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Title of the Research Study:      
Protocol Number:      
Principal Investigator: (name, address, phone and email)       
Co-investigator: (name, address, phone and email)       
Emergency Contact: (name, address, phone and email)       
You are being asked to take part in a research study. This is not a form of treatment or therapy.  It is not supposed to detect a disease or find something wrong. Your participation is voluntary which means you can choose whether on not to participate.  If you decide to participate or not to participate there will be no loss of benefits to which you are otherwise entitled. Before you make a decision you will need to know the purpose of the study, the possible risks and benefits of being in the study and what you will have to do if decide to participate.  The research team is going to talk with you about the study and give you this consent document to read. You do not have to make a decision now; you can take the consent document home and share it with friends, family doctor and family.           

If you do not understand what you are reading, do not sign it. Please ask the researcher to explain anything you do not understand, including any language contained in this form. If you decide to participate, you will be asked to sign this form and a copy will be given to you. Keep this form, in it you will find contact information and answers to questions about the study. You may ask to have this form read to you. (REQUIRED)
What is the purpose of the study? 

The purpose of the study is to learn more about     .

· Fill in the space with a simple, accurate explanation of the purpose and what specific condition or conditions are under study. 

· If the study is being conducted for a thesis or dissertation, it should be mentioned in here. 
EXAMPLE:

The purpose of this research project is to test new methods for studying the brain using Magnetic Resonance Imaging (MRI).  MRI already provides detailed images of brain anatomy, and newer methods will expand this capability by also providing images of brain function that can be used to better understand how the normal brain processes information.  Previous methods for measuring these functions often required the injection or inhalation of radioactive substances and/or exposure to X-rays.  In contrast, the MRI methods will not require any injections or exposure to radioactivity.  This project will specifically develop MRI methods used for detecting changes in blood flow to different parts of the brain (perfusion) that are known to occur during activities such as thinking, touching, and movement. 

The image data obtained from your study will be used to test and validate perfusion MRI for use in brain mapping research. 

-or-

If successful, these new methods will expand the information which can be obtained from MRI studies of the brain, while reducing the risk and discomfort of obtaining images of brain function.

Why was I asked to participate in the study? 

You are being asked to join this study because     . 

· Explain and justify why the subject is appropriate for recruitment. Merely saying that the possible subject is being invited to participate because he or she meets the requirements for participation is not enough. You should state what are those requirements to clearly illustrate why him/her, and not somebody else, is being asked to participate. 

How long will I be in the study? How many other people will be in the study?
The study will take place over a period of      years. This means for the next      months we will ask you to spend     days a month participating in this study. Each session will last approximately      hours.     

You will be one of      people in the study.    

· Explain how much time the subject will need to commit in terms of hours, days, weeks, months and years.   

Where will the study take place? 

You will be asked to come to      , located at      on      at     pm or am.   

· Explain where the subject will have to go to participate. Be specific about requirements to go to different sites for different aspects of the study such as testing, meetings and alike.   

EXAMPLE:

The study will be conducted at the Center for Advanced Magnetic Resonance Imaging and Spectroscopy in the Department of Radiology, University of Pennsylvania Medical Center.  The study will be very similar to a routine clinical MRI scan of the brain. The study will be very similar to a routine clinical MRI scan of the brain. The study will be performed using a 1.5 or a 3.0 Tesla magnet, which are both standard clinical MRI scanners.
What will I be asked to do?
· Provide a chronology of what the subject will need to do in a simple, non-technical language. If multiple visits are required, explain where the subject will need to go for each visit and what will happen at each visit. Bullets points are acceptable and encouraged. Remember to clearly identify any experimental procedures. 

Example: 

[SPECIFY YOUR TASK HERE. e.g.: At different points during the experiment, you may be asked to perform tasks, which activate specific brain functions.  For example, you may be asked to wiggle your fingers, watch flashing lights, compare shapes, or listen to lists of words while MRI scans are being taken.  None of these activation procedures are painful, and you may proceed with them at your own pace.]

