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ABSTRACT

In this current perspective the aim is the ethical consideration of acupuncture in clinical research.
The introduction of acupuncture and its benefit in human health was briefly stated, also gave an
overview of the method of carrying out acupuncture clinical research and the choice of control
procedure, while the problems faced by researchers regarding the research such as the difficulty of
blindness was also put into consideration. Introduced the importance of clinical research in order
to prove the medical effect of acupuncture which then makes the acupuncture intervention being
more widely accepted in medical treatment. Furthermore, brings up the method to perform ethical
research of acupuncture which can be the guidelines in the study of acupuncture clinical research.
The seven requirements for ethical research that must be abide were explained in this review. Even
though acupuncture had become a common intervention in the medical field, however, more
afford was required to solve the acupuncture study-related ethical issues.
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Introduction

“Acupuncture"” is originated from the Latin word 'Acus’ means needle, while ‘puncture’ gives the
meaning of dip or punch. Thus, acupuncture gives the meaning of the sense of needle immersion
[1]. Acupuncture is known as a therapeutic procedure that stimulates acupoints on the body
intending to obtain therapeutic effects. It can be done by using a needle, vacuum, pressure,
ultrasound, laser, or electric current [1]. Acupuncture has become a popular Complementary and
Alternative Medicine (CAM) in many countries. According to a bibliometric analysis done by Ma
et al [2], there are around 13,320 acupuncture-related publications were identified from 1995 to
2014. Besides, there is a striking trend noticed in which the proportion of randomized clinical trials
(RCTs) has been increased from 7.4% in 1995 to 20.3 % in 2014. The growth overstepping the 4.5
% proportional growth of RClIs in the field of biomedicine. Acupuncture therapy is endorsed by
roughly 25 % of general practitioners (GPs) in the United Kingdom while it is mostly used to cure
chronic pains. In 2013, there is reported that acupuncture was utilized in 183 countries according
to a survey by the World Federation of Acupuncture-Moxibustion Societies [3].

The authors will discuss the perspective viewpoint available to perform clinical research and the
problems that be found in conducting the research. Besides, also pays attention to the ethical issues
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that have to be considered in research and the way to conduct ethical research in respective to
acupuncture studies.

Carrying Out Acupuncture Clinical Research and the Problem Faced

Randomized controlled trials (RCTs) were regarded as the "gold standard" for demonstrating the
effectiveness of healthcare interventions among all of the controlled studies. A standard RCT has
three main characteristics: randomization, control, and blind or hidden. Allocation concealment
and good randomness ensure the fairness and the comparability between subjects in the
experimental group and the control group, as well as to overcome the selection bias problem.
Effective controls can control for placebo and/or nonspecific effects and reveal the "real"
therapeutic effect. Blindness can ensure the biases caused by the patient's expectations and
preferences are minimized. However, due to acupuncture is a complex non-pharmacological
intervention, it is "made up of several interrelated components", thus, designing an RCT that
maintains the scientific accuracy of the trial design while balancing the nature of acupuncture has
been a challenge. Regarding this, the WHO issued the “Guidelines for Clinical Research on
Acupuncture” which described the basic elements of clinical investigation on acupuncture and
moxibustion, such as patient selection, blinding technique, study site, and control design [4].

