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Norms for formulation and evaluation of the clinical
guidelines on acupuncture and moxibustion

1 Foreword

1.1 About the World Federation of Acupuncture-Moxibustion Societies (WFAS)

The World Federation of Acupuncture-Moxibustion Societies (WFAS)is an international non-govern-
mental organization uniting acupuncture-moxibustion associations, which is in official relations with
the World Health Organization (WHQ)and in A-level liaison relationship with the International Stand-
ardization Organization/Technical Committee 249(1SO/TC 249).The formulation of the WFAS clinical
guidelines on acupuncture-moxibustion shall follow the principles proposed by WHO and meanwhile

the concept and methods of evidence-based medicine.

WEFAS is devoted to promoting acupuncture-moxibustion to various countries in the world in a scien-
tific and standardized way and enhancing the status and role of acupuncture-moxibustion in global
health care.Being an important approach to achieving this goal, the development of WFAS clinical
guidelines on acupuncture-moxibustion should be closely based on the features and advantages of ac-

upuncture-moxibustion discipline.

1.2 The development status of acupuncture-moxibustion in the countries and regions where

WFAS member societies are located

Until the end of December 2022, WFAS has 264 member societies covering 6 continents, and 70
countries and regions. According to WFAS survey results,65 countries and regions have recognized
the legal status of Chinese acupuncture-moxibustion,and some countries and regions have incorpo-
rated it into the mainstream medical system.However, there are big differences in acupuncture-moxi-
bustion legislation and administration, acupuncture-moxibustion education and other aspects in dif-
ferent countries and regions.For example,compared with other continents, there are fewer countries
and regions in Europe and South America that cover acupuncture-moxibustion in medical insurances
and the reimbursement ratio is lower;in some countries there are still great differences in acupunc-
ture-moxibustion policies among different provinces (regions).In this circumstance,how to take into
account the equity,cost-effectiveness and applicability of the clinical guidelines on acupuncture-mox-

ibustion is the key for WFAS guidelines development.
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1.3 Evidence dilemma due to the nature of acupuncture-moxibustion discipline and its solution

1.3.1 The evidence dilemma faced with the development of clinical guidelines on acupunc-

ture-moxibustion

The development of international guidelines requires use of the best available clinical research evi-
dence.Currently, randomized controlled trials (RCT)with the highest level of clinical study design are
often used to evaluate the therapeutic effect. When developing clinical guidelines,on the one hand,al-
though there are a large number of clinical studies on acupuncture-moxibustion,and a number of im-
portant clinical studies on acupuncture-moxibustion have been published in influential journals in re-
cent years, the high-quality evidence is still very scarce in generally speaking.This has impaired,to a
certain extent, the strength of recommendations generated by the guidelines.On the other hand,RCTs
need to set strict inclusion and exclusion criteria to exclude interferences.However, the fact that acu-
puncture-moxibustion is a complex intervention involving many factors and it is difficult to com-
pletely eliminate the so-called “interferences” lead to inconsistency between the strictly designed
clinical researches and the real clinical practice of acupuncture-moxibustion. Therefore, if a guideline
is developed solely on the basis of clinical studies evidence, there will inevitably be a dilemma of re-
duced clinical applicability of the guideline.

1.3.2 Solution to the evidence dilemma

Traditional acupuncture-moxibustion is unique and historic, which has integrated the wisdom of the
predecessors and summarized the effective techniques, methods and treatment rules of the ancient
doctors’ experience of acupuncture-moxibustion in clinical practice for thousands of years. The de-
velopment of an effective treatment protocol of acupuncture-moxibustion often requires early dis-
covery of the effective acupoints (treatment sites) or methods, followed by repeated optimization
and verification in long-term clinical practice.In the practice of acupuncture-moxibustion for thou-
sands of years, there have been a great deal of ancient documents containing extensive medical expe-
rience summaries of acupuncturists. They are the source of the inheritance for today’s acupuncture
treatment methods and are closely associated with the treatment protocol of acupuncture-moxibus-
tion in modern clinical practice and clinical studies. To develop clinical guidelines on acupuncture-
moxibustion,we shall first respect the large number of objective facts and laws still existing in the
science of acupuncture-moxibustion,and respect historical experience as well. To transform and uti-
lize both ancient and modern acupuncturists’ experience and clinical studies through cross reference
and verification can be an important part of evidence generating in the development of clinical guide-
lines on acupuncture-moxibustion.

2 Introduction of the Norms

2.1 Purposes of the Norms

The purposes of the Norms are to guide readers to understand the formulation process and evalua-
tion methods of the WFAS clinical guidelines on acupuncture-moxibustion;to ensure that the WFAS
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clinical guidelines on acupuncture-moxibustion can reflect the characteristics of clinical practice of
acupuncture-moxibustion and at the same time follow the concept and methods of evidence-based
medicine;to ensure high-quality formulation of the clinical guidelines on acupuncture-moxibustion;
and guarantee the highest possible applicability of the guidelines in the countries and regions of

WFAS member societies.

2.2 Users of the Norms

The Norms will be applied to:

—WFAS member societies and WFAS administrative departments that wish to formulate a clinical

guideline on acupuncture-moxibustion;

—members of the drafting group in formulating a WFAS clinical guideline on acupuncture-moxibus-

tion;

—members of the expert group in formulating a WFAS clinical guideline on acupuncture-moxibus-

tion;

—members of the review group in formulating a WFAS clinical guideline on acupuncture-moxibus-

tion;

—persons who carry out quality evaluation of a clinical guideline on acupuncture-moxibustion;

—those who are interested in learning about the formulation methodology or evaluation of the WFAS

clinical guidelines on acupuncture-moxibustion.

2.3 Scope of the Norms

The Norms stipulate the principles, methods, procedures and requirements for the formulation and e-
valuation of the WFAS clinical guidelines on acupuncture-moxibustion.

2.4 Principles of formulating WFAS clinical guidelines on acupuncture-moxibustion

The WFAS clinical guidelines on acupuncture-moxibustion are formulated according to the following

principles.

—The guidelines shall reflect the WFAS concept of promoting “health for all” by acupuncture-moxi-

bustion.

—The formulation of the clinical guidelines on acupuncture-moxibustion shall be proposed out of the
needs of acupuncture-moxibustion clinical practice and in accordance with the premise of necessi-

ty.
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—The process of formulating the guidelines shall be open and transparent,namely the users can see
why and who made the guideline and the basis on which it has been formulated.

—Clinical questions in the clinical guidelines on acupuncture-moxibustion shall be put forward for se-
lecting safe and effective acupuncture-moxibustion interventions to diseases so as to ensure the
applicability of the guidelines.

—According to the characteristics of acupuncture-moxibustion,the sources of evidence applicable in
the formulation of the clinical guidelines include the best current research evidence,and/or tradi-
tional knowledge and experience recorded in ancient times and still applied today,as well as the
acupuncturists’ experience which has been proven effective in clinical practice and supported by a

large number of relevant real cases.

—The recommendations formulated in the guideline shall answer relevant clinical questions and the
strength of recommendations shall be clarified. Also,important factors related with the therapeutic
result of acupuncture-moxibustion (such as treatment sites, methods, and requirements in terms
of the operator’s educational background, experience and skills etc.) to guarantee the effectiveness
and operability of acupuncture-moxibustion clinical practice.

—The risk of bias in recommendations shall be reduced as much as possible in each process and

method of formulating the guideline.

—The formulation of the guideline shall take into account the application environment of acupunc-
ture-moxibustion and cultural background in the countries and regions where the WFAS member
societies are located: for example at the planning stage of the guideline,the issues of accessibility
or promotion which may be encountered in the implementing the guideline shall be considered;in
addition to the quality of evidence,special attention shall be paid to other factors such as the val-
ues and willingness of practitioners or patients,and the health-economic situation in the countries
and regions where WFAS member societies are located. If necessary, different editions may be
published for different countries and regions or different groups of people (including but not limit-
ed to public health policy makers, health care providers, patients, and caregivers of acupuncture-
moxibustion profession).

2.5 Classification of the clinical guidelines on acupuncture-moxibustion

The clinical guidelines on acupuncture-moxibustion can be classified based on the classification of in-
ternational guidelines: when classified by groups of formulation or updated versions of the standard
guidelines.,compilations of guidelines, interim guidelines, rapid guidelines and adaptations of guide-
lines,this Norms is mainly applicable to the standard guidelines;and if classified by users into pro-
fessional guidelines (physicians/acupuncturists’ guidelines, nurses’ guidelines)and patients’ guide-

lines, this Norms is mainly applicable to the physicians/acupuncturists’ guidelines.

According to the characteristics of acupuncture-moxibustion, the clinical guidelines on acupuncture-
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moxibustion can be divided into disease-related guidelines and guidelines for applying common acu-

puncture-moxibustion techniques.

a) Disease-related guidelines:a series of guiding documents related to acupuncture-moxibustion di-
agnosis and treatment for a specific disease (symptom).Focusing on “population possibly ap-
propriate to acupuncture-moxibustion intervention” and “effective acupuncture-moxibustion in-
tervention” ,questions such as the outcome indicators/symptoms.,and efficacy and safety of in-
tervention shall be answered based on which the effective treatment protocol of acupuncture-

moxibustion intervention recommended for that population are formulated.

b) Guidelines for applying common acupuncture-moxibustion techniques: referring to the guiding
documents systematically developed, each focusing on a commonly used acupuncture-moxibus-
tion intervention measure and what diseases are suitable for that measure, to help users make

the best decision in solving relevant clinical problems.

This Norms is mainly applicable to the disease-related clinical guidelines on acupuncture-moxibus-
tion.

3 Terms and definition

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

3.1

WFAS clinical guideline on acupuncture and moxibustion

A guiding document formulated by WFAS to help guideline users choose and use acupuncture-moxi-
bustion intervention appropriately and make the best clinical decision for acupuncture-moxibustion

related clinical questions.

NOTE Recommendations in the guideline shall be formulated based on the best current clinical research evidence, refer-
ring to the transformed clinical experience of ancient and modern acupuncturists,and comprehensively consider-

ing factors such as values and wishes of doctors or patients and health economics, etc.

3.2

clinical questions

Clinical conditions that reflect the clinical advantage of acupuncture-moxibustion in diagnosis and
treatment for a specific disease,and the questions that practitioners and patients concern including
the intervention and prognosis,cause of disease,diagnosis.medical costs and so on.

NOTE 1 Main factors include the target population,intervention measures and efficacy of acupuncture-moxibustion,im-
provable outcomes,and difference in acupuncture-moxibustion compared with other therapies.
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NOTE 2 Clinical questions are the basis for forming guideline recommendations, and the guidelines are formulated to

solve clinical questions.
[SOURCE GB/T 40972—2021,3.2,adapted]

3.3
evidence

The literature,after rigorous quality assessment,used to support the etiology., diagnosis. treatment
and prognosis of disease.

NOTE The evidence relevant to medical practice and decision making is multilayered.
[SOURCE GB/T 40972—2021,3.4,adapted ]

3.4
recommendations

Guiding suggestions formed through expert consensus for specific clinical questions based on rele-
vant evidence and considering the balance of benefits versus harms as well as resources, value pref-
erences,and other factors.

