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Informed Consent

Informed Page

Name of Project: Clinical study on the efficacy of women with migraine without aura by
opposing needling

Source of project: the National Key R&D Program of China (2019YFC1709700), the Youth
Special of Yunnan Province Ten-thousand Plan (YNWR-QNBJ-2019-257), and Science and
Technology Innovation Team for Acupuncture, Moxibustion and Tuina Prevention and Treatment
of Neurological Diseases in Yunnan Universities (2019YGC04).

Project research organization: College of Acupuncture and Tuina, Chengdu University of
Traditional Chinese Medicine, Chengdu, China; School of Second Clinical medicine/The Second
Affiliated Hospital, Yunnan University of Chinese Medicine, Kunming, China.

Research leader: Taipin Guo

Dear Mrs,

First of all, thank you for your interest in our clinical research! We will invite you to participate
in a randomized controlled clinical trial of acupuncture in women with migraine without aura.
This study has been approved by the Ethics Committee of the Sports Trauma Specialist Hospital
of Yunnan Province. Before you decide whether to participate in this study, please read the
following as much as possible to help you understand the research, the purpose, the research
process and deadlines, and what may be brought after you participate in this study, which might be
benefits, risks or discomfort. If you prefer, you can also discuss it with your family, friends, or ask

your doctor for an explanation to help you make a decision.

Research introduction
I. Research background and research purposes

1. Research background

Migraine is a common clinical condition and is the second most disabling disease worldwide,
affecting professional, academic, social, family and personal life. Migraine can also affect
cardiovascular disease, psychiatric disorders and sleep disorders, and the disability-adjusted life
years (DALYs) and economic burden of disease caused by migraine are increasing each year. The
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prevalence of migraine is relatively similar across countries and is about two to three times higher
in women than in men. In China, where there have been no large scale flow studies, the prevalence
of migraine among medical students is about 10.8% (13.1% for women and 7.2% for men).

Acupuncture is safe and effective on migraine, and its efficacy has been recognized
internationally in recent years. A study published in the BMJ showed that acupuncture was more
effective in the prevention of migraine without aura attacks than sham acupuncture and
conventional treatment, significantly reducing the number of headache days and the number of
attacks. Another study published in JAMA Internal Medicine showed that long-term acupuncture
for migraine significantly reduced the number of migraine attacks, number of days of headache,
headache intensity and reduced medication use compared to sham acupuncture and waiting for
treatment. Another study showed acupuncture to be as effective as the best available medication
and superior to medication in terms of adherence and side effects.

The opposing needling (Juci) is an ancient classical acupuncture technique introduced in
classical Chinese literature on acupuncture (Huang Di Nei Jing) that is more than 2000 years old.
It refers to the acupoints on the right side (healthy side) are selected for diseases on the left
(affected side) and vice versa. The opposing needling is now widely used for painful disorders of
various causes and has good clinical efficacy. Migraine is mostly a unilateral headache, which is
an indication for the left and right acupoints of the opposing needling, and the current treatment
also shows a trend towards better efficacy. However, the available evidence is insufficient and a
high quality RCT is necessary to demonstrate the efficacy of the opposing needling for migraine.

2. Research purposes
The purpose of this study was to evaluate the efficacy of opposing needling in women with

unilateral migraine without aura.

3. Study expected number of participants
The study is expected to include 243 women with unilateral migraine without aura.

I1. Who can participate in this study?

(1) Unilateral migraine, women, age is between 18-60 years old (the starting age is less than 50
years old);

(2) Meet the ICHD-3 diagnostic criteria for MwoA;

(3) In the past 3 months, the number of monthly migraine attacks is greater than or equal to 2
times, and the number of migraine days is less than 15 days per month;

(4) The severity of migraine attacks in the past 4 weeks (baseline period) is moderate to severe
(average VAS score 4-9);

(5) Have a history of migraine for more than one year;

(6) Have not received acupuncture treatment within 1 month;

(7) Volunteer to participate and sign the informed consent.

(8) No other trials were taken within three months.

