professionals or independent acupuncture-moxibustion consultants.
5.3 Research implementation and revision

Acupuncture-moxibustion clinical research should be implemented only after obtaining the approval
4
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of the ethics committee. In the implementation process, the revised research plan should be submit-
ted in time in accordance with the requirements of the ethics committee, and serious adverse events

should be reported to the ethics committee and project leader department.
5.4 Informed consent

Provide written informed consent signed by the research subject, which should meet the general re-
quirements of the informed consent, and explain the alternative treatments and procedures or
processes that may be available; research subjects can refuse to participate in the study or withdraw
from the study at any time without being penalized or losing treatment they would have received.

5.5 Ethics of real world study

Real world study using clinical medical record information and related database materials should also
be reviewed and approved by the ethics committee. The content and form of the patient’s informed
consent should conforming the medical ethics requirements. Special attention should be paid to the
protection of patient privacy and intellectual property rights of medical information.

5.6 Ethics of international multicenter clinical trials

For international multicenter clinical trials, a joint ethical review mechanism should be established,
which requires the approval of the ethics committee of the center as well as the ethics committee of
the location, and the respective review responsibilities should be clearly defined. The local ethics
committee should fully consider all influencing factors to ensure that the subjects meet the ethical re-

quirements and avoid double standards between different countries or regions.

6 Research design

6.1 Content of research design

The design of acupuncture-moxibustion clinical research mainly includes medical design, statistical
design, ethical design and management design. According to the characteristics of acupuncture-mox-
ibustion clinical research, there should be special analysis and control measures for the compliance of

researchers and research subjects and various biases that may arise.
6.2 Purpose

The medical design of acupuncture-moxibustion clinical research should clarify the research purpose
and clinical practical questions to be solved. Pilot study should be conducted and the research team
should accumulate the research experience. Based on the present evidence and purpose to set up sci-
entific, feasible clinical research hypothesis.

(S
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6.3 Methodology

The clinical research of acupuncture-moxibustion should adopt a step-by-step research method. Ac-
cording to the maturity of the acupuncture-moxibustion intervention program, acupuncture-moxi-
bustion clinical research is divided into the clinical discovery phase, the optimization and improve-
ment phase, the verification phase, the clinical promotion application and re-evaluation stage of the
intervention program.

The design of clinical research at each stage should establish appropriate research objectives and re-
search hypotheses according to the specific conditions of clinical research elements such as interven-
tion measures, intervention effects, intervention targets, other existing standardized intervention
methods, and environmental factors in clinical research. A reasonable and appropriate design should
be carefully selected based on factors such as acupoints or stimulation sites, stimulation methods,
and human conditions that affect the effects of acupuncture-moxibustion. The description of acu-
puncture-moxibustion intervention should clearly describe the method of acupoints locating, the op-
eration technique and the standard of instruments. International, national or industry standards
should be adopted preferentially. The intervention measures of the control group should also provide
specific methods, selection basis, and sources. For the control method to be used as “sham acu-
puncture-moxibustion” or “placebo acupuncture-moxibustion”, a small sample of clinical pre-experi-
ments can be used to confirm its preset control effect. Internationally or nationally recognized effica-
cy evaluation indicators should be adapted.

6.4 Statistical analysis

Statistical design should first select evaluation indicators that can accurately reflect the clinical
effect, are of great importance. can be quantified and measured, and are recognized in the profes-
sional field. A detailed plan for the implementation of the assessor’s blind method should be formula-
ted. Appropriate data acquisition and management methods should be selected according to acupunc-
ture-moxibustion clinical research. The statistical analysis plan should be made, and the design of
subgroup analysis should be planed in advance. Factors such as the implementation of acupuncture
operation, the dynamics of acupuncture points or stimulation sites, sensitization characteristics, the
correlation between acupuncture effects and human body status should be fully considered on the de-
sign type, sample size and evaluation indicators.

The method of sample size estimation should be clarified, and the determination of pretest sample
size can be considered in four aspects: feasibility, precision, sum of trials, sum sample size and
standard effect size of interventions. For the estimation of sample size of international multicenter
clinical trials, factors such as the regulatory system of each region, compliance with statistical re-
quirements, epidemiological characteristics of the disease and representativeness of sample
selection should be considered. Appropriate data acquisition and management methods should be se-
lected according to the clinical research stage of acupuncture-moxibustion. For real world study,
data collection conditions or platforms and data collection standards should be clearly defined, and
full consideration should be given to reducing and controlling bias.
6
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6.5 Ethics

The ethical design should be based on the requirements that the rights and interests of the research
object can be fully guaranteed. and the clinical research can be carried out effectively, and the bene-
fits and potential risks of the research object should be analyzed in depth. Measures should be taken
to deal with the possible accidents such as acupuncture-moxibustion in dangerous areas and prepare
corresponding treatment plans. According to the characteristics of the population in clinical research
of acupuncture-moxibustion at different stages, the corresponding informed consent should be draf-
ted. The informed consent form should be localized to the characteristics of the population in differ-

ent regions to protect the rights of the subjects.