[SOURCE GB/T 40972—2021,3.8,adapted ]

3.5
the strength of recommendation

Recommendations shall be described comprehensively and graded based on factors such as quality of
evidence, values and preferences related to interventions or outcomes, balance of benefits and
harms, resource impact, importance of the problem to be solved, health equity, acceptability, and
practical implementation.

NOTE For the clinical guidelines on acupuncture-moxibustion.the strength of recommendation is also related to the de-
gree of individualization of the treatment protocol of acupuncture-moxibustion in evidence and the possibility of
change in the implementation.

4 Planning and preparation before the guideline formulation

4.1 Is it really necessary to formulate this guideline?

Before the guideline is formulated, the guideline drafting group needs to be clear about a very impor-
tant question:ls it really necessary to work out this guideline? Since the formulation of guidelines
consumes much time, labor and money, the following questions need to be carefully considered be-
fore the guideline is formulated.
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4.1.1 Who needs this guideline?

Is it a demand from one member society or the majority of member societies in WFAS? According to
the formulation requirements put forward by the WFAS Standardization Working Committee, a
guideline proposal shall only be accepted when put forward jointly by at least 5 member societies and
approved by at least 2/3 of the Standardization Working Committee members (abstentions are not
included).Those who intend to propose a project are encouraged to carry out a survey in terms of the

necessity for guideline development to the users of the WFAS guideline.

4.1.2 Does the guideline to be developed already exist?

Is there a guideline on the same subject already published by any international organization or coun-
try? Does this guideline meet the needs of WFAS member societies? You may consult the WFAS
member societies, the secretariat of the WFAS Standardization Working Committee, and search
through database to avoid duplicating existing work. If any guideline of this subject has been pub-
lished,examine its quality and applicability to current needs.If it does not meet the present needs,
consider updating the existing WFAS guidelines.

4.1.3 Is it necessary to prioritize the development of this guideline?

Priority will be given to formulate guidelines for diseases with urgent need, relatively mature re-
search basis,extensive clinical practice basis.global prevalence and to which acupuncture-moxibus-
tion treatment is internationally accepted,on basis that both acupuncture-moxibustion practitioners
and patients share common concern to a certain range of clinical questions but consensus guiding
documents of acupuncture-moxibustion intervention measures have not been developed, or the ex-

isting guidelines fail to meet local needs for diagnosis and treatment.

4.2 What is the purpose of the guideline? Who are the main users?

4.2.1 What does the guideline want to achieve?

In addition to promotion of acupuncture-moxibustion, can the guideline provide more therapeutic
clues and methods for acupuncture-moxibustion practitioners? Or can it solve certain unsettled clini-
cal problems?

4.2.2 Who are the main users of the guideline?

The main users of the guideline mean the ideal end-users. The users of a guideline can include acu-
puncture-moxibustion practitioners, patients. health administrative staff. etc. However normally it
doesn’t recommend to target policy makers,health administrators, patients.,doctors and other health
professionals to be the main users of a guideline simultaneously because this is hardly the real case in
practice.
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4.3 The application environment of acupuncture-moxibustion,and cultural background in the

countries and regions where WFAS member societies locate

The ultimate goal of the guideline needs to be achieved through the implementation of the guideline.
For WFAS as an international organization,there have been great differences in diagnosis and treat-
ment conditions of acupuncture-moxibustion,as well as application environment and cultural back-
ground in the countries and regions where the member societies are located. Therefore, in the plan-
ning stage of a guideline, the following conditions should be observed:

—the commonly used acupuncture-moxibustion intervention in the countries and regions where the

member societies are located and the application of acupuncture-moxibustion in various places;

—common diseases treated by acupuncture-moxibustion in the countries and regions where the
member societies are located;

—the coverage of acupuncture-moxibustion in local medical insurance and | medical institutions;

—rules and administrative policies for acupuncture-moxibustion practitioners by local health adminis-

tration systems;

—patients’ acceptance of acupuncture-moxibustion intervention in various regions, etc.

4.4 Determination of the scope of the guideline

In order to determine the scope of a WFAS clinical guideline on acupuncture-moxibustion,in the early
stage the drafting group needs to take overall account of the amount of time,effort and funds based
on the understanding of the application environment of acupuncture-moxibustion and cultural back-
ground in the countries and regions where the WFAS member societies are located so as to ensure
that the guideline is within the controllable scope and can be both appropriately concentrated and
completed in a limited period of time by using resources available. Therefore, prior to finally deciding
the scope of the guideline,a pre-search of literature is needed to identify relevant information inclu-
ding existing guidelines and systematic reviews, health technology evaluation reports and economic

assessment of guideline topics and to see the evidence basis for the guideline development.

Determining the scope of a WFAS clinical guideline on acupuncture-moxibustion usually includes the
following aspects.

—To determine the type of the guideline to be formulated. The guidelines are mainly divided into
“disease-related guidelines” and “guidelines for applying common acupuncture-moxibustion tech-
niques” (see 2.5).This Norms is mainly used to guide the formulation of the “disease-related clini-

cal guidelines”.

—To determine the target diseases of the guideline.Generally speaking, the diseases covered by the
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WEFAS clinical guidelines on acupuncture-moxibustion shall fall into the range of diseases suitable
for acupuncture-moxibustion techniques.

—To identify the disease-related intervention measures of acupuncture-moxibustion.

4.5 Composition of the guideline working groups

4.5.1 Composition overview

When developing a WFAS clinical guideline on acupuncture-moxibustion, different working groups
will be set up according to the different work and functions of members, so that the guidelines can be
developed efficiently and scientifically. The working groups include:

—drafting group;

—expert group;

—review group.

It is suggested that the group category,name,gender occupation,affiliated association/organization,
and detailed responsibility of all members of guideline working groups are listed in the annex.The or-
ganizational structure of guideline development,see Annex A-Figure A.1.

4.5.2 Drafting group

The drafting group shall have a group leader, who is responsible for proposing and organizing the
guideline project,and managing the overall schedule and conflicts of interest,etc. The group shall also
consist of guideline writers and evidence preparers.

4.5.3 Expert group

As a multidisciplinary team, the expert group must include clinical experts in acupuncture-moxibus-
tion and guideline methodologists (evidence-based medicine experts).lt is also suggested to include
clinical experts in related fields,experts in ancient literature, patients or their family members,health
economists, public health administrators etc. Among them, the proportion of clinical experts in acu-
puncture-moxibustion shall not be less than 60%.In terms of the composition, the members of the
expert group need to have subject representativeness,in addition, the rationality of regions and aca-
demic schools shall also be considered. The suggestion is that, the WFAS member societies repre-
sentatives from at least five different countries and regions should be contained,and those countries
and regions holding different policies about acupuncture-moxibustion, (whether there is legislation
on acupuncture-moxibustion, whether its legal status is recognized,whether it is included in medical
insurance,and the government’s attitude towards the acupuncture-moxibustion, etc.) , should be in-
cluded as much as possible.The recommended number of the expert group members is 15 to 30.The
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members are mainly responsible for guiding the formulation process and consensus decision-making
during the guideline formulation process.

4.5.4 Review group

Members of the review group are from the WFAS Standardization Working Committee. They are
mainly responsible for reviewing the guideline project proposals and making final comments on the
Working Drafts (WD) of the guideline.

4.6 Consensus decision-making of the guidelines

In the process of guideline development,consensus decision is needed to determine the clinical ques-
tions,outcome indicators and their importance,and to formulate recommendations.Consensus partic-
ipants shall include clinical experts in acupuncture-moxibustion and guideline methodologists (evi-
dence-based medicine experts).

Each consensus decision-making process may need to go through several consensus meetings or Del-
phi surveys.Considering the time, resources and other factors might be irreconcilable among all mem-
bers. the absence of some members of the expert group is inevitable.In order to ensure the reliability
of consensus decision-making.,consensus participants should be consistent to as much extent as pos-
sible.It is recommended to set up a core expert group in the guideline expert group.The core expert
group is composed of those experts who have certain academic influence in the field, with the num-
ber of experts recommended to be 8 to 10 and a reasonable composition of members representing
different regions and academic schools according to needs. Each consensus decision must be made
with participation by 2/3 or more members of the core expert group.At the same time,the core ex-

pert group is also responsible for handling the expert review comments.

It is suggested to report in the guideline the consensus participants,method for reaching consensus,
threshold for consensus.process for consensus and result of consensus for each consensus proceed-
ings.Among them, the process of formulating recommendations requires to be in meeting form (in-

cluding online meetings).

4.7 Declaration and management of conflicts of interest

Conflicts of interest may be economic or non-economic.Managing conflicts of interest in the guideline
working groups during the guideline formulation is conducive to the guidelines’ scientificity and

transparency.

It is suggested that in the guideline development process, all members of the drafting and expert

groups fill in the interest declaration form.The leader of drafting group invites 3 to 5 experts to re-

view these forms together,to determine whether there is a conflict of interest (refer to the WHO

Handbook for Guideline Development for the criteria of assessing the severity of a conflict of inter-

est)and the corresponding managing method. The method and reason of management shall be repor-
45



WFAS 007.1—2023

ted in the conflict of the interest declaration form(see Annex B).

The methods to manage conflicts of interest for the members are as follows.

—No action:Only report in the interest declaration form,but without taking other measures.

—Limited participation: He/she is excluded from some meetings and guideline development

process.May take the following two measures:

¢ not allowed to participate in key consensus decisions or steps,but allowed to participate in all

discussions;

e prohibited from participating in any decision-making or discussion of key.

—Not allowed to participate: Not allowed to be a member of the drafting group or the expert

group.

4.8 Other key issues

4.8.1 Is the guideline development adequately funded?

In order to produce high-quality guidelines, sufficient resources are needed to complete systematic
reviews,convene meetings,and payment for production costs.However, the formulation process of
WEFAS clinical guidelines on acupuncture-moxibustion is not allowed to be financially supported by

any commercial organizations.

4.8.2 Is the time reasonably arranged?

The guideline formulation requires sufficient time and energy input. According to the regulations of
WEFAS Standardization Working Committee, it usually takes 18 to 24 months from project approval to
final guideline release. Therefore, such clarification should be given in advance to those who are in-

volved in the work.

4.8.3 Clarification of the relationship with the relevant laws, regulations, and mandatory

standards

The relationship between the guidelines and relevant laws,regulations,or mandatory standards, such
as the relationship with the published WFAS guidelines, with the WFAS Standardization Working
Committee constitution,with the local laws and regulations,etc. , should be clarified.

4.8.4 Consideration of the implementation process and possible obstacles

Are all acupuncture-moxibustion interventions suitable for recommendation in the guideline? What
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are the basic conditions required in the implementation process (the requirements for the implemen-
ter and the requirements of the implementation conditions)? In what form should the guideline be
published? In what language should the guideline be published? These issues should be taken into ac-
count at the planning stage as they affect who would be involved in the guideline making, the re-

sources required,and the way in which the recommendations are drafted and presented.

4.9 Submission of guideline proposals

A proposal should be submitted to the Secretariat of the WFAS Standardization Working Committee
for developing a clinical guideline on acupuncture-moxibustion. The members of the core expert
group should be listed in the “Introduction to the drafting organization and principals” of the guide-
line (see 4.5.3). According to the regulations of the WFAS Standardization Working Committee, if 2/3
of the voting members of Standardization Working Committee agree to approve the project, the pro-
ject will be approved.In order to increase the transparency of guideline development process and
avoid duplication,it is recommended that the guideline drafting group register the guideline on the
Practice Guideline Registry Platform (http://guidelines-registry.cn/)at the same time when submit-

ting the guideline proposal.