The choice of control procedure has become a research question. It depends on the aim of the
study. If the study aims to test whether acupuncture shows improvement in the patient than doing
nothing for the condition, then the control group does not need to receive anything. The
acupuncture could be credible if only the acupuncture be proved to be beneficial than placebo.
While, if the research question is testing whether acupuncture provides a better therapeutic effect
than the current treatment, then the control group will has to receive the current treatment. For
the research test for whether acupuncture has any specific effect, there will be a procedure that is
indistinguishable from the real acupuncture intervention. Controlled trials will need the
involvement of 'placebo’ which can be known as an inert treatment that induces perception in
participants that the intervention and placebo is unable to be distinguished from the real treatment.
However, placebo control is arguing to be unethical as the patient would not receive the real
treatment [5]. Besides, the effect of penetration of needle on the skin might induce treatment effect
of acupuncture which implies that the placebo effect not always be regarded as inactive [6-7]. Thus,
utilize the term 'sham' acupuncture to bring the meaning of needling to inappropriate points and
using minimally acupuncture technique which implies needling superficially [8]. There is non-
insertion sham control available which is similar to the actual acupuncture process, but the needles
do not penetrate the subject's skin, for example, air guide tubes, toothpicks, semi-blunt needles,
and non-penetrating needle devices. This technique aims to control the psychological effects of
acupuncture. However, it is impossible to perform on subjects who have acupuncture experience
before as they may be able to differentiate the real acupuncture from sham controls. Researchers
could recruit subjects with little or no acupuncture experience. The disadvantage of non-inserted
sham controls is that the blinding effects may not last long, as subjects may learn real acupuncture
experiences through visits to other acupuncturists, or due to the therapeutic effects, they experience
in long-term research studies. For example, one study showed that subjects were successfully
blinded at week 4, but it failed at week 26 [3].

Besides, appropriate blinding minimizes performance bias, confirmation bias, and detection bias.
Acupuncture treatment involves not only the instruments but also the process and techniques of
acupuncture, such as needle insertion and manipulation. This makes it impossible for doctors to
go blind, thus most acupuncture trials are single-blind, meaning patients are blind. To reduce
subject identification bias, interventions should be carefully designed to effectively blind subjects.
For example, a blind clip or a screen can be used to block a subject's view while an acupuncturist
conducts real or fake acupuncture in the lower extremities of the patient. As the subject's
expectations and the subject-acupuncturist relationship may cause potential bias, the acupuncturist
is better to communicate with the patient in a neutral/concise manner during research and avoid
communication about their trial experience to remain blinding. Results evaluators should keep
blind to reduce the test bias, and statisticians also keep blind to ensure the data be analyzed and
interpreted without bias.
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For the treatment that is proven effective in placebo controlled RCTs, it can be introduced into
medical practice. After undergoing further research, if the new treatment is proven to be effective
than a standard treatment, it can supplant that standard treatment. However, for treatment that is
no better than placebo, will be abandoned as the treatment that proves to be no better than placebo
has no clear therapeutic effect that can take precedence over the risks of harm [9].

Ethical Concern of Clinical Research

Historically, doctors have been in a privileged position to conduct research. This caused some
researchers to conduct unethical research. The Helsinki Declaration was born to inform
biomedical researchers of the principles of clinical research. The Declaration emphasized the
principles of good clinical practice, including respect for human dignity and the principle of justice.
Research should not take precedence over the health, well-being, and care of the subjects [10].
Ethical concerns take place in the four basic principles of research which are weighting of risk-
benefit, respect of human beings, merit and integrity, and justice. These principles lay the
foundation for any argument regarding human research ethics. It also can be applied in all research
areas as well as acupuncture research and Chinese Herbal Medicine research [11]. Ethical norms
act as the goals of research and must be obeyed by researchers. Ethical norms are important to
make sure that the aim of the study which is expanding of truth and honest knowledge can be
achieved since ethical norms strictly prohibit the behavior of falsifying, fabricating, and
misrepresenting the study result. Besides, ethical norms ensure the moral value such as trust,
mutual respect, and accountability was carried out by the researchers. This is much more
important in the collaboration between the researchers to protect researchers' ideas and
experimental results. Ethical norms are crucial to protect intellectual property work and promote
the researchers held accountable to the public. Making sure researchers take consideration of
human rights, animal welfare, and social responsibilities as it is in the law [12].

In conclusion, the research study that is carried out will be ethical as it can avoid harming human
or animal subjects in the sense of knowing which action can be harmful to the research subject.

Ethical Issues of Acupuncture Clinical Research

Even though many types of research have been done in studying the effect and mechanism of the
acupuncture, however, a good design of clinical studies is limited by a lack of information and
knowledge regarding the ethical consideration in acupuncture research [13].