I11. Who is not suitable for research?
(1) Patients with bilateral or alternating unilateral migraine;
(2) People with a history of head trauma, other primary headaches and headaches of unknown
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diagnosis;

(3) People with a history of head trauma, other primary headaches and headaches of unknown
diagnosis, or cervicogenic headache;

(4) Combined with severe anxiety, depression, insomnia, and another psychiatric disease or
intellectual disabilities who cannot cooperate with the questionnaire, or infection, bleeding
tendency, allergies and skin diseases;

(5) Pregnancy, lactation, or those who have fertility requirements in the next 6 months;

(6) Having the habit of taking analgesic and psychotropic drugs for a long time;

(7) Cannot understand or record the headache diary;

(8) Those who have participated in similar researches within 3 months.

IV. What will be done if you participate in the research?

If you meet the inclusion criteria and agree to participate, you will first need to undergo relevant
tests to check that you meet all the requirements to participate in the study.
1. Before you are included in the study, you will undergo the following tests to determine if
you can participate in the study.
(1) Your medical history, clinical signs and symptoms, current and past medications, physical
examination and blood biochemistry will be interviewed and recorded. All these tests are free of
charge and will have no adverse effect on your health or condition.
2. If you meet the inclusion criteria through the above screening, the study will be conducted
according to the following steps:
(1) The trial will be divided into 3 groups. At the beginning of the study, your doctor will decide
which group you will receive based on the random numbers provided by the computer.
(2) After enrollment in the group, you will be treated once every two days, approximately 3 times
a week for 8 weeks, for a total of 24 treatments, with a follow-up of 8 weeks, and the whole
process will last for 4 months.
(3) The acupuncture needles used in this study were Huatuo brand sterile single-use acupuncture
needles made by Suzhou Medical Supplies Factory Limited, which had passed the inspection and
obtained the production license (manufacturer's license: Su Food and Drug Supervision
Production License No. 2001-0020, registration certificate No.: Su Food and Drug Supervision
Machinery License No. 2004 No. 2270202).
(4) On the day of treatment, at the 4th week and 8 weeks after treatment, you should follow your
doctor's instructions to visit the hospital and report truthfully to your doctor, who will ask
questions to record changes in your condition and carry out physical and physical and chemical
examinations. The doctor will also carry out relevant laboratory tests depending on the clinical
situation.
3. Other matters requiring your cooperation

You must visit the doctor at the time appointed with you. Feedback on your condition is very
important as your doctor will be able to determine whether the treatment you are receiving is
working and provide timely guidance. It is also your responsibility to report to your doctor any
changes in your body and mind during the trial, whether you think they are related to the study or
not.

During the study period, you are asked to avoid the use of other medications for migraine

without aura, and to take the non-steroidal anti-inflammatory drug fenpropathrin extended-release
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capsules for pain relief if the headache is unbearable, and to take any previously effective pain
medication. Record in detail the name, size, dose and duration of the medication taken and the
duration of pain relief after taking it. Preventive medication for migraine is prohibited. Please
contact your doctor in advance if another treatment is required. You are required to bring any other
medication you are taking to each follow-up visit, including any medication you continue to take

for other co-morbidities.

V. Possible benefits of participating in the study
You may benefit from this study, including the possibility of improvement in your condition,
and if you participate in this study, you will receive relevant free screening and treatment and

health education on migraine prevention during the study period.

VI. Adverse reactions, risks and protective measures for participating in the study

You may have soreness, numbness, heaviness and swelling during the acupuncture process,
which are all normal reactions to acupuncture. There may be adverse reactions after needling, but
they are rare and mild. You may feel dizzy during needling due to your physical condition or
emotional stress, which can be relieved after stopping needling and taking proper rest; bleeding
and haematoma may occur after needling, which will disappear after local pressure; however, if
infection occurs at the site of needling, your doctor will deal with it promptly.

If you experience any discomfort, new changes in your condition, or any unforeseen
circumstances during the study period, whether or not they are related to the acupuncture
treatment, you should inform your doctor promptly and he/she will make a judgement and give
appropriate medical treatment.