5 Formulation of the clinical questions

When collecting clinical questions in accordance with the Population, Intervention, Comparison and
Outcomes (PICO) elements, it is necessary to collect around a specific acupuncture-moxibustion In-
tervention “with certain therapeutic effect”.It’s emphasized for collecting “the treatable population”
and “the outcome indicators can be alleviated”.Before collecting clinical questions about acupunc-
ture-moxibustion, important information that may be involved in each P-1-C-O element should be clar-

ified,and each of them be defined when formulating clinical questions.

5.1 Issues may be formulated as clinical questions

According to the characteristics and demands of acupuncture-moxibustion clinical practice,the con-
tents of the clinical questions of acupuncture-moxibustion guidelines may include but not limited to
the following 4 aspects.

5.1.1 Specific acupuncture-moxibustion intervention measures suitable for particular groups

of population

The target population of a clinical guideline on acupuncture-moxibustion need to be further classified

by different therapeutic responses to a certain kind of acupuncture-moxibustion therapy (treatment

protocols)according to the different characteristics of diseases. The drafting group can classify the

target population (by the stage of disease.the severity of disease, TCM syndrome differentiation,
47



WFAS 007.1—2023

specific clinical manifestations,etc.)based on the previous survey results on the diagnosis and acu-
puncture-moxibustion treatment of this disease in the countries and regions where WFAS member
societies are located,so as to raise specific questions of what target population might be suitable for
which acupuncture-moxibustion therapy.

EXAMPLE 5-1.

Comparing acupuncture by filiform needles and conventional western medicine in treating acute migraine, which of

them benefits patients more?

5.1.2 Essentials of effective manipulations of acupuncture-moxibustion intervention meas-
ures

According to the characteristics of disease, collect the possible effective acupuncture-moxibustion
intervention (such as acupuncture, electro-acupuncture, moxibustion, etc.) and clarify key points of
manipulations (such as the treatment sites, treatment method, treatment time,etc.) to form the key
clinical questions related to the manipulations of acupuncture-moxibustion intervention measures.

EXAMPLE 5-2.

For acute and subacute nonspecific low back pain patients,does it benefit more from acupuncture for 3 plus times per
week than 3 times per week?

5.1.3 Differences between acupuncture-moxibustion therapy and other therapies

Put forward the differences in efficacy. safety (adverse reactions) and economics of acupuncture-
moxibustion therapy used alone or in combination compared with other therapies to form the related
clinical questions,including but not limited to:

—differences from other commonly recognized effective therapies;

—differences in efficacy compared with blank controls (e.g.,placebo) ;

—differences among various acupuncture-moxibustion therapies;

—differences between acupuncture-moxibustion therapy combined with other conventional effective
therapies and such conventional effective therapies.

5.1.4 Outcomes and symptoms that acupuncture-moxibustion can improve

According to the characteristics of the disease, propose which outcomes can be resolved by acupunc-
ture-moxibustion intervention,such as pain, physiological or clinical indicators.quality of life,etc.
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5.2 Development of the clinical questions

5.2.1 Clues for collecting clinical questions

The clinical questions of clinical guidelines on acupuncture-moxibustion should be raised around spe-
cific acupuncture-moxibustion interventions “with certain therapeutic effect”.First collect the spe-
cific acupuncture-moxibustion interventions with certain therapeutic effect to the target disease and
then for each intervention,the following contents should be collected:

—What are the appropriate target population and appropriate timing of treatment?

—What problems (including outcome indicators or symptoms)can be addressed?

—How about safety?

—Range of application and what are the requirements for the diagnosis and treatment environment?

5.2.2 Collection and formulation of clinical questions

The drafting group and guideline methodologists (evidence-based medicine experts)determine after
consensus the collecting method and solicitation scope of clinical questions.Clinical questions can be
formulated in the following 3 stages,and the whole formation process needs to be reported in the
guideline.

First stage: To collect clinical question elements (PICO elements)and related clinical ques-
tions

Step 1:Collect acupuncture-moxibustion intervention measures with certain therapeutic effect and
appropriate target population.On the one hand, the core expert group could determine the relevant
acupuncture-moxibustion therapy with certain therapeutic effects. On the other hand, the drafting
group could initiate a survey among acupuncture acupuncturists and patients in countries and regions
of WFAS member societies to collect acupuncture-moxibustion therapies with certain therapeutic
effects on the target diseases.

Step 2. According to the above collected results, the core expert group determine specific acupunc-
ture-moxibustion intervention measures with certain therapeutic effects,and determine it as the de-

finable clinical question elements.

Step 3:Focusing on the acupuncture-moxibustion intervention measures identified by the core ex-

pert group as having certain therapeutic effects, specific clinical questions are collected extensively

from doctors and patients (see 5.2.1).The scope of survey should consider factors such as represen-

tativeness of different member societies and medical institutions at various levels,and the number of

respondents should meet the requirements of sample size in epidemiological investigations. When
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collecting clinical questions,attention should be paid to the different usage scenarios of acupuncture-
moxibustion interventions in the countries and regions of WFAS member societies,and the clinical
environment of the respondents should be asked.The following semi-structured survey form can be
used (see Table 5-1).

Table 5-1—Questionnaire for collecting clinical questions of acupuncture-moxibustion

intervention measures with certain therapeutic effects example chart

What are your concerns about “migraine treatment with acupuncture-moxibustion” from the following aspects: when

using acupuncture by filiform needling to treat patients with acute migraine (fill in population) .if compared with

conventional western medicine (fill in other interventions) .is there any difference in relieving intensity of pain,

duration of pain,and medical costs (fill in outcomes)?

If you recommend any treatment protocol of acupuncture by filiform needling, please fill it

here:

The description should include key points for operation (such as timing of intervention, point

Intervention . - -
prescription, needling method, treatment time,etc.)

If you do not recommend any treatment protocol, the default is “a specific treatment protocol

related to filiform needle therapy”

Stage([/] acute stage/[] prophylactic treatment /[] other )

(] Pain degree([_] mild,please describe the symptoms  /[] moderate, please describe the
symptoms _ /[] severe,please describe the symptoms  /[] other )

[] Meridian syndrome differentiation and classification([_]Shaoyang meridian headache /

Optional population [JYangming meridian headache /[] other )

[] Special population([] migraine sufferers with depression/anxiety /[ Jmigraine sufferers
who are dependent on painkillers /[ Jpatients with acute migraine during lactation /[_Jmen-
strual migraine patients/[] other )

[] Other

Other optional com- | [] No treatment

parison Other conventional western medicine

Efficacy indicator:extent of pain relief, time of pain relief

) [] Safety Indicators:
Optional outcome T )
Health-economic indicators: medical costs

[] Other

The clinical setting you are in:general hospital (hospital specialized on acupuncture-moxibustion/general hospital,

etc.)

Other issues of concern:ls acupuncture by filiform needles safe?

Second stage:To sort and summarize clinical questions

Drafting group of guidelines eventually sorts through the collected clinical questions to form the clin-
ical questions in a complete structure which contains specific population (P),specific interventions
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(hHand comparisons (C),such as “For menstrual migraine patients,does it benefit more from prophy-

lactic treatment with ear acupuncture than from no treatment?”

Questions related to treatment protocols of acupuncture-moxibustion can be asked directly as a clini-
cal question,or integrated with related clinical questions.For example,the above clinical questions of
prophylactic treatment for menstrual migraine with ear acupuncture may be compared with the clini-
cal questions of the timing of ear acupuncture treatment— “Compared with no treatment, when is it
appropriate to start prophylactic treatment with ear acupuncture?”The clinical question may be mer-
ged to “For menstrual migraines patients,does it benefit more from prophylactic treatment with ear
acupuncture than from no treatment? When is it appropriate to start?”

Third stage:To screen and formulate clinical questions

The expert group further discuss the clinical questions after consolidation, select important acupunc-
ture-moxibustion intervention measures based on the advantages and characteristics of acupuncture-
moxibustion on diagnosis and treatment,and screen the important intervention measures according
to the attention degree of doctors and patients. The expert group grade the importance of the clinical
questions associated with the intervention,and determine the clinical questions with priority concern
through the Delphi method or other consensus method. The number of clinical questions included in
each type of intervention depends on the level of concern of doctors and patients.Meanwhile, time,
funding,and whether it has been answered in the existing guidelines should be considered compre-
hensively.

5.3 Determination of outcome indicators and their importance

5.3.1 Determination of outcome indicators

According to the outcomes and their indicators related to the clinical questions collected in the Step 3
of the First stage indexed as 5.2.2, the outcomes and their indicators of specific target population
(P)resulted from a particular acupuncture-moxibustion intervention are to be determined according
to the clinical application of such acupuncture-moxibustion intervention and by expert consensus.For
example,the outcome of female urinary incontinence treated by acupuncture is the degree of urine
leakage.So0,24-hour urine leakage can be used as the primary outcome (indicator) for patients with
mixed urinary incontinence,and 1-hour pad test can be used as the primary outcome (indicator) for

patients with stress incontinence.

Clinical experts,methodological experts.health economics experts,and patient representatives in the
expert group may supplement other outcomes and indicators that influence doctor-patient decision-
making, including safety indicators,health economics indicators,etc.

5.3.2 Importance rating of outcomes and indicators

For each group of population (P),the drafting group sort out the outcomes and outcome indicators
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involved.Considering how much it will influence the decision making of the acupuncture-moxibustion
operators or the, the expert group rank the outcomes and indicators according to their importance
and classify them into Category 1 critical, Category 2 important but non-critical and Category 3 not
important.Category 1 outcomes refer to the key factors in decision making, including rates 9 to 7.Cat-
egory 2 outcomes are important but not critical factors in decision making,including rates 6 to 4.Cat-
egory 3 covers factors that have little influence on decision makers and patients which includes rates
3 to 1.The same intervention has different outcome indicators and importance for different groups of

population with the same disease (P) (see Table 5-2).

Table 5-2—Importance grading of outcome indicators form of the Clinical guideline

on acupuncture and moxibustion—Female urinary incontinence example chart (Excerpt)

o Outcome Importance
Outcome indicator ) )
importance score rating
1. 24 hours of urinary incontinence 8 Critical
2. A questionnaire to assess quality of life in patients with urinary inconti- .
7 Critical
nence
3. Urge-Incontinence Impact Questionnaire (U-11Q) ,Urge—Urinary Distress ; Critical
ritica
Inventory (U-UDD
9. 24 hours urine leakage 6 Important
10. 1 hour pad test urine leakage 6 Important
11. An adjunctive test used to assess urinary problems 6 Important

5.4 Presentation of clinical questions

5.4.1 Phrasing of clinical questions

It is recommended that the phrasing of clinical questions consider the following 2 aspects.

—Yes-no questions should be used instead of wh-questions for clinical questions that contain all PIC
elements.We suggest use “For X X X patients should X X X recommend or”,and avoid using de-
gree adverbs such as “best”, “optimal”, “perfect” and “most reflective”.For example, “For facial
paralysis patients in sequelae period,should WFAS recommend acupuncture by filiform needles or

no treatment?”