Moreover, Miller et al reported [14] that participants usually do not be informed that they may
accept a sham acupuncture intervention. They are only be told that there are one or more models
of acupuncture being contrast in the trial. Such misleading action lacks persuasive methodological
sense and it acts against the ethical requirement of obtaining informed consent with full disclosure.
Participants need to be informed with accurate and full disclosure about the use of sham
acupuncture. A clinical trial conducted in Germany which is to investigate the effect of
acupuncture on migraine by using an acupuncture intervention, a sham acupuncture intervention,
and no treatment. Participants were being informed about there are different types of acupuncture
intervention that will be taken into comparison. One is alike to the acupuncture intervention used
in China while the other is a type that does not follow the principles. However, it has related with
the positive result in the trials. Besides, another article used the word 'minimal acupuncture' to
described sham acupuncture [15]. It is speculated that this absence of accurate disclosure may be
due to the worry of full disclosure would affect the recruitment of participants and diminishment
of participant blinding. The patient will feel discomfort with the placebo group and think that sham
control is physiologically active. Failure to tell the prospective participant that all of them will have
an equal chance to receive a sham or placebo acupuncture treatment can be said as deception. This
action does not fulfill the requirement of informed consent but also violates the principle of respect
for human beings [16].

Furthermore, there are increasing bioethical issues concerning the method of acupuncture study
being carried out. Some people argued that it is unethical to conduct any experiment if the
concurrent attempt cannot confirm the treatment plan is better than a placebo or withhold
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treatment for research purposes. This action will delay the recovery period of the patient, while it
might also harm the patient [17].

Besides, it comes to a question where the improvement is incompletely due to the efficacy of
healing effect of acupuncture, it might be due to chance, acupuncture consultation, patient
expectation toward the benefit of acupuncture, putative consequences of appropriate acupuncture
needle stimulation at the right acupoints, general needle insertion’s physiological effect, self-
limited course of the illness, waxing, and waning of the symptoms. Therefore, it is necessary to
apply control groups in acupuncture research to examine to what degree the intervention
contributes to the sum of therapeutic effects in the patients.

Ways to Conduct Ethical Research

Although acupuncture treatment has been performed in China for over 3000 years, however, it
remains a controversial topic within the medical profession. The rate of production of acupuncture
evidence is not satisfactory [18]. Meta-analyses, as well as systematic reviews study about the
potential anaesthetic effect of acupuncture treatment haven't been proved to be better than the
effect produced by placebo. Many recent systematic reviews have found that the impact of
acupuncture on many diseases remains inconclusive. The probable cause, as described in many of
the latest Cochrane systematic reviews is due to many clinical trials lacked adequate prescription
design and were improperly conducted. Designing high-quality RCTs, scientifically rigorous RCTs
of acupuncture remain difficult. This ambiguity generates an ethical dilemma where doctors do
not know whether to suggest patients receive acupuncture treatment or other medication because
the Good Medical Practice Guidelines (GMC) stated that doctors must perform the most effective
treatment according to the best evidence currently available [19].

Standards for Reporting Interventions in Controlled Trials of Acupuncture (STRICA) provide
guidelines describing details of apparatus, regime, site, and procedure apply in the study of
acupuncture. This checklist is related to the reporting of intervention in the clinical research
relating to acupuncture. STRICA is useful in promoting the completeness, clarity, and
transparency of the acupuncture protocols and the controls or procedure of comparison in the
report of research [20].

"Good research has to be well-calibrated, well planned, properly designed, and ethically
validated," says Cope. It underscores the basic requirement of researchers to perform research
responsibly. To achieve this, research programs should be developed and followed. It must be
carefully agreed upon by all contributors and collaborators, and the exact role of each team
member should be clarified early on, including issues of authors and publications. Research should
aim to answer specific questions, not just collect data.

Moreover, research involving human beings, medical records, and anonymous human tissues
must be approved by an Institutional Review Board or an Ethics Committee. The research
proposal needs to discuss the potential ethical issues associated with the research. For the placebo-
controlled trials, informed consent should be gained with the information that adequately inform
the rationale for the placebo and the danger of it [21].

