This is a sample consent form for 18[F] PET Studies.  It cannot be used without completion, appropriate revision, and IRB/MRSC approval.
(This sample consent may be edited to include other radioisotopes)
CONSENT TO PARTICIPATE IN RESEARCH  

Your Study’s Title   

You are asked to participate in a research study by list investigators here, from the departments of list departments here and the Division of Brain Mapping at the University of California, Los Angeles.  You have been asked to participate in this study because you are list condition here (i.e. a healthy volunteer).  Your participation in this study is entirely voluntary.  You should read the information below, and ask questions about anything you do not understand, before deciding whether or not to participate.  The investigators on this study will set aside as much time as you need to meet with you in order to fully discuss the risks, benefits, and alternatives to participation before you agree to participate in this study.  If you are affiliated with the University, your decision on whether or not to participant in this study will in no way affect your grades, employment, or standing with the University 
• Purpose of Study 
List information pertinent to your study here   

• Procedures   

You will undergo a PET scan at the UCLA Ahmanson Lovelace Brain Mapping Center.   

List information pertinent to your study here   

• Potential Risks and Discomforts   

List information pertinent to your study here.  Below are the standard risks associated with PET scans.   

We are exposed to radiation on a daily basis, both from natural (sun and earth) and man made sources.  In addition to the radiation that you may be exposed to as part of your clinical care (if you are receiving clinical care), you may potentially receive ____ 18[F] ____ PET scans of the brain in one year while participating in this research study.  The estimated radiation dose that you will receive as a result of these additional PET scans is ____ millirem, or ____% of the 5,000 millirem annual limit allowed for radiation workers.  This is well below the level thought to cause significant risk of harmful effects.  The typical background radiation received from cosmic radiation and ground radiation is about 200-300mrem per year.    

The radiation comes primarily from the 18[F] ____ injected into you and not from the PET scanner.  A small amount of the radiation comes from a “transmission scan” that we use for quantifying the PET scan.  The transmission scan is about ____ minutes long.  At least half of the radioactivity will disappear from your body within 2 hours, and the rest will disappear within 24 hours. 
Even though the dose of radiation is very low and not one that has been known to cause physical or mental effects effects, you should be aware that not all effects can be predicted. Some side effects may occur even at these low doses, but it is unlikely that you will experience any effects.  However, there are limits to the total amount of radiation to which individuals should be exposed.  Therefore, if you are receiving radiation for a medical problem, work with radioactivity, or if you have participated in any other research involving radiation exposure over the past year then participation in this study may risk having you exceed that limit.  The investigators will discuss with you the potential for this occurring and will ask you for documentation of other radiation exposure in order to not exceed your personal limits for the year.  If you participate in future research studies that involve ionizing radiation in the next year, you must inform the investigator of your participation in this or any other study.   

Current guidelines for the use of PET studies in clinical settings recommend that PET studies be delayed until after pregnancy when possible.  Consequently, we request that women who are pregnant, or think that they might be pregnant, not participate in this research study.  No harmful effects to the fetus from radiation levels below 10,000 mRem have been demonstrated.  The radiation dose that you will receive from these PET scans is very small in comparison and is not expected to cause any fetal abnormalities.  However, the physicians conducting this study would like to minimize any potential for exposure of a fetus to even these low levels of radioactivity.    

There are risks associated with intravenous (IV) lines and injections.  These include pain, bruising, swelling at the site, bleeding, leaking of fluid into the tissue space, infection and rarely, fainting.  Only a trained technologist experienced in placing IV lines will be performing the insertion.    

Since this is a research procedure, there may be risks that are currently unforeseeable.   

• Anticipated Benefits to Subjects  

You may receive no direct medical benefit from participating in this study.  

• Anticipated Benefits to Society   

Information derived from these studies may help physicians diagnose and treat brain diseases more readily.   

• Alternatives to Participation 

PARTICIPATION IN THIS STUDY IS VOLUNTARY. If you choose to participate, you may withdraw from this study without prejudice at any time.  
• Financial Obligation  
Neither you, nor your insurance company, will be billed for your participation in this research.   

• Payment for Participation   

List information pertinent to your study here   

• Privacy and Confidentiality   

The only people who will know that you are a research subject are members of the research team and, if appropriate, your physicians and nurses. No information about you, or provided by you during this research will be disclosed to others without your written permission, except:   

· if necessary to protect your rights or welfare (for example, if you are injured and need emergency care); or 

· if required by law.  

When the results of the research are published or discussed in conferences, no information will be included that would reveal your identity.   

• Emergency Care and Compensation for Injury   

If you are injured as a direct result of research procedures, not done primarily for your own benefit, you will receive medical treatment at no cost. The University of California does not provide any other form of compensation for injury.   

• Participation and Withdrawal   

Your participation in this research is entirely VOLUNTARY. If you choose not to participate, that will not affect your relationship with UCLA (or the UCLA Medical Center), or your right to health care or other services to which you are otherwise entitled. If you decide to participate, you are free to withdraw your consent and discontinue participation at any time without prejudice to your future care at UCLA.   

• Withdrawal of Participation by the Investigator   

The investigators may withdraw you from participation in this research if circumstances arise which warrant doing so. The investigators listed above will make the decision and let you know if it is not possible for you to continue. The decisions may be made either to protect your health or safety.   

• New Findings 
During the course of this study, you will be informed of any significant new findings (either good or bad) such as changes in the risks or benefits resulting from participation in the research or new alternatives to participation that might cause you to change your mind about participating. If such new information is provided to you, your consent to participate will be re-obtained.   

• Identification of the Investigators   

If you have any questions about the research, or if you experience a research-related emergency, please contact any of the investigators listed below:   

	List investigators and phone numbers here 


  

• Rights of Research Subjects  

You may withdraw your consent at any time and discontinue participation without penalty. You are not waiving any legal claims, rights or remedies because of your participation in this research study. If you have any questions regarding your rights as a research subject, you may contact the Office of Protection of Research Subjects, UCLA, Box 951694, Los Angeles, CA 90095-1694, (310) 825-8714.    

 • Signature of Research Subject or Legal Representative 

I have read, or someone has read to me, and I understand the information provided above. I have been given an opportunity to ask questions and all of my questions have been answered to my satisfaction. I have been given a copy of this form and the Subject’s Bill of Rights.   

By signing this form, I willingly agree to participate in the research it describes. 

  


  

______________________________________  

Name of Subject 

  

  

______________________________________        ______________________
Signature of Subject                                                      Date 
     

• Signature of Investigator 

  

I have explained the research to the subject or his or her legal representative, and answered all of his or her questions. I believe that he or she understands the information described in this document and freely consents to participate. 

  

  

______________________________________  

Name of Investigator 

  

  

______________________________________        ______________________
Signature of Investigator                                                Date 

  

