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International Standard of World Federation of Chinese Medicine Societies
Standard for Medical Records in the International Clinic of Chinese Medicine
Formulation Explanations

I. Work Profile
(I) Background

This standard aims to establish basic requirements for the content of outpatient medical
records in Chinese medicine, in order to standardize the writing and content items of
Chinese medicine outpatient medical records across various countries.

In China, the writing of Chinese medicine medical records primarily follows the "Basic
Rules for Writing TCM Medical Records" issued by the National Administration of
Traditional Chinese Medicine of China and the "Basic Rules for Writing Medical Records"
issued by the former Ministry of Health of China. The "Basic Norms for Writing TCM
Medical Records" are based on the current development status of Chinese medicine in
China and encompass the writing content norms for outpatient, emergency, and inpatient
medical records, with a focus on the normative requirements for inpatient medical
records.

Internationally, some individual academic groups of Chinese medicine have developed
internal standards for writing Chinese medicine medical records, but there is still a lack
of relevant international organizational standards. Most of the Chinese medicine clinics
outside of China are independent. Therefore, referring to this standard to guide clinical
medical record writing is not entirely appropriate. Due to the uneven development of
Chinese medicine in different countries, there is a lack of standardized guidance for
Chinese medicine medical record writing, which leads to a high degree of arbitrariness.
This is not conducive to the collation, induction, and analysis of clinical experience of
Chinese medicine practitioners, nor is it conducive to improving the quality of

international Chinese medicine diagnosis and treatment work.
(I1) Drafters and drafting units

Main Drafting Unit: World Federation of Chinese Medicine Societies

Participating Drafting Units: ISKRA Research Institute of TCM, Japan; Thailand
Academy of Chinese Medical Sciences, Thailand.

Main Drafters: Li Zhenji, Li Yu, Xu Chunbo, Liu Qiang, Shen Dan, Zheng Yuexian, Yao
Naili, Wang Yinghui, Zhang Runshun, Yin Haibo, Hu Jingqing, Gu Xiaojing, Li Hebai, Wang
Yafeng, Lin Dangian (Thailand), Ye Feng (Thailand), Chen Zhiqing (Japan), Akimoto
Yoshimoto (Japan) and Zhao Junping (Germany).

Participating Drafters:

China: Tao Youqing, Zhou Yanan, Mu Qiangian, Guan Zitong

Japan: LuJinghua, Liu ling, Zou Datong, He Xiaoxia, Yang Xiaobo, Tong Xuanfu, Xue
Yexiang, Han Xiao, Zhang Chenglong, Yin Yijian, Ke Aijun

New Zealand: Jing Meng, Xiao Yuhui, Amanda Liu, Shelly Tan, Wu Xiuhua, Liu Peng,
Zhu Xunru

Thailand: Yang Xiuzhuan, Zhang Yongfa, Cai Bin, Xie Jinrong, Sun Zhihui, Yang Zhen



Sweden: Guo Wanchun, Zhou Ying
United States: Wang Dehui
Canada: Li Wei

Singapore: Huang Yuhua
Malaysia: He Qiuyue

Swiss: Li Jingdao
II. Brief Introduction to the Standard Drafting Process
(I)Drafting of standard text

The drafting process of this standard primarily follows the following guiding ideologies:
(a) Reflecting the characteristics of Chinese medicine diagnosis and clinical thoughts. (b)
Balancing the standardization and practicality of the standard requirements as much as
possible. (c) Appropriately strengthening the requirements for first visit records and
simplifying the information recording requirements for return visit records.

The project team drafted a standard text by referring to the "Basic Rules for the Writing
TCM Medical Records" issued by the National Administration of Traditional Chinese
Medicine of China, the "Basic Rules for the Writing of Medical Records" issued by the former
Ministry of Health of China, the "Medical Record Collection System for Experienced
Chinese Medicine Masters" project under the "Twelfth Five-Year Support Plan" (National
Service Platform for Academic Experience of Experienced Chinese Medicine Masters),
outpatient medical records from the Qihuang Chinese Medicine Clinic, Department of
Jiangxi University of Traditional Chinese Medicine, and "Hundred Selected Application
Cases of Chinese Patent Medicines" issued by the Japan TCM Research Association.

