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Consent To Participate In A Research Study
[Center/Program Name as stated in the grant]
National Center for Child Traumatic Stress
IRB # 3254

You are being asked to take part in a research study.  Informed consent is the process of talking with staff to learn about this research study.  The purpose is to help you make your decision about whether to participate. Research studies include only people who choose to take part.  Please read this consent form carefully and take your time making your decision.  If you decide to participate, you (the parent/guardian) and your child will sign this form.  A copy will be given to you.  The original will be placed in the Clinic’s records.  As the study staff discusses this consent form with you, please ask him/her to explain any words or information that you do not clearly understand.  We encourage you to talk with your family and friends before you decide to participate in this research study.  The nature of the study, risks, inconveniences, discomforts, and other important information about the study are listed below.
Please tell the study staff if you are taking part in another research study.

The Local Study is conducted by the [Center/Program Name as stated in the grant].  The National Cross-site Study is conducted by the Center for Mental Health Services, part of the Substance Abuse and Mental Health Services Administration (SAMHSA), funded by the United States federal government.  This study is to learn about child traumatic stress.  By agreeing to be in this study, you will be participating in both the Local and National Study.  Prior to receiving any treatment services, even if you decide not to participate in this study, you will be asked to read and sign a “consent to treatment” form.  If you decide to participate in the National Cross-site Study, you will read and sign this consent form before you begin your participation.
WHO WILL BE MY CONTACT FOR THIS STUDY?

If you decide to participate and have questions about the study, contact [name and telephone number of primary contact/project manager for participants at your center]. 
WHY IS THE STUDY BEING DONE?

Local Study – This study will help us find out how well our treatment works for children and families.  We will collect information on you and your children’s experience of trauma.  You/your child will be asked to participate in interviews and complete confidential surveys.
National Cross-site Study – This study is to learn about child traumatic stress.  Several centers across the country have been funded to improve the services offered to children and families.  [Center/Program Name as stated in the grant] is part of this national project.  As part of the national project, some of the survey information collected during the local study will be shared with the national study staff.  
You will also be asked by the national study staff to complete a satisfaction survey.  They will contact you after you have received the study services, either by mail or telephone.

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?

Approximately 4,400 people will take part in the national study at 44 health treatment centers in the United States and approximately 100 people 
will take part at the [Center/Program Name as stated in the grant].  

WHAT IS INVOLVED IN THE STUDY?  

Local Study – You/your child will be asked to participate in interviews and complete confidential surveys.  These surveys will be completed during the initial visit, then in follow-up interviews every three months.  In the interviews you will be asked about your child, your family, and about the services you are receiving.  Each interview will take about 1 ½ hours.  All of the information that is collected on the surveys will be kept in a secure location and your identity will be protected.
National Cross-site Study – As part of the national study, some of the survey information collected during the local study will be shared with the national study staff.  A staff member from our Center will interview you every 3 months for 12 months, even if you and your child no longer receive services.  If your child reaches age 7 at any time during this project, we will ask also for permission to talk with your child.  In such a situation, the staff will describe the interview process to your child.

As the parent or guardian of the child participating in the National Study, you will be asked at the completion or termination of treatment services or at 6 months into treatment, which ever occurs first, to complete a satisfaction survey.  Macro International, a survey firm, who is working with the Substance Abuse and Mental Health Services Administration (SAMHSA) to complete the National Study, will contact you to complete the survey either by mail or telephone.  The evaluation office will give you a post card with instructions on how to complete the survey.  You will only be asked to complete the survey one time during the duration of the study.

HOW LONG WILL I BE IN THE STUDY?

The National Study will require that the evaluation staff meet with your child multiple times:  at baseline within one week of the first visit for traumatic stress treatment, and every 3 months for one full year from time of consent.  Each session will take approximately 30 minutes to complete.  

WHAT ARE THE RISKS OF THE STUDY?
This project covers a wide range of subjects and topics that involves discussion of emotional and traumatic issues.  There are no physical risks associated with the study.  There is, however, the potential risk of loss of confidentiality.  Every effort will be made to keep your information confidential, however, this can not be guaranteed.  Some of the questions we will ask you as part of this study may make you feel uncomfortable.  You may refuse to answer any of the questions and you may take a break at any time during the study.  You may stop your participation in this study at any time.


ARE THERE BENEFITS TO TAKING PART IN THIS STUDY?

There are no direct benefits to you being a part of this study.  You and your child may benefit from the services you receive.  You and your child may also learn new things about yourselves.  We hope the information learned from this study will benefit other children and their families in the future.
WILL MY INFORMATION BE KEPT CONFIDENTIAL?

Study records that identify you will be kept confidential as required by law.  Federal privacy regulations provide safeguards for privacy, security, and authorized access.  Except when required by law, you will not be identified by name, social security number, address, telephone number, or any other direct personal identifier in study records disclosed outside of [Center/Program Name as stated in the grant].
For records disclosed outside [Center/Program Name as stated in the grant] you will be assigned a unique code number.  The key to the code will be kept in a locked file in [name, title of primary contact/project manager for participants at your center] office.
This information may be further disclosed by the sponsor of the study, the Center for Mental Health Services (SAMHSA).  If disclosed by the sponsor, the information is no longer covered by the federal privacy regulations.

