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	STANFORD UNIVERSITY   Research Consent Form
	
	

	Protocol Director:
	Jiang-Ti Kong, MD
	
	

	Protocol Title:   Predicting Analgesic Response to Acupuncture – A Practical Approach: Assessments / Eligibility
	



Are you participating in any other research studies? _____ Yes _____No
PURPOSE OF RESEARCH
You are invited to participate in a research study on how well people with chronic low back pain respond to acupuncture. Some people respond better than others to acupuncture, and we hope to find why that is. Based on what we find, we hope to develop a model that will help us know in advance who may benefit the best from acupuncture treatments. You were selected as a possible participant in this study because you have chronic low back pain and have expressed interest in participating.
If you decide to terminate your participation in this study, you should notify Jiang-Ti Kong, at (650) 497-0493.  

This research study is looking for 100 people with chronic low back pain. Stanford University expects to enroll all 100 research study participants. 
VOLUNTARY PARTICIPATION 
Your participation in this study is entirely voluntary.  Your decision not to participate will not have any negative effect on you or your medical care.  You can decide to participate now, but withdraw your consent later and stop being in the study without any loss of benefits or medical care to which you are entitled.
DURATION OF STUDY INVOLVEMENT 

This research study is expected to take approximately 5 years. Your appointment today may 2 to 3 hours. Its purpose is to determine your eligibility for the study and collect some basic information about you. You’ll then be given brief daily questionnaires to track your symptoms for 1-2 week, at the end of which you’ll come in for a pre-treatment visit where we will assess your response to the daily questionnaires. In addition, you will repeat a few of the tests from the initial visit and complete a few more brief questionnaires. The treatment phase will start immediately after the pre-treatment visit and is expected to take 6 weeks with 2 treatment visits per week. Your treatment phase may be extended if rescheduling appointments is required. Within 2 weeks after the treatments, you’ll come in for a post-treatment visit and undergo similar tests as the pre-treatment visit. You will be asked to complete a brief follow-up questionnaire at approximately 3, 6 and 12 months after your study acupuncture treatment will be done. 
PROCEDURES

If you choose to participate, you will go through several steps as illustrated below: 

Step 1: Screening Visit

This visit may 2 to 3 hours. You may be asked to complete detailed questionnaires about your demographic information, medical history, medications and treatment, mood, personality, and pain information. We will perform a brief physical exam and collect your vital signs. In addition, you may be asked to go through the sensory testing described below. 

Sensory testing: Where a checkbox is present, you may participate in the tasks that are checked off by a member of the research team and by which you initial. Before, during, or after testing you may be asked to respond to questions and rate your pain experience. Testing may be repeated several times in one session. Before any testing occurs, a member of the research team will carefully review each procedure with you and answer any questions that you may have.
______ Thermal Stimulation: You may undergo painful and/or non-painful thermal stimulation. The thermal stimulation will be delivered by a thermode attached with a strap or held in place to a part of your body that is in pain, and/or non-painful area(s). For example, we may place it on your arm, foot, or back. The thermode is a black piece of metal and plastic roughly the size of two stacked matchboxes. It will be connected to a long cord attached to a machine that generates heat. The cord will conduct the heat or cold from the machine to the thermode. You may feel a steady increase/decrease in temperature as the heat/cold is delivered to the thermode.

______ Cold Water Pressor Test: The cold water pressor test involves having you place your hand or foot in a tank of cold water (32-45 degrees Fahrenheit) and measuring how long you can tolerate having your hand immersed, or keeping it in the tank for a specific amount of time. You may remove your hand/foot at any time, but will be encouraged to keep it submerged until you can no longer tolerate it, or until the researcher instructs you to remove it. This will not exceed five minutes. We will use a circulating pump to ensure that the water remains a consistent temperature. This device is called a Micro-Jet pump

(MC 450) made by Aquarium Systems. It is not currently approved as a medical device by the FDA, and is used mainly in aquarium systems. This test may be combined with thermal testing as described above, delivered before, after, or concurrently with the cold water pressor test.

