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Introduction

The standardization and objectification of the diagnostic criteria for Chinese
medicine (CM) syndromes (hereinafter referred to as “syndrome criteria”) are
the foundation and core of the standardization of CM. In recent years, the
standardization of CM has developed rapidly, with a significant increase in the
number of syndrome criteria published, which has to some extent promoted the
research and application of syndrome standardization. However, the evaluation
of the applicability of syndrome criteria and related research have not received
sufficient attention. There are issues such as “emphasis on formulation but
neglect of evaluation”, insufficient application, and difficulties in promotion in the
syndrome criteria. The clinical applicability of syndrome criteria is a decisive
factor affecting their promotion and application. After the establishment of
syndrome criteria, it is of great significance to evaluate their applicability from
multiple perspectives such as availability, readability, feasibility, and acceptability.
Currently, applicability evaluation tools are mainly concentrated in the field of
clinical practice guidelines, and there is still a lack of guidelines for evaluating the
applicability of syndrome criteria. Therefore, it is urgent to develop guidelines
for evaluating the applicability of syndrome criteria to identify and promote
those with high clinical applicability, and to optimize the formulation and
updating of syndrome criteria.

This document comprehensively considers health policies, regulations and
relevant guiding principles. Based on SCM 70-2022 Guideline on Establishing
Diagnostic Criteria of Chinese Medicine Syndromes and related syndrome Criteria,
it draws on the development methods and processes of relevant applicability
evaluation tools at home and abroad, and combines the characteristics of
syndrome criteria to carry out the development of this document. This document
aims to enhance the clinical applicability of syndrome criteria and promote their
popularization and application.
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Applicability Evaluation Guideline for Diagnostic

Criteria of Chinese Medicine Syndromes

1 Scope

This document stipulates the evaluation principles, evaluation contents and
scoring methods for the applicability evaluation of the diagnostic criteria of
Chinese medicine syndromes.

This document shall be applicable for professional personnel in various
levels of medical and educational institutions and scientific research institutes of
Chinese medicine (Integration of Chinese and Western medicine) when

evaluating the applicability of syndrome criteria.
2 Normative references

The contents of the following documents, through normative references in
the text, constitute essential provisions of this document. For dated references,
only the edition corresponding to that date is applicable to this document; for
undated references, the latest edition (including all amendments) is applicable to
this document.

GB/T 20348-2006 Basic Theoretical Terminology of Chinese Medicine

GB/T 16751.2-2021 Clinical Terminology of Chinese Medicine Part 2:
Syndromes

GB/T 15657-2021 Classification and Codes of Diseases and Syndromes in
Traditional Chinese Medicine

3 Terms and Definitions

The following terms and definitions apply to this document.
3.1
Syndrome

The external manifestation of the interaction of disease location, etiology,
disease nature, disease trend and disease resistance at a certain stage of the
disease, which is manifested as clinically observable symptoms.

[Source: ISBN 7-03-015154-2, 04.548]



3.2
Applicability

The degree to which a certain document is applicable within a specific scope
(region, organization, unit, etc.). The applicability of the guidelines refers to the
extent to which the recommended opinions in the guidelines can be applied in
clinical practice.

[Source:https://g-i-n.net/wp-content/uploads/2021/05/ADAPTE-Resource
-toolkit-V2.1-March-2010-updated-disclaimer.pdf]

4 Evaluation Principles and Process
4.1 Evaluation Principles

The evaluation should adhere to scientificity, objectivity and fairness,
ensuring the process is based on authentic data and facts, free from subjective
bias, and guaranteeing the traceability of evaluation results.
4.2 Evaluation Process

The evaluation process includes: determining the target syndrome criteria,
conducting a comprehensive scoring of the syndrome criteria using evaluation
tools, and formulating an evaluation report.
5 Evaluation Content and Requirements
5.1 Availability
a) The standard is easily accessible.
5.2 Readability
5.2.1 Structure
a) The structure is complete and reasonable.

b) The diagnostic points are easy to identify.
c) The development process is clear and straightforward.



