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ards for Acupuncture & Moxibustion (No. 2019YFC1712200) and its sub-project International Techni-
cal Benchmark of Acupuncture and Moxibustion—General Rules for Drafting (No. 2019YFC1712202).

Please note that some of the contents of this document may involve patents. The issuing organiza-

tion of this document does not assume the responsibility for identifying patents.



WFAS 005.1—2023

Introduction

As a traditional medical therapy. acupuncture has minimal potential bodily harm used properly. At
present, acupuncture is being used in over 190 countries in the world and over 20 of those have in-
corporated acupuncture in their national health coverage. However, as a kind of invasive procedure,
acupuncture does carry certain risks, especially when practitioners fail to receive adequate training
or do not perform the procedure according to specifications. In the medical literatures, there are re-
ports on acupuncture adverse events from different countries. Some acupuncture practitioners do
not operate according to acupuncture technical specifications, raising concerns about the safety of
acupuncture. Therefore, it is necessary to specify the basic requirements for the safe use of acu-
puncture to minimize risks from the point of view of benefiting all. This document has been devel-

oped to address worldwide demand for safe acupuncture practices.

There are various kinds of acupuncture needles. Before developing the standards for the safe use of
specific acupuncture needles, it is necessary to first extract the common problems encountered by
various needles in the acupuncture process, e.g. the definitions, degree, sources, control meas-
ures, and other relevant questions of acupuncture risks, and then to develop a general rule for the
safe use of acupuncture to build a framework for the establishment of subsequent related specific
standards., so as to avoid the repetition of the common issues of the safe use of acupuncture in dif-

ferent specific standards.

As general requirements for the safe use of acupuncture, this document is not for a specific acu-
puncture needle, but to address the common problems encountered in acupuncture with different

kinds of needles in specific procedure to prevent the risks of acupuncture.



WFAS 005.1—2023

General requirements for the risk control in the
safe use of acupuncture

1 Scope

This document specifies the risks in the acupuncture application and the general requirements for its
safe use, including the definitions, degree, sources, control processes, and control measures of
risks and other relevant questions of different acupuncture needles and their using procedures.

This document is applicable to questions about the safe use of acupuncture. It does not apply to spe-
cific acupuncture needles, but deal with the common problems encountered in acupuncture practice

using of different kinds needles and their procedures to prevent the risks of acupuncture.

This document excludes the specific criteria for the training of acupuncture practitioners, the clinical
treatment plans or efficacy of acupuncture.

2 Normative references

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

ISO 17218. 2014, Sterile acupuncture needles for single use
3 Terms and definitions

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

3.1
acupuncture risks

The possibility of physical or psychological damages. injuries, or other adverse conditions associat-
ed with acupuncture.

3.2
adverse events of acupuncture

All adverse medical events that occur during or after acupuncture treatments, such adverse medical
events may not necessarily have a causal relationship with the acupuncture treatment itself.
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3.3
adverse reactions to acupuncture

The adverse medical events that occur during or after a normative acupuncture treatment are caused
by the acupuncture treatment itself and are not related to the purpose of the treatment.

NOTE Normative acupuncture treatment includes normative diagnosis, needle manipulations. and using of acu-

puncture instruments and devices.

3.4
acupuncture accidents

Unpredictable and hard to prevent adverse medical events that occur during or after a normative acu-
puncture treatment. Such adverse medical events are caused by unpredictable and irresistible rea-
sons, and are not related to the intended purpose of the acupuncture treatment itself.

3.5
acupuncture negligence

The adverse medical events that causing personal injuries to acupuncture receivers, and are caused
by acupuncture practitioners’ negligent violations of health laws, administrative regulations, depart-
mental rules, and/or diagnosis and treatment norms and routines in the process of acupuncture treat-
ments.

3.6
acupuncture contraindications

Conditions in which acupuncture is inappropriate.

4 Scope of acupuncture risks

4.1 Risks to acupuncture receiver

In general, acupuncture performed by a well-trained acupuncturist using normative techniques is
safe, and the risk to the receiver is very low. The probability of serious adverse events associated
with acupuncture is also very low. Some acupuncture adverse events are acupuncture negligence,
mostly related to abnormal or non-normative operations, and some are acupuncture accidents, none
of which are in the category of adverse reactions to acupuncture. Risks to acupuncture receivers
mainly include the following categories.

a) Adverse reactions to acupuncture: pain. allergy, stasis of blood, hematoma, fatigue, agitation,
panic, hypoesthesia, etc..

b) Adverse accidents: needle shock, bent needle, broken needle, stuck needle for non-therapeutic
purposes, etc..
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¢) Infections and diseases transmission: local or systemic skin infection by acupuncture, transmis-
sion of infectious diseases such as hepatitis B, hepatitis C, AIDS, syphilis, etc..

d> Nerve injuries: peripheral nerve injuries may occur due to the mechanical action of acupuncture
devices, and sensory disturbance and varying degrees of dysfunction may be detected in the
distribution area of the nerve. For example, the median nerve injury, ulnar nerve injury, radial
nerve injury, brachial plexus nerve injury, sciatic nerve injury, tibial nerve injury, and peroneal
nerve injury.

e) Vascular trauma, vital organ damages, disability, or death: the mechanical action of the acu-
puncture device may destruct the anatomical integrity of human tissues or viscera, causing me-
chanical injuries, disability, or death, such as traumatic pneumothorax, subarachnoid hemor-
rhage, and injuries to brain tissue, spinal cord, blood vessels, and internal organs, especially
brain and heart injuries are the most severe consequences which can be fatal.

