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INTRODUCTION
NOT TO BE USED FOR SUBJECT ENROLLMENT


THIS IS AN IMPORTANT DOCUMENT - KEEP FOR FUTURE REFERENCE
	Informed Consent – Social Behavioral [Study Name]




You (“ you” refers to you or your child throughout this consent form) – include parenthetical statement if study involves adults and minors are deciding if you would like to volunteer for a research study. You must read and sign this form before you agree to take part in this study.  This form will give you more information about this study.    Please ask as many questions as you need to before you decide if you want to be in the study.  You should not sign this form if you have any questions that have not been answered.

PURPOSE OF THE STUDY

In non-technical language, describe the purpose of your study. Keep this short and to the point.

HOW LONG THE STUDY WILL LAST AND HOW MANY PEOPLE WILL BE IN THE STUDY

Specify how long it will take the subject to complete the survey. A range of minutes is appropriate.  There will about # people completing the survey.

WHAT WILL HAPPEN DURING THE STUDY

Describe what the subject will do. For example, “If you decide to participate in my project, you will complete a short survey and return it through interoffice mail.” 

POSSIBLE SIDE EFFECTS AND RISKS 

Describe any risks and/or discomforts to the subject that can reasonably be expected as a result of participating in this study.

POSSIBLE BENEFITS OF THE STUDY

Describe any benefits to the subject. For example, sharing the project results with administration in order to influence change is a benefit. Providing a copy of the project results to participants upon request is a benefit. 

ALTERNATIVES TO PARTICIPATING IN THE STUDY  

Since this study is for research only, the only other choice would be not to participate in the survey.  


CONFIDENTIALITY 

Can you guarantee anonymity? If not, then describe how you will protect the participant’s responses. 

LEGAL RIGHTS

You will not lose any of your legal rights by signing this consent form.

CONTACT INFORMATION

If you have questions, concerns, or complaints about this study, contact:

*name of investigator, institution and company/sponsor name
* daytime telephone number of the investigator *after hours number of the investigator

If you do not want to talk to the investigator or study staff, if you have concerns or complaints about the research, or to ask questions about your rights as a study subject you may contact Southern California Brainspotting Review.  Southern California Brainspotting Review’s policy indicates that all concerns/complaints are to be submitted in writing for review at a convened IRB meeting to IRB@SoCalBrainspotting.com

Southern California Brainspotting Review has approved the information in this consent form and has given approval for the investigator to do the study. This does not mean Southern California Brainspotting Review has approved your being in the study.  You must consider the information in this consent form for yourself and decide if you want to be in this study.

PAYMENT FOR BEING IN THE STUDY

Describe the amount and nature of any compensation or fee to be paid to the subject for participating in the study. 

VOLUNTEERING TO BE IN THE STUDY

It is your choice if you want to be in the study.  No one can force you to be in the study.  You may not want to be in this study or you may leave the study at any time without penalty or loss of benefits to which you are otherwise entitled. 

REQUIRED BY Southern California Brainspotting Review:  Include appropriate wording below for the following vulnerable populations that are allowed to participate in the study:

Employees of the investigator/sponsor:
Employees of the investigator or sponsor are allowed to participate in this study.  If you are an employee:

· The decision to participate or not will not affect your performance evaluation.
· The decision to participate or not will not affect possible promotions.
· The decision to participate or not will not affect your pay.

Students:
Students of this institution are allowed to participate in this study. If you are a student:

· The decision to participate or not will not affect your grade, recommendations, employment or the like.
· For mandatory participation or for extra credit, you will be given other options for fulfilling the research requirement, such as writing short papers or book reports, special projects, and brief quizzes on additional reading.
· Failure to participate will not have a negative effect on your relationship with the investigator or the faculty.


AGREEMENT TO BE IN THE STUDY

This consent document contains important information to help you decide if you want to be in this study. If you have any questions that are not answered in this consent document, please ask one of the study staff. 

By signing this informed consent document, you are acknowledging that you can read, understand, and speak English, that you understand the information in this consent document, and have received a copy of this document that you may take home with you. You have had an opportunity to ask questions of study staff and / or a medical professional in a one-on-one setting and received satisfactory answers to all your questions about this study. You understand that you are free to leave the study at any time without having to give a reason and without affecting your future participation in studies. You understand that your study-related medical records may be reviewed by the company sponsoring the study and by government authorities.


AGREEMENT TO BE IN THE STUDY

This consent form contains important information to help you decide if you want to be in the study.  If you have any questions that are not answered in this consent form, ask one of the study staff. 

Please answer YES or NO to the following questions:

A. Is this document in a language you understand?							

B. Do you understand the information in this consent form?						

C. Have you been given enough time to ask questions and talk about the study?			

D. Have all of your questions been answered to your satisfaction?					

E. Do you think you received enough information about the study?					

F. Do you volunteer to be in this study of your own free will and without being 
pressured by the investigator or study staff?							

G. Do you know that you can leave the study at any time without giving
a reason and without affecting your health care?							

H. Do you know that your health records from this study may be reviewed
by the sponsor company and by government authorities?						

I. Do you know that you cannot be in another study while you are in this study?			

IF YOU ANSWERED “NO” TO ANY OF THE ABOVE QUESTIONS,
OR YOU ARE UNABLE TO ANSWER ANY OF THE ABOVE QUESTIONS,
YOU SHOULD NOT SIGN THIS CONSENT FORM.

									
Printed Name of Adult Study Subject								


Signature of Adult Study Subject							Date		 
 
									
Printed Name of Person Explaining Consent Form				

													
Signature of Person Explaining Consent Form						Date		

The signature lines below are required when adult subjects are not able to legally give consent.                  

									
Printed Name of Guardian or Legally Authorized Representative	


Signature of Guardian or Legally Authorized Representative				Date		 
		

CONSENT FOR SUBJECTS WHO CANNOT READ
The study subject has indicated that he/she is unable to read.  The consent document has been read to the subject by a member of the study staff, discussed with the subject by a member of the study staff, and the subject has been given an opportunity to ask questions of the study staff.   

______________________________
Printed Name of Impartial Witness 


Signature of Impartial Witness* 							Date 

*Impartial Witness:  A person, who is independent of the study, who cannot be unfairly influenced by people involved with the study, who attends the informed consent process if the subject cannot read, and who reads the informed consent and any other written information provided to the subject.

The signature lines below are required for subjects that are visually impaired.
The study subject has indicated that he/she is visually impaired.  The consent document has been read to the subject by a member of the study staff, discussed with the subject by a member of the study staff, and the subject has been given an opportunity to ask questions of the study staff.   

__________________________________________________________
Printed Name of Impartial Witness 


____________________________________________________________________________________
Signature of Impartial Witness*                                       					Date 

*The impartial witness attests that the information in the consent form and any other written information was accurately explained to, and apparently understood by, the subject or the subject's legally acceptable representative, and that informed consent was freely given by the subject or the subject’s legally acceptable representative.


You (and/or your legally acceptable representative) will receive a signed and dated copy of this consent form to keep.  
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