—Yes-no questions and wh-questions are combined to express the clinical questions related to acu-
puncture-moxibustion treatment protocols.For example.questions such as “If to the ear acupunc-
ture prophylactic treatment of migraine patient of menstrual period,when to begin to treat appro-
priately?”,“Does prophylactic therapy with ear acupuncture benefit patients with menstrual mi-
graine more than no therapy?” It may be concomitant to ask “whether prophylactic treatment with
ear acupuncture,as compared to no treatment,can benefit patients with menstrual migraine more?
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When is it appropriate to start ear acupuncture?”

5.4.2 Structural breakdown of clinical questions

Included clinical questions need to be structurally breakdown according to PICO elements. (see Exam-
ple 5-3).

EXAMPLE 5-3.

“Do migraine patients with depression/anxiety benefit more from a combination of acupuncture by filiform needles
and western medicine as a preventive treatment than from western medicine alone?”

May be structured into:

Population: Migraine patients with depression/anxiety (non-attack phase)

Intervention measures: Preventive treatment of acupuncture by filiform needles combined with western med-
icine

Comparisons: Western medicine

Outcome indicators: Clinical efficacy (days of headache, changes in frequency and intensity; effective rate;
quality of life associated with headache; functional health status and health-related quality of life; symptom
improvement and syndrome scale score)

Safety outcome (incidence of s adverse reactions)

Indicators of health economics evaluation (costs and time cost for treatment)

5.5 Report of clinical questions

The finalized clinical questions are reported in a structured form (see Table 5-3)and the content in-
clude:

a) should report on PICO elements for the clinical questions eventual determined;
b) report in the main body of the guideline whether or not all clinical questions determined were ad-

dressed and the results of handling the questions (recommendations formulated/ treatment pro-
tocols of acupuncture-moxibustion formulated) (see Annex C-C.9.2).
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6 Retrieval,evaluation and synthesis of the evidence

6.1 Sources of evidence

The evidence shall be from the modern literature (systematic review and RCTs,etc.)and the clinical
experiences of ancient and modern acupuncturists (ancient literature, clinical experiences, view-
points and books,and real cases) :

a) systematic reviews: those data may be directly used to form recommendations after screening
and evaluation;

b) modern clinical studies: those are used to form recommendations and recommended treatment

protocols of acupuncture-moxibustion after systemic review;

¢) clinical experiences of ancient and modern acupuncturists:those are formed into the contents of
recommended therapeutic protocols of acupuncture-moxibustion,instead of directly forming the
recommendations,after translational evaluation.

6.2 Retrieving and screening of evidence
6.2.1 Systematic review and evidence retrieval of modern clinical researches

The retrieval strategy is made by the drafting group. Literature search strategies includes search
tools, search scoping., search words, search formulas., inclusion and exclusion criteria, etc. Retrieval
scope should include databases in Chinese, English, Japanese,and Korean languages. Databases, such
as Cochrane Library , Medline , EMBase , China National Knowledge Infrastructure (CNKI) Database ,
Chinese Medical Current Contents (CMCC) Database , etc.,are used. The retrieval strategy shall also
include limited range of years of literature.According to the determined retrieval strategy.the draft-

ing group adopts the combination of electronic retrieval with manual retrieval.

The pyramid of evidence levels includes systematic reviews and meta-analysis,RCTs, observational
studies and other research types.For the retrieval order of modern literature evidence,according to
the needs of clinical questions, the evidence pyramid “from high to low” may be searched step by
step.

6.2.2 Retrieval and collection of clinical experiences of ancient and modern acupuncturists
6.2.2.1 Retrieving and collecting ancient literature

According to the characteristics of diseases, the ancient literature search words, the scope and edi-
tion of the ancient literature are determined by the ancient literature experts of the guideline expert

group.The retrieval bibliography of ancient literature should meet the following principles:
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a

b

c)

d

universality: it includes the books whether or not specialized on acupuncture-moxibustion
which contain content of meridians, acupoints, techniques of needling and moxibustion, and
treatment dating from as early as the unearthed silk medical books through to the Qing Dynasty
(A.D.1912);

representativeness:it refers to those ancient books greatly influenced the academic history of
acupuncture-moxibustion and with a lot of informative records related to acupuncture-moxibus-
tion treatment, which meet the need for ancient information in making clinical guidelines on acu-

puncture-moxibustion;

reliability:with the authors that can be verified and the collated editions available,a foundation
is laid for full reference and citation in developing the clinical guidelines on acupuncture-moxi-

bustion;

availability.retrieve the publicly released ancient books in existence or the ancient books with

their lost parts re-compiled,to ensure that their original contents can be obtained.

According to the above principles,ancient literature experts determine the bibliography for literature

retrieval and develop a search strategy.In the retrieval, the qualified contents are screened out ac-

cording to the inclusion and exclusion criteria of literature.

6.2.2.2 Retrieval and collection of clinical experience of modern acupuncturists

It includes the acupuncturists’ (1912-present)clinical experiences, viewpoints and books,and real ca-

ses. The collection procedure is as follows.

a)

b

Determine the scope of acupuncturists to be included: The expert group decides the number of
acupuncturists whose clinical data to be collected.lIt is suggested that the number of acupunctur-
ists is not more than 10.The inclusion criteria of acupuncturists are as follows:

1) those who achieved significant therapeutic effect on the target disease;

2) those who have rich clinical experience and have relatively stable patient populations;

3) those who are well recognized in their regions (having many inheritors and whose academic

thoughts are influential,etc.).

The drafting group collects the clinical experience of acupuncturists.and the data included should

meet all the following criteria:

1) the exposition for etiology.pathogenesis, treatment principles and methods is clear and pla-
ying a guiding role in syndrome differentiation of the target diseases;or the diagnosis is
clear and in line with the diagnosis for target disease (the diagnosis for etiology . pathogene-
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sis,disease location/site,disease nature,and disease developing trend is clear and consist-
ent with the diagnosis for target disease) ;or the description for main symptoms,accompa-
nied symptoms, tongue and pulse manifestations is clear, meeting the diagnosis for target

disease;

2) the contents about treatment sites and methods are complete (for example.in the filiform
needle acupuncture,it includes the selected points,and locating method of selected points;
it also includes the method of needling, the manipulation method, the treatment time,etc.) ;

or the description for treatment sites and methods is clear;

3) the description for efficacy/effect is clear;or there are contents about the clinical efficacy

or effects descriptions, recordings, explanations;

4) the treatment protocols are unique and special, which are compared with conventional
methods in treatment protocols.

NOTE It refers to special diagnostic and therapeutic method;or having a special effect on a certain group of peo-
ple;or the point selection is the same, but the direction or the sensation of needling is different; or the

treatment methods and procedures are different;or the treatment frequency and courses are different, etc.

6.3 Systematic review and evidence evaluation of clinical studies

6.3.1 Quality evaluation of systematic reviews

Evaluate the quality of systematic reviews using systematic evaluation/Meta-analysis methodological
assessment tools (AMSTAR 2 . A critical appraisal tool for systematic reviews that include random-
ized or non-randomized studies of healthcare Interventions , or both) (published by the BMJ publish-
ing group co..LTD., visit https://www.bmj.com/content/358/bmj.j4008.long, cited with authoriza-
tion).The drafting group retrieves the systematic reviews published in recent years answering the
clinical questions.For those RCTs published in the last 3 years but without updated systematic re-
views, it is suggested to update the strategy for systematic review.For the system reviews with no
need to be updated, the results will be extracted by the drafting group.If there is a lack of systematic
review of clinical questions.the drafting group need to collect evidence from modern clinical studies

and make a systematic review.

6.3.2 Rating the quality of evidence from modern clinical studies

6.3.2.1 Method of rating the quality of evidence from modern clinical studies

The software system Grading of Recommendations Assessment., Development and Evaluation
(GRADBE)is used to rate the quality of evidence from modern literature.
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6.3.2.2 Rating the quality of evidence body from modern clinical studies

The evaluation methods and procedures of evidence body from modern clinical studies refer to the
WHO Handbook for Guideline Development.

The quality of evidence body from modern clinical studies is determined by 5 reasons to rating down
and 3 reasons to rating up,and the drafting group decides on such reasons. After filling the rating
down and rating up reasons in the GRADE Guideline Development Tool (GRADEpro GDT) the rating
of quality of evidence body from modern clinical studies will be automatically presented.To achieve
transparency and simplification, the GRADE system classifies the strength of evidence body from
modern clinical studies into four levels:high,moderate,low.and very low.GRADE provides symbolic,
numerical ,and alphabetical descriptions of the evidence strength for modern clinical studies.Here the
Norms recommends the use of alphabetical description method.using capital English letters A,B,C,
D to represent the 4 levels,ie high,moderate,low,and very low.respectively.

6.4 Correlation assessment of acupuncture-moxibustion treatment protocols (including ther-
apeutic elements)from different sources of evidence

6.4.1 Objects and contents of assessment

The objects for assessment are those treatment protocols of acupuncture-moxibustion in modern
clinical studies and clinical experiences of ancient and modern acupuncturists. The contents are as fol-
lows:

a) disease-related background, treatment principles and treatment methods:including diagno-
sis, etiology, pathogenesis, disease location, nature, developing trend, and syndrome (s) (main
symptoms, systemic symptoms, tongue and pulse manifestations, etc.) ; descriptions of treat-
ment principles and methods. point selection principles, point prescription methods.and so on;

b) contents about treatment sites: including descriptions of points (regular points, extra
points) , points of microsystems (regional points,such as on the head,ear.eye,etc.) ,disease lo-
cations,and reaction points/objects (such as Ashi points, sensitive points, superficial venules,
nodules.etc.) .as well as methods to locate points;

¢) contents about treatment methods: it may include the information description of the opera-
tion method of acupuncture-moxibustion (such as the depth of acupuncture, the angle of acu-
puncture, the direction of acupuncture, the quantity of moxibustion operation/ZHUANG, etc.) ,
the treatment time (such as treatment time point,the time of needle retention, the time interval
between treatments, the duration and course of treatment)and so on.

6.4.2 Correlation assessment methods
Based on the characteristics of diseases and acupuncture-moxibustion interventions, ancient litera-

ture experts and clinical experts judge whether the clinical experiences are correlated and consistent
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with the treatment protocols from different sources.Those correlated clinical experiences of ancient
and modern acupuncturists will be used as evidence to support the reliability of treatment protocols
of acupuncture-moxibustion in clinical studies.The specific contents of correlation assessment of ac-
upuncture-moxibustion treatment protocols from different sources are as follows:

a) whether the etiology . pathogenesis, location, syndrome type (stage) ,syndrome.and treatment principles
and methods, point selection principles,and point prescription methods are consistent;

b) whether the point prescription,treatment sites.and method of locating points are consistent;

¢) whether the method and operation of acupuncture-moxibustion,and the treatment time are con-
sistent.

6.5 Translational application of clinical experiences

Step 1:Structured extraction and analysis of treatment protocols of acupuncture-moxibustion
from different sources of evidence

Firstly,the drafting group extract the treatment protocols of acupuncture-moxibustion from clinical
experiences of ancient and modern acupuncturists as well as modern clinical studies.When there are
multiple clinical studies on a certain clinical question, the sample size, indirectness, effect size, and
safety of each clinical study should be comprehensively considered to select the treatment protocols
of acupuncture-moxibustion that can be extracted. Then, the related content can be extracted by u-
sing the structured extraction table (see Table 6-1).