(IT)Expert seminar

During the standard drafting process, in June 2018, a seminar on standard preparation
was organized by experts within China at the WFCMS Secretariat. The experts attending
the meeting include Li Zhenji, Yao Naili, Wang Yinghui, Zhang Runshun, Yin Haibo, Hu
Jingqing, Wang Yafeng, and Li Hebai. At this meeting, the main opinions of the experts are
as follows. The goal of this standard is to support international professional title
evaluation of Chinese medicine, international cooperation in acupuncture and
moxibustion, and clinical research through the standardization of medical records. The
drafting of the standards should comply with international requirements for medical
records and should also incorporate foreign regulations, insurance requirements, etc. In
terms of content, it is necessary to specify required items such as clinic information,
practitioners, medical history, and pulse diagnosis to ensure the traceability of medical
records, while maintaining a certain degree of flexibility (such as relaxing the description
of tongue images). Appropriate inclusion of dialectical analysis is also recommended,
while paying attention to issues such as diagnostic coding and efficacy evaluation. In
response to the issue of limited recording time in outpatient clinics, the experts present
suggested implementing a two-step approach. First, develop general standards (including
statistics of disease types, syndrome differentiation, symptoms, intervention plans, and
effects), and then formulate targeted requirements based on specific disease types.



(IIT)Request for Comments

Regarding the preliminary standard text, the project team organized a consultation with
Chinese medicine practitioners outside China, involving 30 practitioners from 8 countries:
Canada, Sweden, Switzerland, New Zealand, Japan, Thailand, Singapore, and Malaysia.
Some experts believe that further simplification is necessary at present. The first visit
records for young patients with simple conditions can be simplified. And existing
standards of various national societies should be taken into account. Some specific
suggestions for revising the terms include changing "syndrome diagnosis" to "differential
diagnosis”, changing "treatment purpose” to "treatment principles”, deleting "needs and
patient's willingness", and after "treatment principles", supplementing with "specific
treatments adopted according to the treatment principles”, etc.

(IV)Modification and optimization

After completing the expert seminar and preliminary opinion consultation, preliminary
revisions were made to the draft content. For specific modification suggestions and the
handling results of replies, see Table 1 in "IV. Handling Process and Basis for Major

Divergent Opinions".
IIL. Introduction to Main Technical Content

The terminology section of the draft standard defines terms such as "Medical record",
"TCM outpatient medical records writing”, "First visit", "Return visit", "Follow-up",
"Present symptoms”, "Clinical assessment”, and "Patient compliance”. The main content
primarily encompasses four requirements: general specifications, records of first visit,
records of return visit and records of follow-up.

In the general specifications section, the requirements for medical record keeping are
clearly outlined, as well as the basic content requirements for the records of first visit,
return visit, and follow-up.

Forthe records of first visit, the required information mainly includes: complaint, history
of present illness, history of past illness, personal history, history of marriage,
childbearing and menstrual, family history and other medical history information; general
situation, looking, listening & smelling, asking, pulse feeling & palpation physical
examination, speciality check-up, clinical evaluation, auxiliary examination (including
positive and negative information of differential diagnosis), syndrome differentiation
analysis; diagnosis of Chinese medicine diseases and syndromes; therapeutic principle,
therapeutic method, prescription of Chinese patent medicine, soup medicine,

acupuncture, other treatments and advice for adjusting and nursing.

For records of return visit, the required information mainly includes: Patient status since
the last visit or follow-up, Including compliance, response, present symptoms and more
medical history reported by the patient in the follow-up, as well as the follow-up diagnosis,
examination and treatment.

For records of follow-up, the required information mainly includes: patient status since

the last visit or follow-up, the adjustment of the treatment according to the feedback of



the patient and advice for compliance, adjusting and nursing.

IV.Handling Process and Basis for Major Divergent Opinions

During the standard preparation seminar and the process of soliciting opinions from

international experts, there were no major divergences. A total of 22 expert opinions

were processed, with 10 adopted, 4 partially adopted, 6 not adopted, and 2 for others.

The summary of the processing opinions is shown in Table 1.

Table 1. Summary and Processing of Expert Opinions during the Standard

Development
Proposed
Standar Unit/ Proposed Comments
No. Comments
d Clause Individual (Filled by Draft Unit)
s
The formulation of Not adopted. The workload of
standards should be communication and coordination with
communicated with regulatory agencies from various countries
local regulatory is significant, which is not conducive to the
agencies abroad o smooth recommendation of standard
1 Entirety Liver specifications. Relevant communication and
(Canada)
coordination work can be considered during
the promotion, application, and
development of different languages, and
revisions can be made as necessary
according to requirements.
It's very
comprehensive, but
it takes quite along Wu Xiuhua
Adopted. Try to simplify the relevant
2 Entirety | time to complete the (New
content on the existing basis.
first visit record. Zealand)
Could it be simplified
abit.
Combine the existing Adopted. During the drafting process, the
medical record content of "Hundred Selected Application
standards of various Cases of Chinese Patent Medicines" published
national societies. Jing Meng | by the Japan TCM Research Association was
3 Entirety (New initially referenced. Considering the limited
Zealand) | number ofrelevant standards issued by

Chinese medicine associations overseas,
further efforts will be made to collect and

reference relevant standards.