4.2 Risks to acupuncture providers
Acupuncture providers are exposed to multiple occupational hazards in practice,maily needlestick in-
juries and infections. Pricking by various types of contaminated acupuncture needles can lead to

blood-borne infections for the providers.

NOTE Local or systemic infections, which may lead to fatal results, can be caused by pathogens enter into the body
through puncture wounds. AIDS, hepatitis B, and hepatitis C remain the main types of occupational biological

hazards.
4.3 Environmental risks

Acupuncture devices and other medical wastes contaminated by blood and tissue of the receiver are
belonging to the category of special and highly contagious waste with a long incubation period.

5 Degree of acupuncture risks

5.1 High degree risks of acupuncture

Commonly include: traumatic pneumothorax, subarachnoid hemorrhage, injuries of brain tissue, spi-
nal cord, heart, blood vessels, liver, spleen, kidneys, and gallbladder, hepatitis B, hepatitis C,
AIDS, syphilis. and other severe local or systemic infections, and severe nerve or vascular injuries,
disabilities, and death.

5.2 Moderate degree risks of acupuncture

Commonly include: mild local skin infections from needling, mild to moderate nerve injuries, large
hematoma, and broken needles.
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5.3 Low degree risks of acupuncture

Commonly include: receivers’ adverse reactions to acupuncture, bent needles, stuck needles for

non-therapeutic purposes. and providers’ pricking needlestick injuries as mentioned above.

6 Flow chart of acupuncture risk control

The process of acupuncture risk control is classified into primary process and secondary process. The

flow chart of acupuncture risk control is shown in Figure 1.

Before Acupuncture period After

® Professional e Insertion ® Check the number of

skills of operator dl.
¥ ® Manipulation fieedies

® Responsibility of o Retention ® Protection of the

operator needling sites
o Withdrawal . X

e [nstructions to ® Medical waste disposal

the receivers

® Receivers’ position

® Acupuncture devices

® [nfection control

N\ J N\ J N\ J

Figure 1—Flow chart of acupuncture risk control

7 Primary causes of acupuncture risks and control measures

7.1 Risks caused by acupuncture providers and their corresponding control measures

7.1.1 Insufficient professional skills: Acupuncture provider is unable to avoid risks due to the lack
of awareness of the severity of acupuncture injuries and insufficient professional manipulation skills.

Control measures:

a) Improve the awareness on acupuncture risks: for potentially risky acupoints, especially those
close to important tissues and organs, acupuncture practitioners should be familiar with the ana-
tomical structures and adjacent structures of those acupoints, especially in the case of patholog-

ical tumefaction of organs.

b) Improve the professional skills on special techniques of acupuncture or the use of specific nee-

dles. Special acupuncture techniques include eye acupuncture, tongue acupuncture, nose acu-
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puncture, abdominal acupuncture, etc.. Specific needles include elongated needle, fire needle

and round-sharp needle, etc..

7.1.2 Lack of accountability: It refers to insufficient accountability of the practitioner, insufficient
understanding of receivers’ conditions, insufficient communication with receivers, and lack of con-

centration during treatment.

Control measures:

a) Obtain detailed data about the physical conditions of the patients. More cautious manipulations

than usual should be applied when pathological tumefaction is detected.

b)> Conduct an effective communication with receivers. Potential sensations and precautions shall
be clarified to the receivers (i.e. not to change the position arbitrarily, to keep an even breath-
ing, not to suddenly breathe deeply. avoid sudden movements such as coughing or sneezing) to
relieve their nervousness and apprehension about acupuncture. Provide information to the re-
ceivers about possible reactions of the body to the acupuncture treatment as well as post-treat-
ment cautions when some special techniques, such as eye acupuncture, tongue acupuncture,
nose acupuncture, abdominal acupuncture, auricular acupuncture, and scalp acupuncture, and
specific needles, such as intradermal needles, skin needles. fire needles, three-edge needles,

and Fu’s subcutaneous needles. are involved.
¢) Concentrate on the treatment process to observe the reactions of the receivers at all times.
d> A check up after the removal of needles should be conducted to avoid omissions.
7.1.3 Excessive intensity of manipulations: To pursue a stronger needling sensation and better
therapeutic effect. the needling provider adopts excessive large-scale lifting, thrusting, twirling, re-
peated insertion and other needling techniques, which may cause severe pain, hematoma, swelling,
and stuck needle in the local area, and even severe injuries to nerves, viscera, etc..
Control measures:

a) Proper use of appropriate acupuncture techniques.

b) Regarding risky acupoints, the needle should be slowly and gently pushed at recommended angle

to a proper depth after insertion.