6.6 Management

In the design of clinical research management, should formulate reliable and effective management
measures for the specific reasons that affect compliance, and minimize case shedding; make detailed
plans for the management, training and actual mastery level of researchers, operators and index
evaluators, and assure the consistency evaluation of training effect; develop standardized operating
procedures for clinical implementation of acupuncture-moxibustion, and have clinical quality monito-

ring measures to ensure the expected effects of group-level clinical intervention.

Acupuncture-moxibustion is a complex intervention process of doctor-patient interaction. In the
management design, the influence of the interaction between the researcher and the research object
on the clinical research results of acupuncture-moxibustion should be carefully analyzed, and corre-
sponding management measures should be formulated to ensure the comparable baseline of the re-

search and the reliability of the research results.

7 Clinical research program

7.1 Protocol

The acupuncture-moxibustion clinical research protocol is the basis for acupuncture-moxibustion
clinical research training, implementation and quality control, supervision and inspection, as well as
acupuncture-moxibustion clinical research information disclosure. It should be drafted by the research
director on the basis of the research objectives and research contents jointly agreed by the research

director and the research sponsor, and implemented after being approved by the ethics committee.

During the research, if needed research protocol could be changed. Major changes must be approved
by the ETHICS committee before implementation, and the revised proposal should be put on record

with the research sponsor.



WFAS 009.1—2023

7.2 Protocol registration

The acupuncture-moxibustion clinical research protocol should be registered in public trial
registration platform, and publish the purpose. design and main content. It was suggested to pub-
lished registered trial protocol in publications for the clinical research transparency. Protocol registra-
tion requirement should accord with T/CAAM 0007—2022.

7.3 Content of protocol
The basic contents of the clinical research protocol for acupuncture-moxibustion are as follows,

which can be appropriately adjusted according to the research scale, research purpose, and require-
ments of the project-initiating department:

research topics;

® names and qualifications of research sponsors, research leaders, research undertaking units, sta-
tistical units and their heads, data management units and their heads, monitoring units and their
heads, researchers, research sites;

® research abstracts;

® research background;

® research purpose;

® research design types;

® sample size and calculation basis;

® research objects;

® intervention measures/exposure factors and control measures/combined treatment;

e evaluation indicators (main evaluation indicators and secondary evaluation indicators) and evalu-

ation methods;

e methods for monitoring, registering and processing adverse events;

e research flow chart;

® observation period, follow-up time, and measures to ensure compliance of the study subject;

criteria for completing or suspending research;
8
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e quality assurance and quality control;

e data management plan;

e statistical analysis plan;

® measures to protect the rights and interests of the research object;

e references.

7.4 Research handbook

Acupuncture-moxibustion clinical research should formulate a researcher’s work handbook and re-

search object handbook. The researcher’s handbook is a compilation of research and training pro-

grams, as well as relevant clinical and nonclinical data in clinical research. The research object hand-
book is to introduce and explain to the research object about the basic situation of participating in
clinical research, the content of participation, and the obligations and rights of the research object.

7.5 Handbook for researchers

The researcher’s handbook shall contain at least the following:

® version number and application period;

® research background;

® purpose and contents;

® research task division and contact information;

e filling instructions and standard operating procedures (SOPs) for various types of record files,
such as: (D study case report form (Case Report Form, CRF) SOP (including indicators and ter-
minology explanation, etc.), @ instructions SOP for filling in the subject’s diary card and scale;

e operation specifications (SOPs), such as: () SOP for operation(including video, image, docu-
ment and other information of acupuncture-moxibustion operation and instrument operation) .,
@ SOP for quality control, @ SOP for specimen management (including specimen detection,
transportation, etc.);

® training and assessment arrangements for insvestigators and list of multimedia training materials;

e attachment, such as: (D training materials (multimedia), @ references.
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7.6 Handbook for research subjects

The handbook for research subjects contains at least the following:

research background;
e introduction of research contents, benefit and risk of research subjects;
e the rights and obligations of the research object;

e attachment: (D informed consent, Q) research diary, @ popular science knowledge related to the
research.