Before the start of a clinical trial, the study protocol and the necessary documents (case report
forms, informed consent, advertisements, and posters) must be submitted to the ethics committee
for acceptance. Subjects should be provided with a patient information sheet during the
recruitment process, it must contain detailing objectives, procedures, potential benefits and harms,
and the right to refuse to participate in the study. Subject or guardian consent should be explained
and obtained. Works have to be done to ensure the confidentiality of the information provided by
the subject. Schemes and documents can be modified by referencing the comments of reviewers.
Clinical trials have to be conducted in accordance with the approved protocol. If there are any
modifications, the program will require further approval from the Research Review Board. The
intervention plan needs to include acupuncture rationale (such as type of acupuncture used, the
principle of acupuncture point selection), acupuncture point selection, needle insertion depth, and
needle retention needling details (such as needle length, diameter, and brand name), time,
electrical stimulation (frequency and intensity). Details of acupuncture techniques need to be
considered, for example, manual manipulation (such as lifting and rotation), or degi (needle
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sensation). The treatment plan should be clear and specified, such as number of treatments,
duration, and frequency of each acupuncture treatment [22]. It should determine the concurrent
protocol and use of routine care or ambulance medication during the research. It is important to
pay attention to the well-being of the participant. It includes the proper procedure for monitoring
of participants which involves precise criteria for early-stage trials termination and standard
treatment must be provided [23].

Besides, research needs to be conducted by a qualified acupuncturist. The acupuncturist should
have experience in treating the condition being studied. Since acupuncture is 'hands on' type
research, thus, the research must be performed by a qualified acupuncturist to avoid the error of
practices that might harm the participant. The qualification, clinical experience, and length of
training of the acupuncturist must be stated. The effectiveness of acupuncture is influenced by the
acupuncturist's experience, for example, the acupuncturist's educational background, years of
acupuncture practice, the effectiveness of professional and communication skills. Many adverse
events such as cardiac tamponade, organ puncture, and disease transmission are often associated
with poorly trained, unlicensed acupuncturists [24].

In the process of planning to publication, researchers are responsible to make sure that research is
conducted ethically and responsibly. Researchers should ensure that they are familiar with ethical
principles and follow them strictly. Potential ethical issues faced by them in research and
publication should be openly discussed within the research team. In case of doubt, it is
recommended to consult the expert advice of the relevant Institutional Review Committee (IRB).
A clinical researcher must obtain prospective and continuous review by a committee that makes
up of members independent of the study to protect the subjects as well as to ensure public liability.
Moreover, acupuncture intervention that be compared with biomedical standard care is ethical
clinical design as all participant has received treatment. It is best when acupuncture and sham
control are compared as adjunctive treatment as all patients can receive standard care. By applying
the concept of 'intent to treat', trials that are using an acupuncture group compared with a standard
biomedical group or a delayed-treatment group would be expected to be more ethical than the
clinical trials using a non-treatment, placebo, or a sham control group [25].

There are seven requirements for ethical research which include social value, fair subject selection,
independent review, and respect for the subject, scientific validity, favorable risk-benefit ratio, and
informed consent. These requirements put attention on social value. It is important that the clinical
research conducted can bring potential clinical significance. If the research lacking value, it is no
worth putting the subjects at risk [26]. Moreover, clinical studies need to produce a good risk-
benefit ratio that minimizes the risk to the subjects and justifies the risks posed by the potential
benefits to the subjects and the value of scientific knowledge gained from the study. Furthermore,
the selection of subjects must be consistent with the objectives of the research. The subject should
be a competent adult that had been informed about the research details and they must be agreed
with it. For incompetent adults and children, the details of the research must be informed to their
parents or surrogates and their agreement is required. Besides, researchers have to put
consideration to vulnerable groups to avoid ethical violations [27].

Conclusions

Ethical consideration during acupuncture research is quite important. WHO has stated in one of
the documents of 'Guidelines for Clinical Research on Acupuncture, where the concern of human
rights should be given to different value systems which deal with human rights such as cultural,
social and historical matters? It is the responsibility of researchers to put ethical concerns into
consideration in conducting clinical research. Human rights cannot be denied during the research
as it is unethical to put the patient health and safety in danger. A well-planned protocol can make
sure that the research is carried out systematically while at the same time it is a must to emphasize
ethical consideration in the planning stage.
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