Table 6-1—Example table of structured extraction of treatment protocols of
acupuncture-moxibustion from different sources of evidence example chart

Provider of )
. . Treating Treatment
literature Disease-related o Treatment
Source Contents principles i methods Effects
(author/year) / content sites )
. and methods (precautions)
experience

Clinical study 1

Clinical study 2

Clinical  experience
of ancient and mod-

ern acupuncturists 1

Clinical  experience
of ancient and mod-

ern acupuncturists 2

Step 2:Correlation assessment

Ancient literature experts and clinical experts are required to evaluate whether acupuncture-moxi-
bustion treatment protocols from different sources are correlated.Meanwhile, it is necessary to fur-
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ther clarify which elements of the treatment protocols in clinical studies are supported by the experi-
ence of ancient and modern acupuncturists.

Step 3:Clinical value evaluation

The clinical value of acupuncture-moxibustion treatment protocols from different sources is evalua-
ted by clinical experts.The contents of evaluation include the following four aspects:

a) whether the theory., methods, prescription, acupoints selection and operation technique of the
treatment protocol correspond to each other;

b) whether the manipulation is intuitive and repeatable,and whether the treatment protocol can be
spread for clinical implementation;

¢) whether it is more useful than commonly used individual therapies;

d) whether it can inspire or guide the clinical diagnosis and treatment.

The evaluation process of acupuncture-moxibustion treatment protocols from different sources is
shown in Figure 6-1,and it is recommended to be presented in table format (see Table 6-2).

Treatment protocols of
acupuncture-moxibustion
in the clinical studies

Correlation evaluation
of the clinical experiences
of ancient and modern
acupuncturists

The treatment protocols of The treatment protocols of

acupuncture-moxibustion acupuncture-moxibustion without
supported by the clinical support of the clinical experiences of
experiences of ancient and ancient and modern acupuncturists

modern acupuncturists

Evaluation of
clinical value

The recommended treatment
protocols of acupuncture-moxibustion

Figure 6-1—Flowchart for evaluating the of treatment protocols of acupuncture-moxibustion
from different sources
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Table 6-2—Table of evaluation process of acupuncture-moxibustion treatment protocols

from different sources example chart

Clinical questions

Acupuncture-moxibustion

Information of treatment Related
treatment protocols and
protocols contents
source of data
Data source (Clinical | Disease-related . .
Clinical studies and

studies/Clinical ex-

background,

Correlation
assessment

Literature . . . Treatment | Treatment | clinical experiences

periences of ancient | treatment prin- ) )
No. ) sites methods | of ancient and mod-
and modern acu- | ciples and meth- )
. ern acupuncturists

puncturists) ods
Clinical study —
Clinical  experience
of ancient and mod-
ern doctors 1

Material 1

Clinical  experience
of ancient and mod-
ern doctors 2

Any correlation?

[] The treatment protocol of ac-
upuncture-moxibustion in clini-
cal studies supported by the
clinical experiences of ancient
and modern acupuncturists

[] The treatment protocol of ac-
upuncture-moxibustion in clini-
cal studies without support of
the clinical experiences of ancient
and modern acupuncturists

Treatment protocol 1:
Points selection

Main points:

Supplementary points (point selection based on meridian
differentiation/syndrome differentiation/symptomatic differen-
tiation)

Method of needling and moxibustion

Acupuncture-moxibustion method

Operation method

Treatment time
Precautions

[ 1The treatment protocol of ac-
upuncture-moxibustion in clini-
cal studies supported by the
clinical experiences of ancient
and modern acupuncturists

[ 1The treatment protocol of ac-
upuncture-moxibustion in clini-
cal studies without support of
the clinical experiences of ancient
and modern acupuncturists

Treatment protocol 2:
Points selection

Main points:

Supplementary points (point selection based on meridian
differentiation/syndrome differentiation/symptomatic differen-
tiation)

Method of needling and moxibustion

Acupuncture-moxibustion method

Operation method

Treatment time
Precautions:
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Table 6-2—Table of evaluation process of acupuncture-moxibustion treatment protocols
from different sources example chart (continued)

Evaluation
of clinical
value

Evaluation contents

. Treatment Treatment
Factors to consider | | | eeeees
protocol 1 protocol 2

Remarks

Whether there is a cor-
respondence between
the theory, methods.,
prescription. acupoints
selection and operation
technique of the treat-
ment protocol ( the
method of syndrome
differentiation and cla-
ssification, the principle
and method of treat-
ment. the selection of
points and supplemen-
tary points, the method
of needling and moxi-
bustion, and precau-
tions)

a) Experience from

practice
b Th tical |-
) S.esore ical ana ] Yes ] Yes ] Yes
i
v ] No 1 No ] No

c¢) Data from vari-
ous countries

d) Intuitive percep-
tion

[] Unclear | [JUnclear [JUnclear

whether the manipula-
tion is intuitive and re-
peatable, and whether
the treatment protocol
can be spread for clini-
cal implementation

a) Experience from
your own prac-

tice [] Yes [] Yes [] Yes
b) Experience of oth- | [ ] No [] No [ ] No

er people [] Unclear | [JUnclear [JUnclear
c) Intuitive percep-

tion

whether it is more
useful than commonly
used individual thera-
pies

a) Easy to operate
b) Safe to operate

¢) Inexpensive (a- | [] Yes [] Yes [] Yes
vailable) [ ] No [] No [ ] No

d)  Short-term effica- | [ ] Unclear | [JUnclear [JUnclear
cy

e) Long-term efficacy

Whether it can inspire
or guide the clinical
diagnosis and treat-
ment

a) Diagnosis

b) Treating principle

c¢) Treatment meth-
ods

d) Efficacy evalua-
tion methods

[] Yes [] Yes [] Yes
[] No [ ] No [] No
[] Unclear | [JUnclear [JUnclear

Conclusion of clinical
value evaluation

[ ] This treatment protocol has important clinical value
[] This treatment protocol has certain clinical value
[] The clinical value is uncertain

According to the conclusion of clinical value evaluation, whether to recommend the content of treat-

62




WFAS 007.1—2023
ment protocols of acupuncture-moxibustion are finally decided by consensus of the expert group.

6.6 Comprehensive assessment of evidence from multiple sources

The comprehensive assessment of evidence includes synthesizing evidence for recommendations,
and the comprehensive assessment of treatment protocols of acupuncture-moxibustion in recom-

mendations:

—evidence synthesizing for recommendations is the process that the drafting group answers the
clinical questions of “difference in efficacy” and “safety”, etc.by applying the results of all types of

evidence evaluation in systematic review,modern clinical studies,and so on;

—the comprehensive assessment process of treatment protocols of acupuncture-moxibustion is
the process that the guideline expert group performs the correlation evaluation of treatment pro-
tocols from the clinical studies and the clinical experiences of ancient and modern acupuncturists,
then, those clinical experiences of ancient and modern acupuncturists having correlations will be
used as the supporting evidences for the treatment protocols of clinical studies,and then,after the
clinical value evaluation, those treatment protocols of clinical studies having clinical value will be
formed as recommended treatment protocols of acupuncture-moxibustion through consensus of

the expert group.

7 Formulation of recommendations

7.1 Framework and contents of recommendations in guidelines

Recommendations should include the following and be reported in the body text of the guidelines
(see C.9.3).

7.1.1 Clinical question

The clinical questions finally determined in the report.

7.1.2 Contents of recommendations

Recommendations shall include whether to recommend intervention measures (treatments) to treat
certain population or patients with target diseases, whether the key outcome indicators can be im-
proved,and the level of evidence and strength of recommendation.Recommendations should be re-
ported to the related clinical question.If the strength of recommendation is conditional (i.e.,weak

recommendation) , the conditions to use the recommendation shall be stated.

The recommendation shall include the treatment protocols of acupuncture-moxibustion,including the
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acupuncture intervention for the applicable population, the timing of intervention, the treatment prin-
ciple and method, treatment sites (including the main points, supplementary points,etc.) , the treat-
ment method (including the method of acupuncture-moxibustion, the operation method, treatment
time,etc.) , precautions,and the outcome indicators (symptoms) that can be improved by the treat-

ment protocol.

7.1.3 Judgment basis

The followings shall be explained:

—overall description of the sources of evidence and the quality,quantity and others of evidence from

different sources;

—this may include descriptions of population to whom acupuncture-moxibustion treatments are ap-
plicable or not applicable reflected by the evidence,and the situation that the evidence not indica-
ting distinction between groups of population need to be stated nonetheless; the effective inter-
vention measures reflected by the evidence including the method of acupuncture-moxibustion, as
well as the effective operation methods, treatment time and other key points in the method of nee-
dling and moxibustion;

—desirable and undesirable consequences of intervention measures should be weighted;

—analysis of patients’ values and willingness,or direct and indirect costs.

7.1.4 Precautions in operation

The followings may be included:

—precautions in operation closely related to the recommendation;

—the environment wherein the recommendation is applicable and the policies, laws and regulations

need to be considered;
—requirements for the qualification and proficiency of the operator;
—health education and instructions for the patients.
7.1.5 Consensus decision-making process from evidence to recommendation
The key factors are taken into consideration during the formulation of recommendations (including
recommended treatment protocols of acupuncture-moxibustion)as well as the consensus process. If
any member of the expert group holds strong objection to any decision or consensus, the objection

and its standpoints may be recorded.
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7.1.6 References

It is necessary to provide references on both modern and ancient literatures used to support the for-
mulation of recommendations.

7.2 Factors in formulating recommendations from evidence

Quality of evidence and balance between desirable and undesirable consequences will affect the
strength of recommendation. Meanwhile, the strength of recommendation is also related with the
preferences and values of the population with target disease,as well as the resources use,equity and
feasibility of the recommended intervention measures (see EtD Framework on GRADE website: ht-
tp://www.gradeworkinggroup.org/).

The following 12 factors shall be considered in formulating recommendations from evidence:
—priority of question (whether this clinical question shall be resolved in priority) ;

—beneficial effects;

—adverse effects;

—overall quality of evidence;

—importance of outcomes;

—balance between desirable and undesirable consequences;

—resource use;

—quality of evidence on resource use;

—cost-benefit ratio;

—health equity;

—acceptability (of intervention) ;

—feasibility (of intervention).

7.3 Factors in formulating treatment protocols of acupuncture-moxibustion

If the treatment protocols of acupuncture-moxibustion are included in recommendations, the assess-

ing the correlations and clinical value of the treatment protocol from different sources, the expert
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group members need to consider of rationality of the treatment protocol, balance between desirable
and undesirable consequences, resources needed, equity, acceptability and generalizability to recom-
mend treatment protocol of acupuncture-moxibustion in priority. The following 9 factors should be
considered:

—beneficial effects;

—adverse effect;

—quality of evidence;

—rationality of the treatment protocol;

NOTE |In this factor it is suggested to consider “whether the treatment protocol is supported by evidence from differ-
ent sources”, “whether there is a correspondence between the theory, methods, prescription,acupoints selection
and operation technique of the treatment protocol (the method of syndrome differentiation and classification,
the principle and method of treatment.the selection of points and supplementary points,the method of needling

and moxibustion,and precautions)”.

—cost demand;

—health equity;

—acceptability of the treatment protocol to the patients;

—acceptability of the treatment protocol to the operators;

—generalizability of the treatment protocol.