Although the measurement is painless, it will be noisy inside the magnet due to beeping and hammering sounds made when the magnetic field gradients are pulsed.  Disposable earplugs will be provided to diminish the noise.  You will be asked to lie down on a platform which can be slid into the middle of the magnet, which is shaped like a large tube.   An MRI imaging coil will be placed around your head. This coil is simply a number of wires covered in plastic.  You will not come into contact with the coil during the experiment.  Foam pads will be placed around your head to limit head movement during the study.  You will then be slid into the magnet. You will be asked to lie still for approximately one hour, during which time several images will be acquired.  

During the study a physician will be available for any medical questions or problems.  The technicians involved in the study will advise you on the progress of the study.  If at any time you feel uncomfortable, no matter what the reason, the study will immediately be stopped. 
What are the risks? 

· The document should clearly state all possible risks regardless of severity. It should also state what measures have been implemented within the study design to minimize the possibility of occurrence of such risks. While writing the protocol, PI should be creative when determining all possible risks. For example, mentioning the risk of a breach in confidentiality may not be enough, unless the document states what such a breach could entail, e.g. public embarrassment, stigmatization, loss of employment, etc.

EXAMPLE:

The levels of energy used to make magnetic resonance measurements are far less than are used in a single X-ray, and many patients have been safely studied using magnetic resonance techniques.  However, some people become uncomfortable or claustrophobic while inside the magnet.  If you become uncomfortable inside the magnet, you may withdraw immediately from the study.  

During some of the MRI scans, subjects have occasionally reported “tingling” or “twitching” sensations in their arms or legs, especially when their hands are clasped together. 

Further, because of the strong magnetic field, people with pacemakers, certain metallic implants, or metal in the eye cannot participate in this study. You will be given a checklist before entering the MRI room, which will be reviewed and used to verify that you do not have anything harmful in or on your body.

REQUIRED:

The known risks associated with this study are minimal. The greatest risk is a metallic object flying through the air toward the magnet and hitting you. To reduce this risk we require that all people involved with the study remove all metal from their clothing and all metal objects from their pockets. No metal objects are allowed to be brought into the magnet room at any time. In addition, once you are in the magnet, the door to the room will be closed so that no one inadvertently walks into the magnet room.

Something similar to this is REQUIRED, if using custom head coils and experimental imaging sequences:

This study may include the use of custom manufactured head coils and experimental imaging sequences that are not FDA-approved, but are considered non-significant risks.
PREGNACY ISSUES: Gadolinium is not approved in pregnant women and pregnant women should be excluded from trials using Gadolinium contrast. 4T Magnets are not approved in pregnant women and they are to be excluded from trials using a 4T magnet. The following statement (as appropriate) must be included in the informed consent for research protocols: 

REQUIRED:

Although there are no known risks of MRI on pregnant women or a fetus, there is a possibility of yet undiscovered pregnancy related risks. Since there is no direct benefit from participating in this protocol for a pregnant woman, we will exclude pregnant women. A negative urine pregnancy test will be mandated before a woman of child-bearing potential can be scanned.

How will I benefit from the study?
There is no benefit to you. However, your participation could help us understand      , which can benefit you indirectly. In the future, this may help other people to      . 

What other choices do I have? 

Your alternative to being in the study is to not be in the study.  

If you choose not to be in the study the following are other treatment choices that you may want to consider.

· If this applies, provide the pertinent information such as a contact name, phone number and address.   

What happens if I do not choose to join the research study? 

You may choose to join the study or you may choose not to join the study. Your participation is voluntary. 

There is no penalty if you choose not to join the research study. You will loose no benefits or advantages that are now coming to you, or would come to you in the future. Your therapist, social worker, nurse, doctor or      will not be upset with your decision. 

If you are currently receiving services and you choose not to volunteer in the research study, your services will continue.           

· Simply and directly tell the subject there are no negative consequences should they choose not to participate. The purpose is to mitigate any feelings of obligation or coercion on the part of the subject.      

When is the study over? Can I leave the study before it ends?


The study is expected to end after all participants have completed all visits and all the information has been collected. The study may be stopped without your consent for the following reasons: 

· The PI feels it is best for your safety and/or health-you will be informed of the reasons why.

· You have not followed the study instructions 

· The PI, the sponsor or the Office of Regulatory Affairs at the University of Pennsylvania can stop the study anytime

You have the right to drop out of the research study at anytime during your participation. There is no penalty or loss of benefits to which you are otherwise entitled if you decide to do so. Withdrawal will not interfere with your future care. 
If you no longer wish to be in the research study, please contact     , at      and take the following steps:  

· Describe how subjects can withdraw from the study and explain the consequences, if any, for doing so (for example, medical or emotional related consequences, if any).      