8 Qualifications and duties of related personnel

8.1 Composition of research group

Acupuncture-moxibustion clinical research related personnel generally include principle linvestigator,
research secretary, research assistant, clinical researcher, manipulator of acupuncture-moxibustion,
outcome assessor, statistical analysis personnel, quality management personnel, data management
personnel, and financial staff and research management personnel.

8.2 Basic requirement of researchers

Researchers in acupuncture and moxibustion clinical research should have basic scientific research lit-
eracy, rigorous attitude, high sense of responsibility, and the spirit of seeking and get systematic
training of rresearch methods. Corresponding qualifications should be obtained.

8.3 Professional qualification and permission

All types of personnel participating in the research should have corresponding professional and tech-
nical titles and qualifications, obtain the consent of the unit they work in, sign a due diligence letter
of scientific research integrity, and ensure that there is sufficient time to complete the research task
within the time limit specified in the program, receive special training in the research program and
pass the assessment, and ensure that they are carried out in accordance with the program.

8.4 Principle investigator

Principle linvestigatorresearcher (Pl) is the primary person responsible for acupuncture-moxibustion

clinical research, who is responsible for the research purpose, the determination of the research

content, and the formulation of the research design and research plan. Pl is responsible for the budg-

et and execution of research funding and related rewards. Institutions and researchers undertaking
10
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clinical research shall be responsible for the examination and approval of their qualifications and con-
ditions. After obtaining the approval of the research sponsor and ethics committee, Pl is responsible
for the implementation of the research plan and quality assurance and responsible for drafting and
publishing the research report. Pl may select qualified personnel to serve as the research secretary.
Research secretary conducts relevant text and liaison work in accordance with the requirements of
Pl. Pl may hire research assistants as required. The research assistant is entrusted by Pl to manage
the related work. A multicenter, larger clinical study of acupuncture-moxibustion may establish a

project office led by Pl to assist in project management.

8.5 Clinical researchers

Clinical researchers shall be responsible for the on-site implementation of acupuncture-moxibustion
clinical research. They shall carry out the study in strict accordance with the study plan, ensure the
quality of the study, and deal with all kinds of adverse events and complications in a timely manner.
For serious adverse events and serious complications, should be reported to the department. The re-
searchers shall be responsible for the true, accurate, complete, timely, and lawful entry of study da-

ta into medical records and case reports.

8.6 Manipulator of acupuncture-moxibustion

Manipulator of acupuncture-moxibustion is clinical operators selected according to research require-
ment. They shall be trained and qualified., registered and filed by the research office, to assure they
could be familiar with procedures of acupuncture-moxibustion operation, and they should accept the
consistency inspection of operation effect organized by Pl. Manipulators of acupuncture-moxibustion

should be permanent, and any new manipulator should be retrained and filed.

8.7 Outcome assessor

The outcome assessor shall be a person who does not participate in the acupuncture-moxibustion op-
eration and grouping who should also has relevant professional qualifications. Outcome assessor
should adhere to the principles of fairness, standardization, science and rigor, and should not take

the initiative to understand the grouping of clinical studies to ensure the authenticity and accuracy.

8.8 Data management personnel

Data management personnels include data administrators, programmers, medical coders, and entry
personnel, etc.They are selected and recruited by research sponsors who can be third-party profes-
sional group. The data management personnel shall be responsible for data management and
guarantee the quality of data in accordance with the corresponding operating procedures and operat-

ing specifications.
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8.9 Statistical analysis personnel

Statistical analysis personnel shall be professional biostatisticians, clinical epidemiologists, or per-
sonnel trained in systematic statistical methods, and shall be selected by Pl. Statistical analysis per-
sonnel plays an important role in the design of clinical research, the formulation of clinical research
statistical plans, statistical analysis of data. and the selection of data charts in clinical research re-

ports.

8.10 Financial staff

The financial personnel of clinical research shall be the financial and accounting personnel of the clini-
cal research undertaking unit, whose responsibility is to assist the Pl to ensure the fund budget of
clinical research, assist the fund implementation in accordance with the requirements of the research
assignment and the regulations and systems of the research fund management of the state or

relevant departments, and assist in the fund report and audit work when the project is concluded.