7.4 Direction and strength of recommendations

Direction and strength of recommendations include the following 5 options:

—strong against this intervention;

—conditional against this intervention;

—conditional recommendation for either the intervention or the comparison;

—conditional recommendation of the intervention;

—strong recommendation for the intervention.
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In formulating recommendations, it is necessary to take into account of the summary of evidence,
subgroups of population,implementation.monitoring and evaluation, etc. (see the figure of strength
of recommendation on GRADE website:http://www.grade workinggroup.org/)

8 Directions for future studies

In developing guidelines. there might encounter certain clinical questions that not clearly recorded in
any studies or ancient books,being used nowadays but have not yet been paid attention to by clinical
researches. These issues may be sort out in separate chapters which would provide ideas and direc-
tions for future researches (detailed contents shall be reported in C.14 and C.18.4).

Common issues which can provide directions for future researches may include:

—issues with high clinical attention but lack modern studies (such as inadequate researches on dif-
ferent diseases and subgroups of population,lack of exploitation in certain key outcome indicators,
absence of related researches on health-economics,etc.)or clear corresponding records in clinical

experience of ancient and modern acupuncturists;

—manipulations or experience that are recorded in clinical experience of ancient and modern acu-

puncturists and are commonly used in clinical practice but with no evidence from modern studies;

—other issues that are not among current research hotspots but with potential values.

9 Consensus decision-making in WFAS clinical guidelines on acupuncture-moxi-
bustion

9.1 Who and when need consensus decision-making?

The consensus decision-making process stated in the term 4.6 in this Norms involves 3 procedures in
formulating a WFAS clinical guideline on acupuncture-moxibustion,namely determining clinical ques-

tions,deciding outcome indicators and their importance,and formulating the recommendations.
9.2 What does consensus mean?

The term consensus means general agreement within a group or between different groups.However,
it is often difficult to reach agreement in a straightforward manner during discussions among consen-
sus participants when the clinical questions are complex, the evidence is insufficient or conflicting, or
some consensus participants bear strong and diverse viewpoints. Therefore, general agreement does
not mean to have no diverse viewpoints.One important thing is to set scientific indicators based on
coordination among viewpoints of all parties. The objectives of this chapter are to:
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—provide guidance to working groups of WFAS clinical guidelines on acupuncture-moxibustion on
the methods for consensus decision-making;

—outline the relevant considerations when selecting a method for consensus decision-making;

—propose the minimum requirements for documenting the process of consensus decision-making in
formulating WFAS clinical guidelines on acupuncture-moxibustion.

9.3 Methods and threshold for consensus

There are a number of methods and thresholds for consensus in existence,and formal and/or infor-
mal methods may be used based on the varied content of consensus. Formal methods for reaching
consensus include the Delphi method,the consensus development conference and the nominal group
technique . with many variations of each of these methods and many hybrid approaches used in clini-
cal practice that incorporate elements from more than one method. There has been no evidence yet to
prove which of the methods is the best (refer to WHO Handbook for Guideline Development for in-
troductions and instructions of these methods).

The consensus method used in a WFAS guideline on clinical practice of acupuncture-moxibustion will
depend on several factors,including the geographical features of consensus participants (national, re-
gional or of different member societies) , the focus and the clinical questions of the guideline, the tar-
get population of the recommendations, the quality of evidence, and the time and resource con-
straints involved.Working groups for WFAS guidelines may choose the most suitable method in ac-
cordance with practical contexts,but it is suggested to report such decision in the relevant part or
the chapter of methodology in the guideline,and explain the considerations in choosing such method.

The level of agreement necessary to finalize whether a consensus is reached is called the threshold
for consensus.When there are great differences in the viewpoints of consensus participants, voting
may be used as an alternative method to reach final decision. Any recommendation in WFAS clinical
guidelines on acupuncture-moxibustion to be “approved by general agreement” must win no less
60% of votes,and the objective viewpoints and their rationale shall be reported in the guidelines.

9.4 Requirements of consensus in WFAS clinical guidelines on acupuncture-moxibustion

9.4.1 Pre consensus planning

Determine the following issues based on content of consensus:

—determine the consensus participants (including requirements for geography.major and so on)and
the criteria for choosing the consensus participants,and manage the conflict of interest of the con-

sensus participants;

—define the method for reaching consensus, the threshold for consensus.the way to deal with strong
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objective opinions and the method as how to proceed if consensus cannot be achieved (the specif-
ic rules for taking a vote need to be made in advance if voting is used as an alternative method) ,
and rehearse the proceedings;

—systematically sort out and rationally design the consensus materials,and send them to each con-
sensus participant together with the background materials;

—train the consensus participants with methods for reaching consensus if necessary;

—determine a chair if the consensus development conference or the nominal group technique is a-
dopted.

9.4.2 Precautions for achieving consensus

Pay attention to the followings in reaching consensus:

—read out to consensus participants the method for reaching consensus, threshold for consensus,
expected process of consensus,and conflict of interest declaration of the consensus participants
(see Annex B);

—follow the pre-established process in a strict and orderly manner while paying attention to time
management ; if the consensus development conference or the nominal group technique is adopted,
the chair shall make good control over the progress and the time,and shall prevent undesired re-
sults due to improper behavior of group members;

—make detailed records of the consensus participants, method for reaching consensus, process for

consensus and result of consensus,and save relevant materials as well as audio-visual documents.

9.4.3 Requirements for reporting consensus

In reporting the consensus process of the WFAS clinical guidelines on acupuncture-moxibustion,
there are certain aspects under purpose and content, participant, method and standard, material and
background, process,result,and conflict of interest.See Annex D for the elements and contents for
reporting the consensus process of clinical guidelines on acupuncture-moxibustion.How detailed this
part to be presented in the guidelines will depend on practical circumstances and the ultimate goal is
to increase transparency of the consensus decision-making process so that the guideline users will
have a clear understanding of the factors taken into account in every decision as well as the informa-
tion needed to implement each recommendation. There are both common and characteristic parts in
reporting different proceedings of consensus decision-making.

9.4.3.1 Common parts

The requirements for reporting consensus participants.method for reaching consensus. threshold for
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consensus and process of consensus are more or less the same in different proceedings.Details are as
the followings:

—criteria for selecting consensus participants, number of consensus participants and their basic in-
formation,distribution of majors and geological regions, conflict of interest and management of in-

terests;

—method for reaching consensus and its rationale, the way to deal with strong objective opinions
and the method as how to proceed if consensus cannot be achieved;

—way to add up and sum up viewpoints from consensus participants, threshold for consensus as well
as how and by whom such threshold is determined;

—number of rounds for achieving consensus and the result of each round,and the overall description
of participation by every consensus participant in each procedure.

9.4.3.2 Characteristic parts

The requirements for reporting process of consensus,materials of consensus and result of consensus
are varied for different procedures.Details are as the followings.

a) Determining clinical questions.The following 2 aspects should be reported:

* general description of how clinical questions are collected,a synthesized list of clinical ques-
tions.and how viewpoints of consensus participants are dealt with;

¢ the finally determined clinical questions.

b) Determining outcome indicators and rating of their importance. The following 2 aspects should be
reported:

* general description of how outcome indicators are collected, a synthesized list of outcome
indicators,and how viewpoints of consensus participants are dealt with;

e rating of the importance of outcome indicators (see Table 5-2).
¢) Formulating recommendations. The following 3 aspects should be reported:

« summary of evidence and relevant explanations, if the recommendation contains treatment
protocols of acupuncture-moxibustion, the process of formulating the optional treatment
protocols of acupuncture-moxibustion should be reported in table (see 6.5) ;

e table of Evidence-to-Decision, if the recommendation contains treatment protocols of acu-

puncture-moxibustion, the process of formulating the recommended treatment protocols of
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acupuncture-moxibustion should be reported;
e recommendations formulated according to the framework of recommendations (see 7.1).
9.4.4 Place of reporting in guidelines

The consensus process of different procedures is reported in different parts in the guidelines, with
details as follows:

a) for “determining the clinical questions”, the finally determined clinical question and its corre-
sponding table of recommendations shall be reported in the main body of the guideline (see C.9.2) ;oth-

er contents related to the process of consensus shall be reported in the annex (see C.18.2);

b) for “outcome indicators and rating of their importance”,contents related to consensus shall be

reported in the annex of the guideline (see C.18.2);
c¢) for contents related to consensus in “formulating recommendations” , including

e the consensus participants, method for reaching consensus, threshold for consensus, the way
to deal with strong objective opinions,the method as how to proceed if consensus cannot be
achieved,and the proceedings for achieving consensus may be reported in whole in the first

paragraph of the chapter “formulating recommendations”;

e key factors taken into consideration in formulating each recommendation (including the rec-
ommended treatment protocols of acupuncture-moxibustion)and the process of consensus
shall be reported in the section “process of consensus” in the framework of recommenda-

tions (see C.9.3);

e the table of Evidence-to-Decision (refer to GRADE website)and the process of formulating
the recommended treatment protocols of acupuncture-moxibustion shall be reported in the

annex of the guideline (see C.18.4).

10 Production of the guideline

10.1 Contents and format of guidelines

A guideline shall consist of the title page,a table of contents,a main body and annexes. The main

body shall include foreword, introduction, summary, general description, overview of disease, over-

view of acupuncture-moxibustion treatments,acupuncture-moxibustion treatment and recommenda-

tions, conflict of interest declaration of this guideline, ways to access this guideline, ways to imple-

ment the recommendations in this guideline, beneficial and adverse effects in implementing this
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guideline,directions for future studies, limitations and deficiencies of this guideline,update planning
of this guideline and references.The annexes shall include members of working groups of the guide-
line;determination of clinical questions of the guideline;retrieval scope,strategy and results;process
of formulating recommendations (including the recommended treatment protocols of acupuncture-
moxibustion) ; process of soliciting, summing up and handling expert comments;and all meetings con-
vened for formulating the guideline (may be provided in annexes and/or published in digital form so
as to reduce the cost of printing and publishing the main part of the guideline).See Annex C for the
contents and format of guidelines.

10.2 Composition and review of the guideline

10.2.1 Formulation of a Working Draft

The drafting group shall write a preliminary draft guideline in accordance with the consensus-based
recommendations and the required contents and format of guidelines. The preliminary draft is to be
revised by the drafting group after reviewed by and based on advises from the core expert group in
order to form the Working Draft (WD).

10.2.2 Solicitation of comments

The drafting group sort out and sum up comments collected from an extensive peer review to the
WD, form a table of comments and handlings (see C.18.5) which is to be submitted to the core expert
group for review and decision.

10.2.3 Formulation a Draft Standard

The drafting group revises the WD in line with the decision by the core expert group to form the
draft of WFAS standard (DS).

10.2.4 Review
The drafting group submits the DS to the WFAS Standardization Working Committee,who will vote
to decide whether to approve and also provide review comments. See the constitution of WFAS

Standardization Working Committee for voting rules.

See Annex E-Figure E.1 in for the flowcharts of formulating a guideline.