______ Tactile Stimulation: Painful and/or non-painful area(s) of your body will be stimulated by touch with tactile stimuli (e.g. two-point anesthesiometer, dolorimeter, weighted pin-prick, or other pressure probe) to assess tactile acuity, as well as pressure sensitivity. Pressure testing may use blunt pressure delivered by a 1-2cm rubber tipped or plastic probe, which will apply various pressures to your skin ranging from a light tapping sensation to painful pressures. The weighted pins feel similar to a pin prick but the weighted pins are less sharp and are designed not to break the skin. Your pressure pain threshold and tolerance may be assessed by applying pressure to your upper and/or lower back, as well as your thumbnail beds. Testing may be repeated multiple times and at various locations. Pressure delivered may not exceed 24.5lbs/cm2 on the back and 22lbs/cm2 on the thumb nail bed.

Step 2: 7 Daily Pain and Activity Evaluation

If found eligible, you may be asked to complete a daily questionnaire about your symptoms including the daily average of your back pain during the 7 days before your pretreatment visit. This typically takes less than 2 minutes to complete each day. You might also be given a device (accelerometer, actigraphy unit) to be worn throughout the same 7 days. This device will track your activity and sleep/rest cycles.

Step 3: Pre-treatment visit
After 1-2 week of baseline tracking period, you’ll be coming to our lab for a 2 hour visit, where we will go over the results of your daily tracking. We will then repeat vital sign collection and some sensory measures. You’ll be given a few more brief questionnaires to fill out before initiating your treatments. 
Step 4: Acupuncture Sessions
You will be asked to attend 6 weeks of treatment twice a week consisting of either = of true (verum) or placebo electroacupuncture treatment.  Your sessions will last up to 1 hour each, except for the initial visit which may last up to 1.5 hours.  You will have a total of 12 sessions over the course of 6 weeks. You will have a 50% chance of receiving verum acupuncture and 50% chance of receiving placebo acupuncture. After your participation is complete, the research team will let you know whether you were receiving placebo or true acupuncture. 
Importantly, the placebo acupuncture, which has been performed in various studies has also been shown to be effective in treating a variety of pain conditions, sometimes to the same extent as real acupuncture. We are interested in finding out the predictors of response to real as well as placebo electro-acupuncture.
During the treatment session, you will lay, facing down, on a bed in a quiet room while the acupuncturist places the needles.  The needles are sterile, one-time use standard acupuncture needles, and will be placed at various points on your body based on your pain and medical history.  The acupuncturist will also clean each spot with an alcohol wipe first.  You will feel a small pressure as the needle is inserted.  The type of acupuncture you receive will be electroacupuncture which has been shown to be effective in treating chronic pain. This means that a small electric current will pass between pairs of acupuncture needles to stimulate the acupuncture points.   You should let the acupuncturist know if the treatment is uncomfortable or painful at any time. In electro-therapies, it is common that sometimes the patient does not feel the current but this does not mean that the treatment is ineffective. You may also complete questionnaires during these visits. 

As part of this research project we may ask your permission to make an audio recording of you while you participate in acupuncture sessions. The audiotape will be used ONLY in the current research study and will be viewed only by research staff.  The tapes will be destroyed when all data is analyzed.  You will be asked to give your consent to audiotape recording below when you sign this consent form.
I give consent to be audiotaped during the acupuncture session:    

  FORMCHECKBOX 
Yes    FORMCHECKBOX 
No  
Throughout the study: You may be asked to complete a very brief daily questionnaire asking about your back pain symptoms throughout the duration of the study. This typically takes less than 2 minutes to complete each day and will be entered via a hand-held device, such as a tablet or android phone, or through a secure website. The research team will provide you with instruction on how to use this device or complete your questionnaires.  You might also be given a device (accelerometer, actigraphy unit) to be worn, throughout the study, which will track your activity and sleep/rest cycles.  If you are provided with a tablet, android phone, or accelerometer you will be asked to return these devices at the end of your study participation.  Additionally, we will be collecting weekly information on adverse events which may possibly related to the study treatments. This may occur via secure web-survey, the hand-held device, or by phone interview. Finally, we will be asking you fill out a map weekly to highlight the areas on your body where you feel pain. 
Step 5: Follow-Up Visit

You may be asked to return to our offices for a final visit, where you may repeat the vital sign measurements, and some of the questionnaires and sensory testing performed at the baseline visit. If you were given an actigraphy unit, we will be asking you to return it at this time.