8.11 Research management personnel

The research management personnel shall be staffed by the relevant scientific research management
departments of the clinical research undertaking unit. Their duties are to assist the research leaders in
organizing and coordinating. directing and supervising the implementation of clinical research in ac-
cordance with relevant regulations, and supervising the reasonable compliance of research funding
use and release and exchange of research results, and assist and supervise the communication and

coordination between the clinical research team and the relevant departments of the undertaking unit.

8.12 Monitor

Units undertaking clinical research should have independent monitors. They should have a high sense
of responsibility, and strictly follow the audit plan and operating procedures to conduct an audit of
all the included research subjects, and focus on the authenticity, standardization and compliance of
the implementation of the acupuncture-moxibustion clinical research; written report should be sub-

mitted to Pl and actively accepts inspections.

8.13 Auditor

Auditor can be appointed or designated by the research sponsoring organization, and is responsible
for conducting a systematic inspection of the qualifications, training, and implementation of clinical
research personnel to evaluate whether the research conforms to the design plan, standard operating
procedures, and relevant regulations. Carry out research on whether the data is recorded in a timely,
authentic, accurate and complete manner, and be responsible for evaluating the work of the inspec-

tors.
12
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8.14 Inspector

The research sponsoring organization may organize inspectors to conduct comprehensive or focused
inspection, evaluation, and guidance of the entire clinical research work. A written document shall

be formed after each inspection and submitted to the research sponsoring department and PI.

9 AQuality management

9.1 Purpose of quality control

The purpose of quality management of acupuncture and moxibustion clinical research is to improve
the quality of acupuncture and moxibustion clinical research by formulating and implementing quality
control plans and reporting plans for the implementation, data generation, recording and
management of the research operation covering the process, and to verify the relevant operational

techniques and activities in the research process according to quality requirements.

9.2 Training

Training is a key link in the clinical quality assurance of acupuncture-moxibustion clinical research.
For clinical intervention operation, on-site training should be organized for all researchers and manip-
ulators of acupuncture-moxibustion. Detailed operation training materials should be developed to en-

sure operation consistency, including video, images and other forms.

9.3 Content of quality control

Clinical research of acupuncture and moxibustion can set up a four-level quality control system of in-
ternal quality control, monitoring, auditing and inspection, and the level should be selected
according to the research scale. The main contents of quality management include the examination of
ethical data in the research process, the audit of the implementation of the inclusion criteria, the se-
lection and development of the integrity, consistency, timeliness and accuracy evaluation tools of
operations and records. It also includes reviewing the qualifications of acupuncture operators and in-
dex evaluators, assessing the operators’ compliance with the program, checking the authenticity of
the study objects, clarifying the preservation form of research files, and ensuring the traceability of
research data. For real-world acupuncture clinical research, corresponding data collection forms,
processes and quality control measures should be established according to different data sources,
key fields of data extraction should be defined, data extraction templates should be established, data
link rules should be established, and data cleaning rules should be formed to ensure the integrity, ac-

curacy and timeliness of clinical data.
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10 Data management and statistical analysis

10.1 Data management method

Acupuncture-moxibustion clinical research should choose the appropriate data management method
according to the research purpose and design scheme to ensure the reliability, integrity and accuracy
of data.

10.2 Data authenticity

Data management shall be carried out throughout the clinical research. In order to ensure the authen-
ticity of the data cleaning process and the traceability of the data, all documents in the data cleaning
process shall be archived.

10.3 Objectivity of data management

In order to ensure better implementation of blinding in acupuncture clinical research, especially large
multi-center studies, it is recommended to adopt reasonable randomization scheme and third-party

data management to make clinical research results objective and fair.
10.4 Usage of computer system

When the computer system is used in acupuncture and moxibustion clinical research, the safety, sta-
bility and reliability of the system itself and the operating environment should be ensured. System
operating personnel should be trained and qualified accordingly. The computer system should have at
least basic functions such as permission management. trace checking., and data backup. In order to
study the data exchange and in-depth utilization, the database design should follow the relevant in-

ternational, domestic and industrial data and terminology standards.
10.5 Statistical analysis plan

The statistical analysis plan, including specific analysis indicators and statistical analysis methods,
should be developed in advance in the research program design stage in a formal document style. Ap-
propriate and standardized statistical analysis methods should be selected according to the research

purpose and data characteristics. If the plan changes, reasons should be given.

For real world study, should control bias and apply proper data mining methods based on the charac-

teristics of real world data.