11 Publication and implementation of the guideline

11.1 Publication of the guideline

The core expert group decides over the review comments and the drafting group revises the text ac-
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cordingly to form the WFAS guideline. The WFAS Standardization Working Committee then proposes
to the Secretariat of WFAS to submit the guideline to the Executive Committee of WFAS for ap-
proval.The final guideline will be published after approved by the Executive Committee of WFAS.The
languages are preferred to be English and Chinese, while it is possible to consult with the Secretariat
of WFAS if there are additional demands.
11.2 Implementation of the guideline

The following localization strategies may be referred to in implementing the guideline:

—organizing local press conferences,lectures,or academic symposiums to disseminate the ideas and

obtain more recognition;

—cooperating with local governments and relevant associations, organizations and institutions, and

assisting the establishment of local implementation groups;
—integrating with local professional education;

—integrating with patient health education:a patient targeted edition of the guideline may be printed

and spread out,and interpreted by professionals on regular basis.

12 Disclaimer

It shall be clearly stated in the guideline that it is only a recommendatory document without any legal
effect. The operator of acupuncture-moxibustion needs to choose whether to use it based on his/her
own judgment out of his/her clinical expertise and knowledge as well as the contextual circum-

stances of local health system.

13 Editions,revision and update of the guideline

13.1 Editions of the guideline

Considering implementation of the guideline, several editions targeted to varied audience may be
published such as the patients’ edition, Asian editions for countries and regions where member socie-
ties are located and so on.See Annex F for textual specifications of the draft of WFAS standard.

13.2 Revision and update of the guideline

13.2.1 Conditions to revise or update the guideline

The relevant managerial body shall organize to review the existing guidelines based on practical clini-
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cal demand and the development of acupuncture-moxibustion, with a time interval usually not excee-
ding 5 years.If a guideline is listed into revision plan by the managerial body after review, the revising
process is the same as the formulating process.

The guideline shall be updated in time when the followings occur:

a) new high quality intervention measures have emerged;

b) new evidence has emerged to prove the benefits or harms of existing intervention measures;
¢) new significant conclusions have emerged,which brought new meaning and value;

d> new medical resources have emerged in treatment.

In case of the above stated circumstances, the managerial body will urge the working group to recol-
lect and reevaluate the literature and to update the guideline.

13.2.2 Who will revise or update the guideline
Usually, the leader of drafting group shall also be responsible to lead revising and updating the guide-

line.If the leader of drafting group cannot take lead in revising and updating the guideline, the person
designated by WFAS shall lead revising and updating the guideline.

14 Major changes in terms of the guideline

This includes major changes to the name and contents of the guideline, postponed application for the
guideline and others. The decision is usually made by the project approval body.For example, such ap-
plication or report shall be filled to the WFAS Standardization Working Committee if it is the project
approval body.

15 Evaluation of the clinical guidelines on acupuncture-moxibustion

15.1 Tools for evaluating the clinical guidelines on acupuncture-moxibustion

Use the Appraisal of Guidelines for Research and Evaluation Il ( AGREE II)to evaluate the guidelines.
15.2 Domains and items for evaluating the clinical guidelines on acupuncture-moxibustion

In evaluating the clinical guidelines on acupuncture-moxibustion there are 6 domains covering 23 i-
tems under scope and purpose, stakeholder involvement, rigor of development, clarity of presenta-

tion, applicability and editorial independence.See Annex G for the domains and items for evaluating
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the clinical guidelines on acupuncture-moxibustion.Steps of evaluation are as the followings.

a)

b

c)

d

The guideline working group is responsible for organizing evaluation of the guideline, and each
guideline shall be assessed by 2 to 4 guideline methodologists.

Ratings.Each item is rated on a 7-point scale (1.Strongly Disagree;7.Strongly Agree).A score 1
should be given when there is no information that is relevant to the item or if the concept is ver-
y poorly reported;a score of 7 should be given if the quality of reporting is exceptional with full
criteria and clear rationale;a score between 2 and 6 is assigned when the reporting of the item
does not meet the full criteria or considerations.A score is assigned depending on the complete-
ness and quality of reporting.

Calculating domain scores. A quality score is calculated for each of the domains. The 6 domain
scores are independent and should not be aggregated into a single quality score.Domain scores
are calculated by summing up all the scores of the individual items in a domain and by scaling the
total as a percentage of the maximum possible score for that domain.

Overall assessment of the guideline.The overall assessment includes scoring (a judgment) of the
quality of the guideline and whether the appraiser would recommend use of the guideline. Ad-
vices to amendments may also be proposed.
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Annex A
(informative)
Organizational structure for formulating a guideline

See Figure A.1 for the organizational structure for formulating a guideline.

The World Federation of
Acupuncture-Moxibustion societies

The WFAS Standardization I
Working Committee

Guideline working group

Drafting group Expert group Review group

Core expert group

Figure A.1—The organizational structure for formulating a guideline
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Annex B
(normative)
Conflict of interest declaration

Basic information

Name Name of association/organization
Group Major

Contact phone number Email

Postal address

All members of the guideline working group should declare all potential conflicts of interest.You
should declare any economic,non-economic or other conflicts of interest related to the subject of
this guideline in this conflict of the interest declaration form.

Potential conflicts of economic interests during the past 3 years

| or my spouse have accepted a total sum of more than 150,000 RMB yuan payment (such as pay-

ment for consultation, labors,gifts and travel expenses)from any enterprise that has an interest in | []Yes [ ]No

this guideline
| or my spouse hold shares or stocks of any enterprise that has an interest in this guideline. [1Yes [ ]No
| or my spouse hold personal patent(s)related to any enterprise that has an interest in this guide-
. [JYes [JNo
line
| or my spouse have accepted research funds from any enterprise that has an interest in this guide-
. [JYes [[IJNo
line
| or my spouse have accepted equipment or instruments funded by any enterprise that has an inter-
. . - [1Yes [JNo
est in this guideline
Potential conflicts of non-economic interests during the past 3 years
| or my spouse participated in any research related to this guideline or published results of any re- CYes N
es o
search involved in formulating this guideline,for example the systematic review
| or my spouse publicly expressed views or positions related to this guideline, for example by par-
[1Yes [ I]No

ticipating the work formulating similar guidelines for any other organization

| or my spouse have academic interest(s)in the recommendations of this guideline, for example
being the founder or main inheritor of the acupuncture-moxibustion therapy or school which is rel- | [[]Yes [ INo

evant to this guideline

NOTE The enterprises having interests in this guideline includes those produce and sell acupuncture needles. medi-

cines or equipment.

In addition to the above, please write in the box below any other conflict of interest during the
past 3 years you would like to declare:
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» Please give a brief description in the box below if you have checked “Yes” to any of the above

questions.

* Informed disclosure of conflict of the interest declaration:| agree to disclose the above con-
tent to other guideline working group members,and | agree to publish this Conflict of the Interest

Declaration form in the guideline.
e Declaration:| commit that the content | declared is true and complete.Should any of the informa-
tion | declared above change in any form at any time.| will immediately inform the head of draft-

ing group and complete a new Conflict of Interest Declaration form.

Signature: date:

e Fill in after review:

Based on the Conflict of the Interest Declaration above, the severity of conflict of interest of this
group member is judged as:[ |severe [ ]Jnot severe [ ]Inone

Conclusion and reasons:
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Annex C
(normative)
Contents and format of the guideline

C.1 Title page
C.1.1 Title:The title of the guideline is composed of two sections,namely the main section and the
supplementary section. The main section is: Clinical guideline on acupuncture and moxibustion ; and

the supplementary section is made of the name of disease.

C.1.2 Edition:If the document replaces one or more documents,the number of the replaced docu-
ment shall be indicated on the cover.

C.1.3 Issue date: X X X X (year)-X X (month)-X X (day).

C.1.4 Implementation date: X X X X (year)-X X (month)-X X (day).

C.2 Table of contents

Use automatic table to generate the Table of contents which normally cover Heading 2 or 3.

C.3 Foreword

This part mainly gives information beyond the contents of this document, such as other documents
used as references for drafting this document, the relations between this and other documents, the
relations between this document and the replaced document, publishing information of previous edi-
tions of this document and any replaced or abolished document, the description of patents,etc.

C.4 Introduction

This part is for presenting background information about the contents of this document, such as rea-
sons for formulating the document, special information or introduction of the technical contents of
this document.

C.5 Summary

This part includes treatment principle as well as recommendations.

There is no need to specify strength of recommendation in treatment principle; the recommendations
as well as the strength of recommendation and evidence shall be presented in a table(see Table C.1).
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Table C.1—Recommendations

Recommendations Strength of recommendation/evidence

C.6 General description

C.6.1 Objectives of this guideline

C.6.2 Purposes of this guideline

C.6.3 Range of diseases this guideline is applicable to

This part presents range of diseases/symptoms and the population with the specific or particular dis-
ease to whom this guideline is applicable.

C.6.4 Intended users of this guideline

Propose the intended users,environment and requirements to apply this guideline.

EXAMPLE The intended users of the guideline for low back pain may be acupuncturists, nurses and physicians/acu-
puncturists who are engaged in treating low back pain; patients with low back pain who are planning to or have received
acupuncture-moxibustion treatments; medical professionals and hospital administrators who are making diagnosis and

treatment training plans.

C.7 Overview of disease

C.7.1 Definition

The definition of the disease in both western and Chinese medical contexts.

C.7.2 Incidence rate and the characteristics of the patients

C.7.3 Clinical characteristics

Medical history,symptoms and signs.

C.7.4 Diagnostic criteria

Diagnostic criteria and classification based on western medical theories and those based on Chinese
medical theories.Diagnostic classification shall include that involved in the treatment protocol of acu-
puncture-moxibustion recommended in this guideline.In the case that any special population is in-

volved in the treatment protocol of acupuncture-moxibustion,the diagnostic criteria for that special
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population shall be clarified.

C.8 Overview of acupuncture-moxibustion treatments

This part includes overview of the use of acupuncture-moxibustion in treating the target disease in
ancient and modern times,common factors affecting the efficacy of acupuncture-moxibustion, com-
mon precautions in implementing acupuncture-moxibustion treatment as well as the appropriate
nursing and care management needing cooperation from the patients.

C.9 Acupuncture-moxibustion treatment and recommendations

C.9.1 The principle and characteristics of acupuncture-moxibustion treatment

C.9.2 Table of clinical questions and corresponding recommendations

C.9.3 Recommendations

In this part the clinical questions,the corresponding recommendations, judgment basis. precautions in
operation, process of consensus and bibliography shall be noted (see 7.1).See 9.4.4 for requirements
for reporting the process of consensus.

C.10 Conflict of interest declaration of this guideline

C.11  Ways to access this guideline and ways to implement the recommendations in this
guideline

C.12 Disclaimer

C.13 Beneficial and adverse effects in implementing this guideline

This part includes content in terms of monitoring and evaluation of the recommendations in this
guideline.For example,how to monitor whether the recommendations have been adopted. what re-
sults or outcomes to be monitored or evaluated to judge whether the effect of recommendations
meets expectations after this guideline is issued.

C.14 Directions for future studies

C.15 Limitations and deficiencies of this guideline

Describe all limitations in formulating this guideline.

C.16 Update planning of this guideline

Present detailed update proceedings including whether the guideline will be updated,and the method,
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time and term for updating.

C.17 References

C.18 Annexes

C.18.1 Members of working group of the guideline

This part specifies members of the drafting group, the expert group and the review group and de-
scribes the major (discipline/specialty) ,affiliation, responsibilities and tasks of each member.