Step 6: Follow-up (3, 6, 12 months post-intervention): You may complete a simple online back pain questionnaire at 3, 6 and 12 months after the intervention ends. We may also call you and collect your answers to the brief questionnaire over the phone. 
Women of Childbearing Potential

If you are a woman who is able to become pregnant, it is expected that you will use an effective method of birth control to prevent exposing a fetus to a potentially dangerous agent with unknown risk.  If you are pregnant or currently breast feeding, you may not participate in this study.  You understand that if you are pregnant, if you become pregnant, or if you are breast-feeding during this study, you or your child may be exposed to an unknown risk.
You agree to notify the investigator as soon as possible of any failure of proper use of your birth control method, or if you become pregnant, either of which may result in your being withdrawn from the study.
PARTICIPANT RESPONSIBILITIES          
As a participant, your responsibilities include: 
· Follow the instructions of the Protocol Director and study staff.

· Keep your study appointments.  If it is necessary to miss an appointment, please contact the Protocol Director or research study staff to reschedule as soon as you know you will miss the appointment.

· Tell the Protocol Director or research study staff about any side effects, doctor visits, or hospitalizations that you may have.

· Tell the Protocol Director or research staff if you believe you might be pregnant or gotten your partner pregnant.

· Complete your questionnaires as instructed.

· Ask questions as you think of them.

· Tell the Protocol Director or research staff if you change your mind about staying in the study.
WITHDRAWAL FROM STUDY

If you first agree to participate and then you change your mind, you are free to withdraw your consent and discontinue your participation at any time.  Your decision will not affect your ability to receive medical care for your disease and you will not lose any benefits to which you would otherwise be entitled. 

If you decide to withdraw your consent to participate in this study, you should notify Jiang-Ti Kong, MD, PhD, at (650) 497-0493.
The Protocol Director may also withdraw you from the study without your consent for one or more of the following reasons:  
· Failure to follow the instructions of the Protocol Director and study staff.

· The Protocol Director decides that continuing your participation could be harmful to you.

· Pregnancy 

· You need treatment not allowed in the study.

· The study is cancelled. 

· Other administrative reasons.

· Unanticipated circumstances.
POSSIBLE RISKS, DISCOMFORTS, AND INCONVENIENCES 
There are risks, discomforts, and inconveniences associated with any research study.  These deserve careful thought.  You should talk with the Protocol Director if you have any questions.
Thermal Stimulation Risks:

The mildly painful thermal stimulation from the thermode should not be damaging to your skin or tissue. The thermode is used routinely in the clinical setting. On rare occasions, subjects have experienced a minor burn or blister where the thermode is in contact with the skin. This is similar to a burn you might get from a bad sunburn and it may cause scarring, pigmentation abnormalities, or keloid scarring. We will call you after your participation to ensure that the thermode has not harmed your skin. If there is a burn, please contact the

Protocol Director, Dr. Sean Mackey. If an injury occurs, you will come in for a follow-up appointment with Dr. Mackey or another physician affiliated with the lab to ensure the burn is healing properly.

Pressure Testing Risks: The pressure test may cause some temporary tenderness, pain, and/or bruising where pressure is applied. You will be able to stop all pressure testing at any time if the pain ever becomes too intense to tolerate.

Acupuncture Risks:

The risks of acupuncture are minimal, including minor bleeding, minor infection, and pneumothorax (extremely rare), which is when there is air in your chest but outside your lung.   The most common side effect with acupuncture is needle shock which very occasionally occurs in patients experiencing acupuncture for the first time.  It involves feeling sick, sweaty, sometimes dizzy, and is easily treated by lying the patient on his back, slow deep breathing and hydration.  Patients commonly become quite relaxed and drowsy after the first few treatments.  It is therefore important to wait a few minutes, until you are steady and oriented well on your feet before walking out and driving. Last but not least, you need to be able to lay relatively flat on your stomach for 45-60 minutes throughout each treatment session. Please let me know now if this would be uncomfortable for you. Also in case you have a history of anxiety or panic disorder, there is a very small chance that laying in this position with needles on your back may provoke an anxiety attack. As such, we will be providing you with a panic button with which you can call for help from your acupuncturist, at all treatment sessions. However, we do want to assure you that acupuncture is a very safe procedure and laying on the stomach will not lead to any life threatening situations except for extremely rare occurance of anxiety attacks which can be successfully managed by immediate attention from the acupuncturist, rest and early stopping of the particular treatment session. 

Additionally, there is a 50% chance that you might receive placebo acupuncture. Also, traveling may be a possible inconvenience as you’ll be receiving treatments twice per week for approximately 6 weeks. 
Additional Risks:

There is a risk you may feel uncomfortable answering some of the questions on the questionnaires. You have the right to refuse to answer particular questions. Some of the images or videos may also cause a negative mood or emotional response.