The study results will be retained in your child’s research record for six years after the study is completed or until your child reaches the age of 21, whichever is longer.  At that time either the research information not already in your child’s medical record will be destroyed or information identifying your child will be removed from such study results at [Center/Program Name as stated in the grant].  Any research information in your child’s medical record will be kept indefinitely.

To further protect your child’s privacy, we have obtained a Certificate of Confidentiality from the National Institutes of Health.  With this Certificate, the reseachers cannot be forced to disclose information that may identify you or your child, even by a court order, in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings.  The researchers will use the Certificate to resist the demands for information that would identify you or your child, except as explained below.

The Certificate cannot be used to resist a demand for information from personnel of the United States Government that is used for auditing or evaluation of Federally funded projects or for information that must be disclosed to meet the requirements of the federal Food and Drug Administration (FDA).

You should understand that a Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about yourself or your child, or his or her involvement in research.  If an insurer, employer, or other person obtains your written consent to receive research information, then the researchers may not use the Certificate to withhold that information.

The Certificate of Confidentiality does not prevent the researchers from disclosing voluntarily, without your consent, information that would identify your child as a research participant under circumstances such as child abuse or if your child intends to harm him/her self or other people.

WHAT ARE THE COSTS?

There are no additional costs to you as a result of being in this study.

WHAT ABOUT COMPENSATION?

You (parent/guardian) will be given a $15 for your time and assistance each time you complete a follow-up interview.  The follow-up interviews take place at 3, 6, 9, and 12 months.  In addition, your child will be given a $10 gift for participating in each follow-up interview.

WHAT ABOUT RESEARCH RELATED INJURIES?
For questions about the study or research-related injury, contact [name, title and telephone number of primary contact/project manager for participants at your center] at [Center/Program name as stated in the grant].
WHAT ABOUT MY RIGHTS TO DECLINE PARTICIPATION OR WITHDRAW FROM THE STUDY?
You may choose not to be in the study, or, if you agree to be in the study, you may withdraw from the study at any time.  If you withdraw from the study, no new data about you will be collected for study purposes other than data needed to track your withdrawal.  All data that have already been collected for study purposes will be sent to the study sponsor.
Your decision not to participate or to withdraw from the study will not involve any penalty or loss of benefits to which you are entitled, and will not affect your services at our Center.  If you do decide to withdraw, we ask that you contact [name of primary contact/project manager for participants at your center] in writing and let her know that you are withdrawing from the study.  [Her/His] mailing address is [Center/Program name and address as stated in the grant].  [Her/His] email address is [email address of primary contact/project manager at your center].  

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?
For questions about the study or a research-related injury, contact [name, title and telephone number of primary contact/project manager for participants at your center] at [Center/Program name as stated in the grant].
For questions about your rights as a research participant, contact the Duke University Health System Institutional Review Board (IRB) Office at (919) 668-5111.


THIS SPACE LEFT BLANK INTENTIONALLY
STATEMENT OF CONSENT to participate in the National Cross-site Study
“The purpose of this study, procedures to be followed, risks and benefits have been explained to me.  I have been allowed to ask the questions I have, and my questions have been answered to my satisfaction.  I have been told whom to contact if I have additional questions.  I have read this consent form and agree to allow my child to be in this study with the understanding that I may withdraw him/her at any time.  If my child is 6 years or older, this study has been explained to him/her and he/she agrees to participate.  I have been told that I will be given a signed copy of this consent form.”

__________________________________________

___________

Signature of Parent or Guardian




Date

​​​​__________________________________________

Relationship to Subject







__________________________________________

___________

Signature of Subject (if 12 years or older)



Date

__________________________________________

___________

Signature of Person Obtaining Consent 



Date

STATEMENT OF CONSENT to participate in the Local Study of [Center/Program Name as named in the grant]
“The purpose of this study, procedures to be followed, risks and benefits have been explained to me.  I have been allowed to ask the questions I have, and my questions have been answered to my satisfaction.  I have been told whom to contact if I have additional questions.  I have read this consent form and agree to allow my child to be in this study with the understanding that I may withdraw him/her at any time.  If my child is 6 years or older, this study has been explained to him/her and he/she agrees to participate.  I have been told that I will be given a signed copy of this consent form.”

__________________________________________

___________

Signature of Parent or Guardian




Date

​​​​__________________________________________

Relationship to Subject







__________________________________________

___________

Signature of Subject (if 12 years or older)



Date

__________________________________________

___________

Signature of Person Obtaining Consent 



Date
�This may be stated in your grant application.


�ONLY if your center has obtained a certificate of confidentiality from DHHS/NIH should this section be included.  


�ONLY if your center has obtained a certificate of confidentiality from DHHS/NIH should this section be included.  


�ONLY if your center has obtained a certificate of confidentiality from DHHS/NIH should this section be included.  


�ONLY if your center has obtained a certificate of confidentiality from DHHS/NIH should this section be included.  


�The information in this section may be different for your center.


�The information in this section may be different for your center.


�This only applies to center who will be using the DUHS IRB as their IRB of record.  Otherwise, please include information in this section about your local IRB.  





Version Date: October 4, 2007
Page 4 of 5
Subject or Parent/Guardian Initials




_1023795574.doc



_1036321141