For international multi-center clinical studies., the overall research data should be summarized and an-
alyzed, and also focus on the effectiveness and safety among different regional populations.
14
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11 Clinical research report

11.1 Authenticity of research report

After the clinical research of all acupuncture-moxibustion is completed, a clinical research report
should be written, regardless of whether the research results are positive or negative, and whether
the clinical research is completed as planned or whether the research purpose is achieved. It should
clearly report the authenticity of the results and the reliability of the conclusions.

11.2 Submission

All acupuncture-moxibustion clinical research reports shall be provided to the research sponsor, rele-
vant management departments. clinical institutions participating in the research, ethics committee.
etc.. Acupuncture-moxibustion clinical research report is an important basis for project conclusione,

results identification, promotion and application, and research paper publication.

11.3 Publicity

All registered acupuncture-moxibustion clinical research is encouraged, and the summary of the re-
search results and conclusions will be published in the registration department at an appropriate
time; after the acupuncture-moxibustion clinical research funded by the government department is
finished, the original database should be compiled and submitted to the designated department ac-
cording to relevant regulations for verification, data sharing and reuse. After the completion of re-
search, the original database should be submitted to designated department in accordance with rele-

vant regulations for verification, data sharing and reuse.

11.4 Publication

Publication of research results and conclusions is encouraged. When research paperis published, it
should strictly abide by relevant laws. regulations and academic ethics regulations. When publishing
acupuncture-moxibustion clinical research papers. the registration humber delegated by registration
platform should be indicated.

11.5 Research report

Research report should be consistent with the study protocol published at the time of study registra-

tion and protocol publication, including the following contents:

e title: reflect the type of study design, the study object and the main intervention measures;

® introduction: research background, research necessity. research purpose and clinical problems to

be solved;
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basic research information: PI, research code, project funding source, research duration, re-
search units, research group members, and registration information;

ethics approval: information on ethics approval institutions, ethics approval time, and ethics ap-
proval number;

study design: study type, study object (inclusion criteria, exclusion criteria, suspension crite-
ria), control group setting method, sample content estimation basis, intervention measures,
evaluation indicators, data management, quality control. statistical processing. etc.;

research results. baseline data, demographic data, main indicators, secondary indicators, safety
analysis;

research conclusions: according to the research results, while comprehensively analyzing similar
studies, the research conclusions should be presented cautiously and objectively, and the
research objectives and clinical guiding significance should be answered. At the same time, the
existing deficiencies in the research and further research plans should be expounded appropriately.

Adjust the corresponding report content according to the type of clinical research.

11.6 Report style and requirement

When writing an acupuncture-moxibustion clinical research report, the following specifications

should be consulted according to different research types.

Standards for Reporting Interventions in Clinical Trials of Acupuncture: STRICTA; Extending the
CONSORT Statement to Moxibustion: STRICTA (2010).

Consolidated Standard of Reporting Trials: CONSORT statement.

Quality of Reporting of Meta-analyses: QUOROM statement.

Preferred Reporting Items for Systematic Reviews and Meta-Analyses: PRISMA statement.

Transparent reporting of evaluations with nonrandomized designs: TREND statement.

Strengthening the Reporting of Observational Studies in Epidemiology: STROBE statement.

Meta-analysis of observational studies in epidemiology: MOOSE statement.

Standards for the Reporting of Diagnostic accuracy studies: STARD statement.

Strengthening the Reporting of Genetic Associations: STREGA statement.
16
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® Reporting specifications for observational studies based on real-world data: the RECORD state-
ment, STaRT-RWE .

® Reporting specifications for case series studies: the Reference STROBE statement.

® Reporting norms for case reports: CARE.

When assessing the quality of evidence for clinical research in acupuncture-moxibustion, the follow-
ing evaluation tools should be referred to according to the different types of studies.

e (Quality evaluation criteria for randomized controlled clinical trials: Cochrane RoB, modified Jadad
scale, CASP, CONSORT.

e (Quality evaluation criteria for systematic evaluation and meta-analysis: AMSTAR 2, GRADE.

® Quality evaluation criteria for studies with non-randomized designs: MINORS entries, Reisch

evaluation tool.

e (Quality evaluation criteria for observational epidemiological studies: NOS scale, CASP inventory,
JBI criteria, AHRQ, Combie.

e (Quality evaluation criteria for diagnostic accuracy studies: QUADAS tool, CASP inventory.

e (Quality evaluation criteria for observational studies based on real-world data: reference ArRoWs,
MINORS, ROBINS-1.

e (Quality assessment criteria for case series studies: NICE, JBI, IHE.

e (Quality assessment criteria for case reports: JBI.
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