Part of our screening process involves asking about illegal drug use. The responses to questions concerning illegal drug use could be self-incriminating and harmful to you if they became known outside the study. As explained in the confidentiality statement of the consent, we do not intend to disclose this information.

It is possible that, based on information gained from this study, the investigators may be required to report information (e.g., information relating to suicide, physical or sexual abuse) to the appropriate authorities.

POTENTIAL BENEFITS                             
You may experience pain relief from the acupuncture treatments in this study.
We cannot and do not guarantee or promise that you will receive any benefits from this study.
ALTERNATIVES

The alternative to this study is not to participate. There are also medications that may help relieve your pain. These include FDA-approved treatments for pain such as gabapentin, pregabalin, duloxetine, and milnacipran, and over-the-counter treatments such as aspirin, acetaminophen (Tylenol), naproxen, and ibuprofen.

You will not be required to stop any of your ongoing medications or treatments, but you will not be able to start any new treatments (ie medications, injections, surgery or new physical therapy/chiropractic programs) or change your current treatments during the study. You should discuss this study with your physician if you are planning to change your treatment plan.
PARTICIPANT’S RIGHTS

You should not feel obligated to agree to participate.  Your questions should be answered clearly and to your satisfaction.  If you decide not to participate, tell the Protocol Director.  
You will be told of any important new information that is learned during the course of this research study, which might affect your condition or your willingness to continue participation in this study.
ClinicalTrials.gov

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law.  This Web site will not include information that can identify you.  At most, the Web site will include a summary of the results.  You can search this Web site at any time.

CONFIDENTIALITY
The results of this research study may be presented at scientific or medical meetings or published in scientific journals.  Your identity and/or your personal health information will not be disclosed except as authorized by you or as required by law.  However, there is always some risk that even de-identified information might be re-identified. 
Patient information may be provided to Federal and other regulatory agencies as required.  The Food and Drug Administration (FDA), for example, may inspect research records and learn your identity if this study falls within its jurisdiction.
Authorization To Use Your Health Information For Research Purposes 

Because information about you and your health is personal and private, it generally cannot be used in this research study without your written authorization.  If you sign this form, it will provide that authorization.  The form is intended to inform you about how your health information will be used or disclosed in the study.  Your information will only be used in accordance with this authorization form and the informed consent form and as required or allowed by law.  Please read it carefully before signing it.  

What is the purpose of this research study and how will my health information be utilized in the study?

The purpose of this study is to see if we can find predictors to how well people with chronic pain respond to acupuncture. Your individual health information will be used to learn more about predicting who will respond to acupuncture and who will not. Our results and conclusion may be submitted for publication, but no identifying information about you will be published.
Do I have to sign this authorization form?

You do not have to sign this authorization form.  But if you do not, you will not be able to participate in this research study, including receiving any research related treatment. 

Signing the form is not a condition for receiving any medical care outside the study.

If I sign, can I revoke it or withdraw from the research later?

If you decide to participate, you are free to withdraw your authorization regarding the use and disclosure of your health information (and to discontinue any other participation in the study) at any time.  After any revocation, your health information will no longer be used or disclosed in the study, except to the extent that the law allows us to continue using your information (e.g., necessary to maintain integrity of research).  If you wish to revoke your authorization for the research use or disclosure of your health information in this study, you must write to: Dr. Jiang-Ti Kong at 1070 Arastradero Road, Suite 200, Palo Alto, CA 94304. 
What Personal Information Will Be Obtained, Used or Disclosed?
Your health information related to this study, may be used or disclosed in connection with this research study, including, but not limited to, your name, contact information, demographics, date of birth, medical history and medications use, responses to questionnaires, results of sensory testing, and actigraphy information. We may also access your pain condition, current and past treatments, other conditions that may affect your pain, and symptoms.
Who May Use or Disclose the Information?
The following parties are authorized to use and/or disclose your health information in connection with this research study:

· The Protocol Director Jiang-Ti Kong, MD, PhD.
· The Stanford University Administrative Panel on Human Subjects in Medical Research and any other unit of Stanford University as necessary

· Research Staff

Who May Receive or Use the Information?
The parties listed in the preceding paragraph may disclose your health information to the following persons and organizations for their use in connection with this research study: 

· The Office for Human Research Protections in the U.S. Department of Health and Human Services
· The National Institutes of Health (NIH)

· Your name and contact may be given to the providers of the acupuncture treatments.
Your information may be re-disclosed by the recipients described above, if they are not required by law to protect the privacy of the information.