C.18.2 Determination of clinical questions of the guideline

This part includes generating clinical questions, ranking outcomes and reporting process of consen-
sus.See Chapter 5 Formulating of the clinical questions and Chapter 9 Consensus decision-making in
WEFAS clinical guidelines on acupuncture-moxibustion.

C.18.3 Retrieval scope,strategy and results

C.18.4 Process of formulating recommendations (including the recommended treatment pro-
tocol of acupuncture-moxibustion)

C.18.5 Process of soliciting,summing up and handling expert comments

From completion of first working draft until approval of standard, the drafting group shall widely so-
licit comments and present the whole process of soliciting, summing up and managing expert com-
ments in each procedure in “working draft (WD) — soliciting comments — submitting draft of the
WFAS standard (DS)— submission for approval”.The comments and their handlings can be presen-
ted in a table as Table C.2.

Table C.2—Table of comments and handlings of the guideline

Name of document . Date:
Drafting organization: Stage: (WD/DS)
Name of member .
No.of ) Handlings Remarks
No. Comments society ) .
Chapter/term (accepted/rejected) (results after handling)

(country/region)

NOTE WD—Working Draft,DS—Draft of the WFAS Standard.

C.18.6 Important meetings held in formulating the guideline

The time, location, subject, participants and resolutions shall be listed.
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Annex D
(normative)
Elements and contents in reporting the consensus process of clinical

guidelines on acupuncture-moxibustion

D.1 Purpose and content
D.1.1 Describe the purpose(s)of using the consensus method.

D.1.2 Describe the content(s)and its source(s) that need achieve consensus, and decompose the
content(s) into clearly structured content component(s) which could achieve consensus.

D.2 Participants

D.2.1 Describe the basic situation of consensus participants (distribution of majors and geological
regions,etc.).

D.2.2 Describe the criteria for the selection of consensus participants.

D.2.3 Describe the process of consensus participants selection.

D.2.4 Describe the participation of consensus participants in the development of the guidelines.
D.3 Method and threshold for consensus

D.3.1 Explicitly propose the specific consensus method(s),and describe the characteristics of its

core elements reasonably and clearly.

D.3.2 Describe the specific procedure which use consensus method(s)in the development of guide-

lines.
D.3.3 Describe the threshold for reaching/ending consensus.

D.3.4 Describe the key factors that consensus participants need to consider when they are making

decisions in a specific procedure.
D.4 Material and background
D.4.1 Describe the sources, methods of formation and synthesis of consensus materials, and how

well correlated with the consensus content.
83



WFAS 007.1—2023

D.4.2 (Optional content)Describe the perspective of the guideline development (the health system

perspective, the individual patient perspective,etc.).

D.5 Process

D.5.1 Describe the actual implementation process of the consensus method.If the consensus con-
tent or planned procedures (rules)are modified during implementation, the modified content/proce-
dures and reasons for modification should be described.

D.5.2 Describe the quality control method and process of consensus decision-making.

D.6 Result

D.6.1 Report the result(s)for each round and the final result(s)clearly.

D.6.2 Explain the consensus results comprehensively, report the divergences arising from consen-
sus decision-making process.and describe the respective positions and reasons of the two sides.

D.6.3 Describe the potential limitations of the consensus decision-making.

D.7 Conflict of interest

Describe conflicts of interest of consensus participants.If there is a conflict of interest,describe the
type and the method to manage conflicts of interest.
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(normative)
Flowcharts of formulating a guideline

See Figure E.1 and Figure E.2 for the flowcharts of formulating a guideline.
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Figure E.1—Flowchart of formulating a guideline
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Annex F
(normative)
Textual Specifications of the draft of WFAS standards

The working languages of the World Federation of Acupuncture-Moxibustion Societies (WFAS) are
Chinese and English.The texts of WFAS clinical guidelines on acupuncture-moxibustion are issued in
Chinese and English.

F.1 Format of the Chinese version

F.1.1 Format of the title

Font SimHei,size 26, center text.Use A4 sized page with 10 mm top and 25 mm bottom margins.,and
25 mm left and 15 mm right margins.

F.1.2 Format of headings

Font SimHei,size 10.5 and aligned to the left for all first-level headings.Headings of and below the

second level,if there is any,shall be presented in the format.

1.1

1.1.1

F.1.3 Format of the main text

The texts shall be written in Font SimSun and size 10.5.For the texts without numbering the first line
of each paragraph shall be indented by 2 characters.and the texts with numbering shall be aligned to
the left.

When quoting references in the text,it is necessary to mark the relevant contents in the form of su-
perscript.such as: X X X x x x4,

F.2 Format of the English version

F.2.1 Format of the title

Font SimHei, Size 14,aligned to the left,and page size A4.
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F.2.2 Format of headings

Use Font SimHei,Size 12 and align to the left for all first-level headings.Headings of and below the
second level,if there is any,shall be presented in the format:

1.1
1.1.1
F.2.3 Format of text

The texts shall be written in Font SimHei,Size 10.5.The first line of each paragraph is aligned to the
left.

When quoting references in the text,it is necessary to mark the relevant contents in the form of su-

perscript,such as: X X X X x x 1,
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Annex G
(normative)
Domains and items in evaluating the clinical guidelines on

acupuncture-moxibustion

Clinical guidelines on acupuncture-moxibustion are evaluated based primarily on the domains and i-

tems of the Appraisal of Guidelines for Research and Evaluation II ( AGREE II) ,including:
G.1 Domain 1.Scope and purpose

G.1.1 The overall objective(s)of the clinical guidelines on acupuncture-moxibustion is (are) specif-

ically described.

G.1.2 The health question(s)covered by the clinical guidelines on acupuncture-moxibustion is (are)
specifically described.

G.1.3 The population (patients, public, etc.)to whom the clinical guidelines on acupuncture-moxi-

bustion is meant to apply is specifically described.

G.2 Domain 2.Participants

G.2.1 The guideline development group includes individuals from all relevant professional groups.
G.2.2 The views and preferences of the target population (patients,public,etc.)have been sought.
G.2.3 The target users of the clinical guidelines on acupuncture-moxibustion are clearly defined.
G.3 Domain 3.Rigor of development

G.3.1 Systematic methods were used to search for evidence.

G.3.2 The criteria for selecting the evidence are clearly described.

G.3.3 The methods for evaluating the quality of evidence are clearly described.

G.3.4 The methods for formulating the recommendations are clearly described.

G.3.5 The desirable and undesirable consequences to health benefits, patients” willingness, and

health economic factors have been considered in formulating the recommendations.

G.3.6 There is an explicit link between the recommendations and the supporting evidence.
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G.3.7 The guideline has been externally reviewed by experts prior to its publication.

G.3.8 A procedure for updating the guideline is provided.

G.4 Domain 4. Clarity of presentation

G.4.1 The recommendations are specific and unambiguous, can present the efficacy characteristics
of acupuncture-moxibustion in treating this disease,and clearly present the clinical questions which
acupuncture-moxibustion treatment can solve.

G.4.2 The different options or clinical questions are clearly presented.

G.4.3 Key recommendations are easily identifiable.

G.5 Domain 5.Applicability

G.5.1 The guideline describes facilitators and barriers to its application.

G.5.2 The guideline provides advice and/or tools on how the recommendations can be put into
practice.

G.5.3 The potential resource and technical feasibility of applying the recommendations have been

considered.

G.5.4 The guideline presents monitoring and/or auditing criteria.

G.6 Domain 6.Editorial independence

G.6.1 The views of the funding body have not influenced the content of the guideline.

G.6.2 Conflict of interests of guideline development group members have been recorded and publi-
cized.

90



WFAS 007.1—2023

Acknowledgements

World Federation of Acupuncture-Moxibustion Societies appreciate all the staff and organizations
that contribute to the development of this standard.

Throughout the research and compiling, the main contributors were Xiaodong Wu (Institute of Acu-
puncture and Moxibustion, China Academy of Chinese Medical Sciences. Beijing, China), Baoyan Liu
(China Academy of Chinese Medical Sciences, Beijing, China) ,Nangi Zhao (Institute of Acupuncture
and Moxibustion,China Academy of Chinese Medical Sciences, Beijing, China) , Jingyun Yuan (Beijing
University of Chinese Medicine,Beijing,China) ,and Nan Ding(Institute of Acupuncture and Moxibus-
tion, China Academy of Chinese Medical Sciences, Beijing, China).The following individuals provided
study method, approach advice and technical support:Jingsheng Zhao (Institute of Acupuncture and
Moxibustion, China Academy of Chinese Medical Sciences, Beijing,China) , Yali Liu (Beijing Children’s
Hospital, Capital Medical University, Beijing, China) ., Yuging Zhang (McMaster University, Hamilton,
Canada) , Longxiang Huang (lInstitute of Acupuncture and Moxibustion, China Academy of Chinese
Medical Sciences,Beijing,China) , Yuyang Yang (World Federation of Acupuncture-Moxibustion Soci-
eties, Beijing,China) ,and Chen Yao (Peking University First Hospital,Beijing,China).

Peer review were received from (acknowledged in alphabetical order) : Yaolong Chen (Lanzhou Uni-
versity, Lanzhou, China) , Yutong Fei (Beijing University of Chinese Medicine, Beijing, China) , Yong-
Suk Kim (Kyung Hee University. Seoul, South Korea) , Jianping Liu (Beijing University of Chinese
Medicine, Beijing, China), Jun Xia (University of Nottingham Ningbo. Ningbo, China). Translations
were undertaken by (acknowledged in alphabetical order) : Yemeng Chen (New York College of Tradi-
tional Chinese Medicine, Mineola, New York, the United Stated of America) . Jingyuan Liu (World
Federation of Acupuncture-Moxibustion Societies, Beijing, China) , Huizhu Wang (Institute of Acu-
puncture and Moxibustion,China Academy of Chinese Medical Sciences., Beijing,China) .Min Yu (In-
stitute of Acupuncture and Moxibustion, China Academy of Chinese Medical Sciences, Beijing, Chi-
na),and Yuqing Zhang (McMaster University, Hamilton, Canada).The standard was censored and re-
viewed by the standardization committee of World Federation of Acupuncture-Moxibustion Socie-
ties.

The institute of acupuncture and moxibustion (China Academy of Chinese Medical Sciences) provided
scientific research platforms and guarantees.

Funding: The standard was financially supported by National Key Research and Development Program
of China (No.2019YFC1712200).

91



WFAS 007.1—2023

Reference

[1] GB/T 40972—2021, Specification of formulation and evaluation for the clinical practice guide-
line of acupuncture and moxibustion

[2] ISO/IEC Directives,Part 2,2018, Principles and rules for the structure and drafting of 1ISO and
IEC documents

[3] WHO Handbook for Guideline Development (2015)

[4] Technical Procedure for the 2nd term of the Acupuncture Standardization Committee of World
Federation of Acupuncture Societies

[6] AMSTAR 2. A critical appraisal tool for systematic reviews that include randomized or non-
randomized studies of healthcare interventions . or both

Website: https://www.bmj.com/content/358/bmj.j4008.long

[6] Appraisal of Guidelines for Research and Evaluation Il ( AGREE II)

Website:http://www.agreetrust.org/

http://www.agreetrust.org/resource-centre/agree-ii-translations/

[7] RIGHT for Acupuncture : An Extension of the RIGHT Statement for Clinical Practice Guidelines
on Acupuncture (RIGHT for Acupuncture)

Website:http://www.right-statement.org/extensions/12

92