5.2.2 Content

a) The content is complete and reasonable.
b) The scope of application is clear.

c) Diagnostic points are accurately described.
d) The language is clear and standardized.

e) The content is consistent.

f) Common syndrome classifications (if applicable) are included.
5.3 Feasibility

5.3.1 Clinical Application Characteristics

a) The clinical application is convenient.

b) The clinical application is accurate.

c) The consistency of clinical application is high.

5.3.2 Technical Level

a) It’s adapted with the local medical level.

b) It's more standardized compared to other syndrome diagnostic criteria.

5.3.3 Coordination and Compatibility

a) It's matched with the syndrome differentiatial principles of the diagnosis and
treatment guidelines, consensus, protocol and pathways.

5.3.4 Function

a) It can improve the level of syndrome differentiation and enhance the
effectiveness of diagnosis and treatment.

5.3.5 Factors Promoting or Hindering Application

a) It can clearly describe the user population and environment.

b) The user can understand the content of the criteria and has the professional
capability to implement it.

c) Users need to receive the necessary training.



5.4 Acceptability

a) The extent to which the clinical issues addressed by the criteria matches the
clinical issues faced by the users.

b) The degree of users’ recognition of the standards.

c) The degree of users’ willingness to refer to criteria while carrying out their
work.

5.5 Overall Evaluation

a) The clinical applicability of the criteria.

b) User’s satisfaction with the criteria and overall impression.

6 Scoring Criteria

The evaluation criteria include assessments for each of the above items and
their specific details. The scoring system uses a 5-point Likert scale (1-5), where
higher scores indicate better applicability of the syndrome criteria for that item.
Detailed scoring requirements are provided in Appendix B.
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Checklist of Applicability Evaluation Guideline for Chinese Medicine

Syndrome Diagnostic Criteria

Domain

Item

Explanation

1.Availability

a)The criteria are easily

accessible.

Evaluate the convenience of

obtaining criteria .

2.Readability

2.1 Structure

a)The structure is complete

and reasonable.

Evaluate the completeness and
rationality of the structure of the

evaluation criteria.

b)The diagnostic points are

easy to identify.

Whether the diagnostic key points
of the evaluation criteria are easy to
identify, such as whether the
diagnostic key points are clearly

listed.

c)The development process is

clear and straightforward.

Is the development process of the
evaluation criteria clear and
straightforward? Does it provide a
complete process, and is the

process clear?

2.2 Content

a)The content of the criteria is

complete and reasonable.

Evaluate the completeness and
reasonableness of the content of

the criteria.

b) The scope of application is

clear.

The scope of application of the
evaluation criteria is clear,
e.g. whether the target disease is
specified, whether the target
syndrome is specified, whether the
diagnostic criteria for the syndrome
or the scope of application of its

specific parts are specified, etc.




c)Diagnostic points are

accurately described.

Evaluate whether the diagnostic
points in the criteria are accurately
described, whether the syndrome
classification is reasonable and
whether the symptom descriptions

are standardized.

d)The language is clear and

standardized.

Evaluate whether the language of

the criteria is expressed clearly and

standardly, and whether the
relevant terms have been
standardized.

e) The content is consistent.

Evaluate whether the descriptions
of the criteria are consistent before
and after, with no contradiction
between the diagnostic elements of
the syndrome and the combination

conditions.

f)Common syndrome
classifications (if applicable)

are included.

Does the evaluation criteria include
the classification of common

syndromes of the target disease.

3.Feasibility

3.1 Clinical
application

characteristics

a)The clinical application is

convenient.

Evaluate the convenience of the
clinical application of the criteria,
e.g., whether it is time-consuming
and cumbersome to make a
diagnosis with reference to the

criteria.

b)The clinical application is

accurate.

Evaluate the accuracy of the clinical

application of the criteria.

c) The consistency of clinical

application is high.

Evaluate the consistency of the
clinical application of the criteria,
such as the consistency of

diagnostic results in different
clinical settings or among different

physicians.




3.2Technical Level

a)It’s adapted with the local

medical level.

