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Consent to Take Part in a Research Study

Title: Comparison of Traditional Anesthesia Method and Jet Injector Anesthesia Method for Nexplanon® Insertion and Removal

Principal Investigator: G. Anthony Wilson, MD
You are being asked to take part in a research study. If you decide to be in the study, you will be given a copy of this consent form for your records.  

Taking part in this research study is voluntary. If you choose not to take part in the study, you can still receive other treatments. Saying no will not affect your rights to health care or services. You may quit the study at any time.  

Why is this study being done? The purpose of this study is to compare patient satisfaction with two different ways to numb your arm before placing or removing a Nexplanon® insert. 
How long will the study last? You will be in this study for the time it takes you to have your Nexplanon® inserted or removed and complete the satisfaction survey (4 questions). Usually this will take less than an hour.
How many people will be in the study? Up to 500 people will be in this study at University Family Physicians

What will happen to me during the study? You will be randomly assigned (like the flip of a coin) to either have your arm numbed using a needle & syringe to inject the numbing medicine under your skin or to have the medicine delivered with a needle free jet injection system (MadaJet XL). Neither you nor your doctor will choose which group you are in. If you choose not to take part in the study your arm will be numbed using the needle & syringe method.

What side effects or risks I can expect from being in the study?

The medication used to numb your arm will be the same regardless which delivery method is used. Risks include bruising, discomfort, infection and an allergic reaction to the medicine.

Are there benefits to taking part in the study?

a) The possible benefits to you from this study are you may have less pain or anxiety.

b) The possible benefits to society may include a better insertion/removal experience for future patients if researchers determine that one method is less painful or stressful for patients.

What if I am injured in this study? You will get medical treatment if you are injured as a result of taking part in this study. You and/or your health plan will be charged for this treatment. The study will not pay for medical treatment.  

It is important that you tell your study doctor, G. Anthony Wilson, MD if you feel that you have been injured because of taking part in this study. You can tell the doctor in person or call him at (865) 305-9350.

You are not waiving any legal rights or releasing the University of Tennessee or its agents from liability for negligence. In the event of physical injury resulting from research procedures the University of Tennessee does not have funds budgeted for compensation either for lost wages or for medical treatment.  

In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment by signing this form.  

Who do I call if I have questions about the study?

Questions about the study: G. Anthony Wilson, MD at (865) 305-9350.

Questions about your rights as a research subject: You may contact the UT Graduate School of Medicine Institutional Review Board (IRB) at 865-305-9781. The IRB is a group of people that reviews studies for safety and to protect the rights of study subjects.  

What other choices do I have if I do not take part in this study?

If don’t take part in the study the numbing medicine will be given with a needle & syringe.
What will it cost me to be in the study?

There is no additional cost to take part in the study. Numbing is a standard part of Nexplanon® insertion and will be billed to your insurance/healthcare provider. You will still be responsible for any co-pay or deductible that is part of your plan. 
Will I be paid for taking part? No, you will not be paid be in the study.

Is the Investigator paid to do this study? No, the investigator is not being paid to enroll people in this study. 

Can I stop being in the study? You may withdraw from the study at any time. Please see the section on confidentiality for more information on withdrawing from the trial.
Could I be removed from the study? You could be removed from for the study if the doctor in charge feels it is in your best interest to change treatments.
Will my medical information be kept private?

All reasonable efforts will be made to keep your protected health information (PHI) private and confidential. PHI is health information that is, or has been, collected or maintained and can be linked back to you. Using or sharing (“disclosure”) of such information must follow federal privacy guidelines. By signing the consent document for this study, you are giving permission (“authorization”) for the uses and disclosures of your personal health information. A decision to take part in this research means that you agree to let the research team use and share your PHI as described below, for the purpose of this research. 

As part of the study, Dr. Wilson and his study team may share the results of your demographic information or satisfaction survey. These may be study or non-study related. They may also share portions of your medical record, with the groups named below:

· The Federal Government Office for Human Research Protections,

· The University of Tennessee Graduate School of Medicine Institutional Review Board, 

Federal privacy regulations may not apply to these groups; however, they have their own policies and guidelines to assure that all reasonable efforts will be made to keep your personal health information private and confidential. 

The study results will be retained in your research record for at least six years after the study is completed. At that time, the research information not already in your medical record will be destroyed by shredding. Any research information entered into your medical record will be kept indefinitely.

Unless otherwise indicated, this permission to use or share your PHI does not have an expiration date. If you decide to withdraw your permission, we ask that you contact Dr. Wilson in writing and let him know that you are withdrawing your permission. The mailing address is:

University Family Physicians
1924 Alcoa Highway, GSM Building
Knoxville, TN 37920.

At that time, we will stop further collection of any information about you. However, the health information collected before this withdrawal may continue to be used for the purposes of reporting and research quality.

Your treatment, payment or enrollment in any health plans or eligibility for benefits will not be affected if you decide not to take part.  You will receive a copy of this form after it is signed. 
CONSENT OF SUBJECT:

I have read or have had read to me the description of the research study. The investigator or his representative has explained the study to me and has answered all of the questions I have at this time. I have been told of the potential risks, discomforts and side effects as well as the possible benefits (if any) of the study. I freely volunteer to take part in this study. 
__________________________
________________________
__________
Printed Name of Subject 
Signature of Subject 
Date & Time

__________________________
________________________
__________
Printed name of person
Signature of person
Date
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Obtaining Consent

__________________________
________________________
__________
Printed name of Investigator
Signature of Investigator
Date
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