Hope to listen more

to the opinions of

Adopted. During the opinion solicitation

process, consultations were arranged with

experienced Chinese | YangZhen | several elderly overseas Chinese medicine
4 Entirety
medicine (Thailand) | practitioners. Further consultations are
practitioners. being considered in the standard research
and development process.
As an outpatient
Cai Bin Adopted. Try to simplify relevant content on
5 Entirety | medicalrecord, itis
(Thailand) | the existing basis.
overly cumbersome.
Among the standard Zhang
Forewo | drafters, itis Runshun | Adopted. We contacted and added American
6
rd suggested to include expert Wang Dehui as a drafter.
American experts.
Supplement the Zhang
terminology with Runshun
Adopted. Relevant content has been
7 3 “clinical evaluation,
supplemented.
patient compliance”,
etc
Supplement writing Zhang
8 a1 time, requirements Runshun | Adopted. Add related content to sections
. for correcting typos, 413and4.1.4.
etc.
The term "Pulse Zhang
. Partially adopted. Move the content of
feeling” C(fikiz> Runshun -
"Pulse diagnosis” ([ikiZ) to bea sub-level
9 535 should be changed to
contentunder “Pulse feeling and palpation”
"Pulse feeling and g
y iz .
palpation” (i) .
"Syndrome
diagnosis" CiEfiEi2 Not adopted. "Syndrome diagnosis" (il fi
It7) should be iZIH)  is anoun, while "Syndrome
changed to Lu Jinghua | differentiation and diagnosis" (HfiliZH)
10 539
“Syndrome (Japan) can be understood as a verb. Considering
differentiation and the context, "Syndrome diagnosis” is a more
diagnosis" (HEE2 accurate expression.
i .
"Therapeutic
objectives” should be
changed to
" fatl "therapeutic LuJinghua | To simplify the content, relevant
o principles”. Delete (Japan) requirements have been removed.

"needs and the
patient’s own

wishes."




In the treatment

plan, delete the
Wang Adopted. The content of this section has
12 541 content related to
Yinghui been deleted.
“treatment
objectives”
After the "treatment
principles”, add "the
. . Partially adopted. Replace "methods” after
specific treatments Lu Jinghua
13 5.4.2 "treatment principles” with "planned
adopted based onthe (Japan)
treatment methods”.
treatment
principles”.
Prescription
) ) Partially adopted. The requirement that
(including the source
LuJinghua | "prescriptions for Chinese medicine
14 543 of the prescription ) .
(Japan) decoctions should include the name of the
and the name of the .
formula"” has been added.
prescription).
Change the Zhang Not adopted. The requirements for the
prescription to Runshun | contentofthe "prescription” proposed here
15 543 “intervention are nottargeted at intervention measures.
measures”. The specific text has already mentioned
“intervention plan”.
In the “Advice for Wang
adjusting and Yinghui
nursing”, add "If
necessary, provide
16 5.4.4 Adopted. It has been supplemented.
suggestions for
additional
examinations and
treatments.”
Itisrecommended to Zhang
supplement the Runshun
following content: Not adopted. The relevant contentis not
17 5,6 consolidated essential, and to keep the content concise, it
treatment details, has not been supplemented.
dialectical analysis,
and remarks.
Clarify “follow-up” & Wang
Adopted. It has been unified as "follow-up”
“return visit”, or Yinghui
18 6,7 and a definition has been added in the
expressin a unified
terminology section.
way.
It isrecommended to Zhang
. Not adopted. The relevant contentis not
supplement with Runshun
19 7 essential, and to keep the content concise, it

disease analysis and

health records.

has not been supplemented.




Template revision:
The number of visits
is not easily defined,
and “first visit” and Partially adopted. The definitions of first
Attachm | “follow-up visits” Zhang visit and follow-up have been added to the
20 ent should be clearly Runshun | terminology. To maintain flexibility, the
defined. Clinical attachment template has been removed.
assessments should
be added to follow-
up records.
In the follow-up Wang
Attachm | record of the Yinghui To maintain flexibility, the attachment
2t ent template, add template has been removed.
“clinical evaluation”.
Add remarks. Wang Not adopted. "Remarks” is not part of
Yinghui outpatientwork content, and to keep the
22 Others
content concise, no additional information
has been provided.

V. Other Matters Needing Explanation

None.