The adaptability of the evaluation
criteria compared to the local
medical level; whether there are

difficulties in these

applying
criteria in the local area, such as
local users generally being unable
to understand the content of the
criteria, or being unable to further
after

implement treatment

differential diagnosis.

b)It's

compared to other syndrome

more  standardized

diagnostic criteria.

The superiority and normativity of
the evaluation criteria compared to

other criteria (or research results).

3.3Coordination

and Compatibility

a) It's matched with the

syndrome differentiatial

principles of the diagnosis and

treatment guidelines,
consensus, protocol and
pathways.

The degree of matching between
evaluation criteria and syndrome
differentiatial principles of

diagnostic and treatment

guidelines, consensus, protocol and
there are

pathways, whether

significant  discrepancies, and
whether the content is coordinated

and complementary.

3.4 Function

a) It can improve the level of
syndrome differentiation and
enhance the effectiveness of

diagnosis and treatment.

The role of evaluation criteria in
improving syndrome differentiatial
level and enhancing diagnostic and

therapeutic effects.

3.5 Factors
Promoting or
Hindering

Application

a)lt can clearly describe the

user population and

environment.

Whether the evaluation criteria
clearly describe the applicable
population and usage environment,

such as for use by Chinese medicine

practitioners/integrated  Chinese
and Western medicine
practitioners/Western medicine

practitioners, for use in Class III
Grade A hospitals or Class III Grade
B hospitals or community medical

centers.




b)The user can understand
the content of the criteria and
has the professional capability

to implement it.

Evaluate whether the user can
understand the criteria content and
possesses the professional
capability for implementation, such
as professional knowledge, clinical

experience, etc.

c) Users need to receive the

necessary training.

Evaluate whether it is necessary to
obtain the required training when

using reference criteria.

4.Acceptability

a)The extent to which the

clinical issues addressed by

Whether the clinical problems

addressed by the evaluation criteria

the criteria matches the | match the clinical problems you are
clinical issues faced by the | facing.

users.

b)The degree of your | Evaluate whether you agree with

recognition of the criteria.

the criteria, such as the diagnostic

points, etc.

c)JThe degree of your
willingness to refer to the
criteria while carrying out

their work.

Evaluate your willingness to work
clinically with reference to the

criteria.

5.0verall Evaluation

a) The clinical applicability of

the criteria.

Evaluate the clinical applicability of

the criteria.

b) Your satisfaction with the

criteria and overall

impression.

Evaluate your satisfaction with the

criteria and overall impression.
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Scoring Methods and Criteria for Applicability Evaluation Guideline for

Chinese Medicine Syndrome Diagnostic Criteria

B.1 Scoring Methods

B.1.1 Domain Standardized Score Calculation Method

Domain Standardized Score (%) = (Sum of all evaluators’ scores for the

domain — Minimum possible score for the domain)/(Maximum possible score for

the domain — Minimum possible score for the domain)x100%.
B.1.2 Overall Standardized Score Calculation Method

Overall Standardized Score (%) =

scores—Minimum possible

(Sum of all evaluators’ overall

overall score) /(Maximum possible overall

score-Minimum possible overall score)x100%.

B.2 Scoring Criteria

The scoring criteria for this applicability evaluation guideline are referenced

in Table B.

Table B Scoring Criteria

Evaluation
Domain

Evaluation Items

1. Availability
(The syndrome

criteria is easily

a) The criteria is easily accessible.

S

1 2 3 4 5
accessible.)
O Not easy oONot very easy O Neutral O Relatively easy O Very easy
2.1 Structure
. a) The criteria is complete and reasonable.
2. Readability
(Being able to ﬁ
understand the
1 2 3 4 5
syndrome
O Incomplete, unreasonable O Not very complete, reasonable ONeutral ORelatively complete, reasonable 0O Very complete, reasonable
criteria)

b) The diagnostic points are easy to identify.

e




1 2 3 4 5
O Not easy ONot very easy o Neutral O Relatively easy O Very easy

c) The development process is clear and straightforward.