You will need to attend regular follow-up visits to the doctor during the study period for tests that

may cause you trouble or inconvenience.

VII. Treatment options available to you other than participating in this study

Your doctor will discuss with you the other treatment options currently available for your
condition, including the corresponding risks and benefits. For migraine, there are currently
anti-inflammatory and analgesic drugs, mainly non-steroidal anti-inflammatory drugs (NSAIDs),
which are effective and have side effects such as gastrointestinal bleeding, gastric ulcers and

cerebrovascular accidents.

VIII. The relevant costs

During the study period, relevant free physical and laboratory tests (including blood tests, liver
and kidney work, etc.), and acupuncture treatment will be provided. The doctor will make every
effort to prevent and treat any possible harm caused by this study. If an adverse event occurs
during the clinical trial, a committee of medical experts will identify whether it is related to the
acupuncture treatment or the study procedure. The sponsor will provide the cost of treatment and
appropriate financial compensation for damage related to the trial process in accordance with the
provisions of our Code of Practice for the Quality Management of Pharmaceutical Clinical Trials.
Treatment and tests required for other medical conditions during the treatment period will not be

covered free of charge
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IX.The confidentiality of clinical data

Your medical records (research charts/CRFs, laboratory tests, etc.) will be kept intact at the
hospital where you have been visiting. The doctor will record the results of the laboratory tests in
your medical record. The investigator, ethics committee and drug regulatory authorities will be
given access to your medical records. Any public reports of the results of this study will not
disclose your identity. We will make every effort to protect the privacy of your personal medical

information to the extent permitted by law.

X. You can voluntarily choose to participate in research and withdraw from the study
Whether or not to participate in the research is entirely up to you. You may decline to
participate in the study or withdraw from the study at any time during the study, which will not
affect your relationship with the doctor and will not affect your medical or other benefits.
In your best interest, your doctor or researcher may discontinue your participation in this study
at any time during your research. If you withdraw from the study for any reason, you may be
asked about your use of the trial drug. You may also be asked to undergo laboratory tests and a

physical examination if your doctor deems it necessary.

XI. What should I do now?

Participation in this clinical study is based on a completely voluntary principle and needs to be
carried out with your consent and signed informed consent. Whether or not you participate in this
clinical study depends entirely on your wishes. You have the right to suspend and withdraw from
this research treatment at any time. Exiting this study will not affect your medical treatment.

Your physician may suspend your participation in this study in advance if: Your health condition is
not suitable for continued participation, or you may not comply with the research program
requirements.

The doctor will promptly notify you or your legal representative if there is medical information
that may affect your willingness to continue your research during the study. Before you decide to
participate in this study, please ask your life as much as possible until you fully understand this
test study.

If you have any questions, suggestions or complaints about this study, please do not hesitate to
discuss them with the research team, whose contact details can be found on the signature page. If
you feel uncomfortable communicating with the research team, you can make inquiries or
complaints to the Ethics Committee of the Yunnan Specialist Hospital for Sports and Trauma. The
contact number of the Ethics Committee: 0871-63126166.

Thank you for reading the above material. If you decide to take part in this study, please let your

doctor know and he/she will make all the arrangements for you to study.
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Informed Consent

Signature Page

1. I have carefully read the contents of the informed consent form, and the researchers have
answered my questions.

2. Having fully understood the purpose, methods, possible therapeutic benefits and risks to
be encountered and other terms of this clinical study as mentioned in the informed consent form, I
voluntarily participate in this study and promise to cooperate fully with the investigators.

3. Tunderstand that I can withdraw from the study at any time and I do not need any reason.
The medical services I receive and the legal rights I enjoy are not affected at all.

Finally, I decided to agree to participate in this study and to ensure compliance with my
doctor’s advice.

Subject Signature: Date:

Contact Number:

I have explained fully detail to the subjects, including the potential risks.

Doctor/Researcher Signature: Date:

Contact Number:
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