When will my authorization expire?
Your authorization for the use and/or disclosure of your health information will end on December 31st, 2060, or when the research project ends, whichever is earlier. 
Will access to my medical record be limited during the study?
To maintain the integrity of this research study, you may not have access to any health information developed as part of this study until it is completed.  At that point, you would have access to such health information if it was used to make a medical or billing decision about you (e.g., if included in your official medical record). 

________________________________            
______________
Signature of Adult Participant                                           Date

FINANCIAL CONSIDERATIONS
Payment
You may receive up to $120 for your baseline, pre-treatment and follow-up assessment visits combined. If you decide to withdraw from the study before the follow-up visit, you will receive payment on a prorated basis. You will receive free treatments and but will not be reimbursed for coming to the treatments. 
Payments may only be made to U.S. citizens, legal resident aliens, and those who have a work eligible visa. You may need to provide your social security number to receive payment.  
Costs
There is no cost to you for participating in this study, other than basic expenses like transportation and the personal time it will take to come to all of the study visits.
Sponsor
The National Institutes of Health (NIH) is providing financial support and/or material for this study. 
COMPENSATION for Research-Related Injury
All forms of medical diagnosis and treatment – whether routine or experimental – involve some risk of injury.  In spite of all precautions, you might develop medical complications from participating in this study.  If such complications arise, the Protocol Director and the research study staff will assist you in obtaining appropriate medical treatment.  In the event that you have an injury or illness that is directly caused by your participation in this study, reimbursement for all related costs of care first will be sought from your insurer, managed care plan, or other benefits program.  You will be responsible for any associated co-payments or deductibles as required by your insurance.
If costs of care related to such an injury are not covered by your insurer, managed care plan or other benefits program, you may be responsible for these costs.  If you are unable to pay for such costs, the Protocol Director will assist you in applying for supplemental benefits and explain how to apply for patient financial assistance from the hospital.
You do not waive any liability rights for personal injury by signing this form.
CONTACT INFORMATION 


Questions, Concerns, or Complaints:  If you have any questions, concerns or complaints about this research study, its procedures, risks and benefits, or alternative courses of treatment, you should ask the Protocol Director, Jiang-Ti Kong, MD, MS, at (650) 497-0493. You should also contact her at any time if you feel you have been hurt by being a part of this study. 
Independent Contact: If you are not satisfied with how this study is being conducted, or if you have any concerns, complaints, or general questions about the research or your rights as a participant, please contact the Stanford Institutional Review Board (IRB) to speak to someone independent of the research team at (650)-723-5244 or toll free at 1-866-680-2906.

You can also write to the Stanford IRB, Stanford University, 3000 El Camino Real, Five Palo Alto Square, 4th Floor, Palo Alto, CA 94306.
EXPERIMENTAL SUBJECT’S BILL OF RIGHTS
As a research participant you have the following rights.  These rights include but are not limited to the participant's right to:

· be informed of the nature and purpose of the experiment; 

· be given an explanation of the procedures to be followed in the medical experiment, and any drug or device to be utilized; 

· be given a description of any attendant discomforts and risks reasonably to be expected; 

· be given an explanation of any benefits to the subject reasonably to be expected, if applicable; 

· be given a disclosure of any appropriate alternatives, drugs or devices that might be advantageous to the subject, their relative risks and benefits;

· be informed of the avenues of medical treatment, if any available to the subject after the experiment if complications should arise; 

· be given an opportunity to ask questions concerning the experiment or the procedures involved; 

· be instructed that consent to participate in the medical experiment may be withdrawn at any time and the subject may discontinue participation without prejudice; 

· be given a copy of the signed and dated consent form; and 
· be given the opportunity to decide to consent or not to consent to a medical experiment without the intervention of any element of force, fraud, deceit, duress, coercion or undue influence on the subject's decision.

May we contact you about future studies that may be of interest to you?   
____ Yes  ____ No

Signing your name means you agree to be in this study and that you were given a copy of this signed and dated consent form. 

_____________________________________
               ____________
Signature of Adult Participant



  
   Date

_____________________________________
               ____________ 
Signature of Person Obtaining Consent


  
  Date
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