1 2 3 4 5
O Unclear O Not very clear O Neutral O Quite clear O Very clear

2.2 Content

a) The content is complete and reasonable.

e

1 2 3 4 5

O Incomplete, unreasonable O Not very complete, reasonable ONeutral ORelatively complete, reasonable 0O Very complete, reasonable

S

1 2 3 4 5

b) The scope of application is clear.

O Unclear O Not very clear O Neutral O Quite clear O Very clear

¢) Diagnostic points are accurately described.

1 2 3 4 5
O Inaccurate O Not very accurate O Neutral O Quite accurate O Very accurate
d) The language is clear and standardized.
1 2 3 4 5
O Unclear, non-standard O Not very clear, standard O Neutral O Relatively clear, standard O Very clear, standard
e) The content is consistent.
1 2 3 4 5
Olnconsistent oSlightly consistent oONeutral OMostly consistent  OCompletely consistent

f) Common syndrome classifications (if applicable) are included.

S —




O Not included O Partially included oONeutral O Mostly included O Fully included

3.1 Clinical Application Characteristics

a) The clinical application is convenient.

s

1 2 3 4 5
ONot convenient O Not very convenient O Neutral O Relatively convenient 0O Very convenient

b) The clinical application is accurate.

1 2 3 4 5
O Inaccurate O Not very accurate O Neutral O Quite accurate O Very accurate
¢) The consistency of clinical application is high.
1 2 3 4 5
O Low consistency O Lower consistency O Neutral O Higher consistency 0 High consistency
3.2 Technical Level
3. Feasibility a) It's adapted with the local medical level.
(Implementation
of the criteria #
standard) 1 2 3 4 5
ONot adapted ONot very adapted oONeutral ORelatively adapted oVery adapted

b) It's more standardized compared to other syndrome diagnostic criteria.

e

1 2 3 4 5

OCompletely behind O Relatively behind O Neutral ORelatively superior OCompletely superior

3.3 Coordination and Compatibility

a) It's consistent with the syndrome differentiatial principles of the diagnosis and treatment

s

1 2 3 4 5

guidelines, consensus, protocol and pathways.

oONot a match o Not quite a match O Neutral O Fairly matched O Very matched

3.4 Function

a) It can improve the level of syndrome differentiation and enhance the effectiveness of

e

diagnosis and treatment.

i




1 2 3 4 5
O Not obvious O Not very obvious O Neutral O Quite obvious O Very obvious
3.5 Factors Promoting or Hindering Application

a) It can clearly describe the user population and environment.

e

1 2 3 4 5

O Unclear O Not very clear O Neutral O Quite clear O Very clear

b) The user can understand the content of the criteria and has the professional capability to

e

1 2 3 4 5

implement it.

O Not equipped 0O Not very equipped O Neutral O Relatively equipped  0OVery equipped

¢) Users need to receive the necessary training.

1 2 3 4 5
O Very necessary O Somewhat necessary O Neutral O Not very necessary O Not necessary

a) The extent to which the clinical issues addressed by the criteria matches the clinical issues

e

1 2 3 4 5

faced by the users.

OMatch <20% 020%<Match <40% 040%<Match <60% 060%<Match <80% OMatch=80%
4.Acceptability(A
b) The degree of users’ recognition of the standards.
gree with the

syndrome #

diagnosis content

1 2 3 4 5
of this criteria)
OMatch <20% 020%<Match <40% 040%<Match <60% 060%<Match <80% OMatch=80%

¢) The degree of users’ willingness to refer to criteria while carrying out their work.

e

1 2 3 4 5

O Unwilling O Not very willing O Neutral O Quite willing O Very willing

5 Overall a) The clinical applicability of the criteria.

Evaluation ﬁ




1 2 3 4 5
O Not applicable O Not very applicable o Neutral O Relatively applicable O Very applicable

b> Your satisfaction with the criteria and overall impression.

e

1 2 3 4 5

oODissatisfied O Slightly Dissatisfied O Neutral OQuite Satisfied OVery Satisfied
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