7.1.4 Use of inappropriate needles: Using inappropriate needles is the source of untoward effects

such as infections, disease transmission, broken needles, pain, hematoma, etc..

(S
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Control measures:

a) To adopt disposable sterile needles which conform to ISO 17218. 2014.

b) When non-disposable needles have to be used, the repeatedly used needles must be strictly

sterilized.

c) Carefully inspect the needles before the needling operation. Needles shall be prohibited if they

are tip-blunt, hooked, body-bent, creased or root-rusted.

d)> To choose appropriate needles according to the receiver’s conditions and acupuncture sites.

7.1.5 Failed sterilization and infection control: Nosocomial infection is caused by lack of awareness

of aseptic operation and infection control.

Control measures: Practitioners shall strictly carry out aseptic operation, and disinfect acupuncture

needles, skin around the acupuncture sites, and operating hands to prevent nosocomial infections.

7.1.6 Lack of safety awareness by the acupuncture provide: Accidental injuries or infections result

from the acupuncture provide’s lack of safety awareness precautions.

Control measures:

a) Wear gloves when needling the receivers with open wounds, skin diseases, and infectious dis-

eases.

b) Avoid transmission of unpackaged acupuncture needles by bare hands.

¢) Arrange the waste container for sharp needles and devices at appropriate area.

d) Seal the container when 2/3 of its capacity is occupied.

7.2 Risks caused by receivers and their corresponding control measures

7.2.1 Disorder of physiological functions including fainting. severe pain, allergy, hysteria reac-
tions, etc. can be caused by certain adverse conditions such as excessive stress, overstrain, fa-
tigue, weak, hunger, dehydration, overeating, drunk, and allergic constitution. Hemorrhage can be
easily induced by pricking the blood vessels of receivers with blood diseases or coagulation disor-

ders.

Control measures: Prohibiting acupuncture under these conditions.
6
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7.2.2 Injury may be caused by conventional acupuncture methods under certain pathological condi-
tions. A conventional needle insertion at a conventional angle or depth may lead to viscera damage
when the recipient’s organs, especially the internal organs in the thoracic and abdominal cavities,

have pathologically enlargements, rough surfaces, loose tissue structures. etc..

Control measures: Thoroughly inquiring the medical history, having a careful physical examination,

and providing acupuncture cautiously.

7.2.3 Infectious diseases such as hepatitis B, hepatitis C. AIDS, TB, etc. can be transmitted

through acupuncture.

Control measures: Pay attention to prevention and control of infectious diseases, and provide acu-

puncture cautiously.

7.2.4 Miscarriage may occur when acupuncture is applied to some specific acupoints as well as at

certain parts of the human body such as the low back region and abdominal region.

Control measures: Women shall avoid acupuncture during pregnancy if there is no specific need. If

acupuncture is a necessity for treatment, the above-mentioned areas shall be avoided.

7.2.5 During the process of acupuncture or needle retention, sudden movements of the receiver’s
body or sudden changes in physical rhythm (referring to the respiratory rate of the acupuncture re-
ceiver), or sudden movements such as coughing or sneezing can often cause change positions of

needles, causing injuries to receivers.

Control measures:

a) Provide necessary instructions to the receiver and select a comfortable posture before treat-

ment.

b) An adjustment of the depth of the puncture or a removal of the needles should be applied imme-

diately after the sudden change of the position.
7.2.6 Improper protection of the acupuncture site by the receiver. Contact with contaminating sub-
stances, sewage., etc., may lead to infection caused by entering and reproduction of pathogenic mi-

croorganism vis the pinhole.

Control measures: Necessary instructions should be given to the receiver.
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7.3 Environmental risks and their corresponding control measures

7.3.1

Poor hygienic conditions: The increased rate of infection during acupuncture may be caused

by the poor hygienic conditions during the needling process.

Control measures: Acupuncture therapy should be administered in medical clinics or places that meet

the sanitary requirements of the local healthcare facility’s outpatient environment in different coun-

tries.

7.3.2 Random disposal of healthcare waste: Improper management of healthcare waste by medical

institutions and health authorities has led to the random disposal of healthcare waste., which injuries

people with sharps, transmits diseases, and pollutes the environmen.

Control measures:

a)

b)

c)

d

e)

Strengthen the management of medical waste and prohibit random disposal to prevent sharps

from injuring people, spreading diseases, and polluting the environment.

Special containers that are not easy to be penetrated and permeated shall be available for the

collection of sharp and dull acupuncture devices, respectively.

Discarded needles and other sharp acupuncture devices shall be collected in special containers

for sharps.

Healthcare waste and used needles shall not be mixed with the household garbage.

Collection and destruction of healthcare waste must be carried out in a certain area under the

regulation of local medical authority.
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