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CLINICAL RESEARCH CENTER

MEDICAL DEPARTMENT

BROOKHAVEN NATIONAL LABORATORY

UPTON, NY 11973‑5000

INFORMED CONSENT FOR PARTICIPATION IN RESEARCH

NOTE: Instructions are in italics.  Standard language for certain sections is provided in normal font.  Standard language for other procedures should be taken from the Glossary.  The consent form must be written in lay terms and at no greater than reading level of an 11 year old.

Title of Project:  

Funding:

You are being asked to take part in a research study.  This consent form contains important information to help you decide if you want to take part in this study.  If you have any questions that are not answered in this consent form, please ask the member of the research staff who is reviewing the consent form with you for further information before you make your decision about taking part in this study.

· If you are a Brookhaven employee and are directly supervised by the Principal Investigator (        ) or Responsible Physician (        ) of this study, you may not participate in this study.  

· If you are a Brookhaven employee and wish to participate in this study, you must participate on your own time.

· You will be given a copy of the Subject’s Bill of Rights.

The purpose of this study is to….

Provide a short, simple statement of the goals of the research.  Describe methods to be used (PET, MRI).

If you decide to take part in this study, you will undergo some tests to make sure you are eligible to be a subject in this study.  These tests are:

Describe in simple language, step by step, what the subject will go through during the screening process.  Include why the tests are being performed and what results will disqualify them from participating in the study.  Describe where the tests will take place.

If you are eligible to take part in this study, the following procedures will be performed:

Describe in simple language, step by step, what the subject will go through during their participation in the research.  Describe where the study will take place.  Discuss transportation of the subject from the CRC to the facility.

Time required: Describe the duration of each visit and how many visits in total will be required.

Possible risks/discomforts:
Describe any reasonably foreseeable risks or discomforts and include a discussion of what measures are taken to minimize risks or discomforts.  .Include a discussion of what steps will be taken if intervention is required to assist the subject or protect study personnel.  Include pregnancy (for all) and breast feeding (if applicable).   

Unforeseeable Risks: This study may involve risk to you that is currently unforeseeable.

Alternatives:  The only alternative to this study is not to participate.

Possible benefits: You will not benefit directly from participating in this study. However, the study may lead to              .

Confidentiality:  Brookhaven National Laboratory will take all reasonable measures to protect the privacy of your records and your identity will not be revealed in any publication resulting from this study. Your records include information that you provide to members of the research team during your participation in this research project. Your data may be used for different purposes.  There are some circumstances when Brookhaven is required by law to disclose certain types of information, such as state requirements to report certain communicable diseases.   In addition, there is a possibility that your study record, including identifying information, may be inspected by officials of the Food and Drug Administration, the Office of Human Research Protections of the US Department of Health and Human Services, or other federal or state government agencies that regulate human subjects research in the US in order to protect subjects participating in such research.  Representatives from the agency funding this research,                                    may also inspect the records.

Subject Rights:

· Your participation in this study is voluntary. You do not have to take part in this study if you do not want to.

· You have the right to change your mind and leave the study at any time without giving any reason and without penalty.  If you want to leave the study, simply tell one of the members of the research team.

· Your decision not to participate will involve no penalty or loss of benefits to which you are otherwise entitled.

· Any new information relating to this study that becomes available after the study starts that may make you change your mind about being in this study will be given to you.

· You will get a signed copy of this consent form to keep.

Removal from the study: We may remove you from the study without your consent if you no longer meet the eligibility criteria, if it is in your best interest to do so, or if you do not follow study procedures. 

In case of injury directly resulting from your participation in this study: Reasonable costs for medical treatment will be covered by BNL. You will not receive additional monetary payment.  

Illness: If through your participation in this study is it discovered that you have some medical illness unrelated to this project, you will be told about it by a physician involved in the study.  The information can be made available to your physician if you ask them to contact us. Brookhaven will not pay you for any unrelated illness discovered during the study.

If applicable:

Collaborating Institutions:                  is working with Brookhaven on this project and therefore information about you from this study will be shared with researchers at         and you may be contacted by         researchers to arrange for appointments. 

Payment: Indicate method, timing and amount of payment.  Include pro-rated payments, as well as total payment that may be obtained.  Indicate if there are any additional costs that may result from the subject’s participation.
Because we are paying you, our records may be subject to audit by the sponsor or other federal agency.  If you receive payment for participating in this study, it may be considered taxable income.

You may be asked to participate in one or more additional studies for which you qualify.  If you decide to participate, you will undergo and be paid for any additional tests or evaluations that you have not already done.  You will be asked to sign the consent form(s) for the additional studies.   Please check if you would be willing to be contacted for other studies.

                 Yes                                 No

Research Results: The research materials and research data that are produced as a result of your participation in this study are the property of the Brookhaven National Laboratory.  If a commercial product is developed from this research project, such as a new drug, you will not have any ownership interest in this product and will not profit financially from such a product. 

Questions about the study or your rights as a research subject: If you have questions about your rights as a research subject, you should call the IRB Chair.  If you have any questions about this study, you should call the Responsible Physician.  If any problems arise, you should call the Responsible Physician.  If you are not able to contact the Responsible Physician, you should seek medical attention from your own physician or local hospital. 

Responsible Physician:                                               Phone:   631 344- 

IRB Chair:    Margaret C. Bogosian                            Phone:   631 344-7338  

By signing below, you acknowledge that you have read this consent form, been given the opportunity to ask questions, been told that you will be given a copy for your records and hereby consent to participate in this study.

SIGNED BY:
                                                                                                           . 


            (Subject or, when necessary, legal guardian) 


(Date)

The undersigned has explained the above and is willing to answer further inquiries.

                                                                                                                       (Date)
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