 How will confidentiality be maintained and my privacy be protected? 

The research team will make every effort to keep all the information you tell us during the study strictly confidential, as required by law. The Institutional Review Board (IRB) at the University of Pennsylvania is responsible for protecting the rights and welfare of research volunteers like you. The IRB has access to study information. Any documents you sign, where you can be identified by name will be kept in a locked drawer in      office. These documents will be kept confidential. All the documents will be destroyed when the study is over.   

· Explain how confidentiality will be maintained. Be specific about how records will be secured to protect the identity of the subject.  State the IRB at the University of Pennsylvania will have access to the records.  Explain how subjects will be de-identified; will code numbers be used? Please note; the content of this section will vary according to the research design.  There may be cause for more or less protections depending on the nature of the research. The language suggested above should be altered when necessary.           

· Note: For studies utilizing private health information, follow HIPAA guidelines. If the research is sensitive in nature, a Certificate of Confidentiality may be warranted. An example may include interviews with prison inmates or juvenile offenders attending a community re-entry program where information obtained from the subject may necessitate extra protection. The need for the Certificate should be determined on a case basis.    

What happens if I am injured from being in the study? (for research that poses greater than minimal risks to participants.)

If you are injured and/or feel upset and emotional discomfort while participating in the study you may contact the PI or the emergency contact name on the first page of this form. Also, you may contact your own doctor, counselor or seek treatment outside of the University of Pennsylvania. Bring this document, and tell your doctor/counselor or his/her staff that you are in a research study being conducted at the University of Pennsylvania. Ask them to call the numbers on the first page of this form for information.  

If you are injured and/or feel emotional discomfort from being in the study, the appropriate care will be provided without cost to you, but financial compensation is not otherwise available from the University of Pennsylvania. If you are injured and/or feel emotional discomfort while in the study but it is not related to the study, you and your insurance company will be responsible for the costs of that care.  

· If injury occurs explain what, if any, compensation and medical treatments are available. Describe the treatments and compensation and where information can be obtained. 

Will I have to pay for anything? 

· Explain the how much it will cost to participate in the study (how much, to whom and why) or state that there are no costs associated with participating in the study. 

· Include the costs associated with transportation to and from the study site, parking, lunch and other related expenses. State what study related expenses are reimbursed.     

EXAMPLE:

There will be no charge to you for this research study.
Will I be compensated for participating in the study? 

To show our appreciation for your time, we will give you      . If you decide to withdraw from the study before the study is over, your compensation     .
(The consent document should discuss whether full, partial, or no compensation will be provided to those who opt to withdraw before the culmination of the study). 

Who can I call with questions, complaints or if I’m concerned about my rights as a research subject?
If you have questions, concerns or complaints regarding your participation in this research study or if you have any questions about your rights as a research subject, you should speak with the Principal Investigator listed on page one of this form.  If a member of the research team cannot be reached or you want to talk to someone other than those working on the study, you may contact the Office of Regulatory Affairs with any question, concerns or complaints at the University of Pennsylvania by calling (215) 898-2614.

When you sign this document, you are agreeing to take part in this research study. If you have any questions or there is something you do not understand, please ask. You will receive a copy of this consent document.      

CONCLUSION:  You have read and understand the consent form.  You agree to participate in this research study.  Upon signing below, you will receive a copy of the consent form.

	
	
	
	
	

	Name of Subject
	
	Signature of Subject
	
	Date

	
	
	
	
	

	Name of Person Obtaining Consent 
	
	Signature of Person Obtaining Consent 
	
	Date


If the protocol allows the entry of subject’s unable to provide informed consent, the following signature line should also be placed under the area for the subject’s name and signature:
	
	
	
	
	

	Name of Legally Effective Representative
	
	Signature of Legally Effective Representative
	
	Date


If the subject is unable to read or sign their name, the following signature line should also be placed under the area for the subject’s name and signature:
	
	
	
	
	

	Name of Witness to Subject Mark or Consent
	
	Signature of Witness to Subject Mark or Consent
	
	Date
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