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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, Chao Wang, Hai-bo Yu, Bao-yan Liu, Li-yun
He, Xiao-dong Wu, 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

Registry study is an organized system for one or more predetermined scientific, clinical, or policy
purposes, uses data collected uniformly by observational research methods to assess the specific
outcome'" of a particular disease. condition. or exposed population. This document is formulated in
accordance with Good Clinical Practice of Acupuncture-moxibustion Research Management™ and rel-
evant international rules for clinical trials, based on the principles of the Declaration of Helsinki™’

relevant ethical requirements.

The purpose of this document is to ensure the standardization of the acupuncture-moxibustion case
registration research process and the credibility of the research results, and to protect the rights and
safety of the research subjects, which providing guidelines for the entire process of design, organi-
zation. organization implementation, monitoring, inspection, documentation, analysis, summary,

reporting and evaluation.
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Guideline for registry study on acupuncture and
moxibustion clinical

1 Scope

This document provides the key techniques and management requirements for the whole process of
acupuncture-moxibutsion registry study.

This document is intended for use by researchers, subjects, quality management personnel,

platform developers and other personnel who carry out acupuncture-moxibutsion clinical research
using the registration model.

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 0006—2022, Guidelines of quality assessment for clinical trials of acupuncture-moxibustion
in the real world

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

T/CAAM 0009—2022, Guidelines of data management specification in clinical trials of acupuncture-
moxibustion in the real world

T/CACM 1371.4—2021, Technical specifications for real-world studies of traditional Chinese medi-
cine—Ethical review

3 Terms and definitions

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

3.1
registry

A systematic study that uses primarily observational design to gather data uniformly for assessing a
1
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specific disease. condition, or exposed population outcome with intended scientific, clinical, or pol-
icy purposes.

3.2
registry study on acupuncture-moxibustion

Taking acupuncture-moxibustion as the therapy, adopting real world clinical study design, registry
study on acupuncture-moxibustion uses the case registry style to collect data and program manage-
ment, in order to evaluate the safety, clinical efficacy and cost-effectiveness of acupuncture-moxi-
bustion therapy or devices in real clinical practice, describe the application situation and evaluate the
quality of service.

4 Establishment of registry study

4.1 Research purpose and hypothesis

To carry out registry study on acupuncture-moxibustion, the main clinical issues should firstly be
clarified and scientific hypotheses for research should be built. The purpose of registry study on acu-
puncture-moxibustion including but not limited to evaluate the safety or effectiveness of
acupuncture therapy or acupuncture apparatus, describe the application, and evaluate the quality or
capability of service.

4.2 Selection of research method

The design of registry study on acupuncture-moxibustion should be based on the clinical questions,
according to the study purpose and the real-world research environment. Research methods include
but are not limited to observational studies, such as traditional cohort studies, case-control studies,
nested case-control studies, case-cohort studies, cross-sectional studies, as well as registrie-based

randomized controlled trials and complex data mining.
4.3 Study protocol

Registry study on acupuncture-moxibustion scheme is the basis for implementation and management.
It should be clear, detailed and executable. The contents include but are not limited to: title, re-
search site, research purpose, research population, intervention methods, outcome indicators and
their measurement methods, research period, data collection methods and instruction of data plat-

form.
4.4 Quality management

Establish a planned systematic quality management for specific projects to ensure that the implemen-
tation of registry study on acupuncture-moxibustion and data collection process are consistent with
2
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the program. For details, see T/CAAM 0006—2022.
4.5 Data management

Data management of registry study on acupuncture-moxibustion is in line with traditional clinical trial
data management principles. For details, see T/CAAM 0009—2022. Case registration data can be
used as previous data. In data extraction, attention should be paid to completeness, standardization,
accuracy and traceability, and sensitive information should be desensitized. For prospective data col-
lection, data collection elements should be determined, and attention should be paid to the timeli-
ness, completeness, standardization, accuracy and traceability of data. Unified data specification
and operation standard should be established for multi-source heterogeneous data processing, and
the data should be merged after standardized processing.

4.6 Ethics consideration

Registry study on acupuncture-moxibustion follows the ethical principle of “human as object”, multi-
center and cross-regional ethical review and acupuncture safety should be focused on, and informed
consent should be given by participants, patients and data providers. For real-world retrospective
studies (where data has been obtained), an application for exemption of informed consent may be
made taking into account compliance reasonableness; for real world prospective research (future da-
ta), the methods of universal informed consent and conventional informed consent can be adopted.
For details, see T/CACM 1371.4—2021.

4.7 Transparency
The research plan should be registered and published on the clinical research platform of acupuncture-

moxibustion. The research progress and process shall be made public and subject to supervision and
inspection. For details, please refer to T/CAAM 0007—2022.

5 Implementation of registry study

5.1 Database construction

Registry study on acupuncture-moxibustion can create a new database, or use the existing data plat-
form to build a database. If the existing data platform is selected, it should be ensured that it con-
forms to the purpose and content of the study, and can provide data protection, data storage. data

movement, and data verification guarantees.
5.2 Registry recruitment
Recruitment includes the recruitment of medical institutions/research centers, doctors/researchers,

patients/subjects. Recruitment plans should be formulated before the start of registration, and
3
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should include recruitment conditions, recruitment methods, recruitment forms, recruitment
processes. etc. The medical institutions/research centers and doctors/researchers recruited should
ensure that they have the appropriate qualifications, researchers and clinical participants. Research
related duties and functions undertaken by units other than those authorized by the institution should

be approved and documented.

5.3 Training

Prior to the start of the study., all participants in the study should be trained by personnel who is fa-
miliar with the program. The training goal of researchers is to master the implementation plan; pa-
tients are trained to give full informed consent and to cooperate with data collection. Training should
be carried out throughout the research process and a consistency check should be established for

program implementation.

5.4 Clinical implementation

The researcher in the medical institution organized qualified acupuncture-moxibustion doctors to per-
form treatment on the patients according to the research plan, and record the results in a timely
manner. If the patient needs to use acupuncture-moxibustion equipment for treatment by him/her-

self, the patient should record it in the diary card in time.

5.5 Data collection and reception

In registry studies on acupuncture-moxibustion, the followings shall be implemented in accordance
with the provisions of the data management system: collection and management process of data,
the system used for data management and collection, the steps and tasks of data management, and
the quality assurance measures for data management. Data collection personnel should be authorized
by the researcher and be trained. Data collectors collect the outcome indicators of acupuncture-moxi-
bustion treatment in accordance with the research protocol.

5.6 Central quality control

The central quality control system conducts quality control on the multi-center participating research
institutions and the entire research process. The researcher authorizes full-time quality control per-
sonnel to regularly evaluate the compliance of researchers and patients.

5.7 Organizational management

Registry study on acupuncture-moxibustion should establish a mechanism of project organization and

management. Researchers should have specific management regulations on the personnel, files, con-

tracts, and funds involved in the research. When involving cross-border cooperation, the manage-

ment of research institutions or individuals, the use of funds, the management of equipment. the

use and processing of biological samples, and the management of data should comply with the laws,
4
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regulations and policies of the participating countries.

6 Evaluation of registry study

The project evaluation of registry study should be carried out after the registration is completed, in-
cluding the design. implementation, data analysis, bias control, etc., to evaluate whether the study
has achieved the research purpose and maintained good authenticity, accuracy and practicability.

(S
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