Consent to Participate in a Research Study

[INSERT STUDY TITLE]


You are being asked to take part in this research study because [INSERT STUDY PURPOSE - SPECIFIC DETAILS]. Research studies include only people who choose to take part.  Please read this consent form carefully and take your time making your decision. As your study [INSERT APPROPRIATE PERSON: CLINICIAN, RESEARCHER, PRINCIPAL INVESTIGATOR] 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 parents [CHANGE SENTENCE IF PARTICIPANT IS NOT A MINOR OR IF THE STUDY IS NOT BEING CONDUCTED IN A FACE-TO-FACE ENVIRONMENT] before you decide to take part in this research study. The nature of the study, risks, inconveniences, discomforts, and other important information about the study are listed below.

The study is being conducted by [FACULTY/STUDENT NAME(S)]. The principal investigator of the study is [INSERT PI NAME], a [INSERT APPROPRIATE TITLE: FACULTY MEMBER, STUDENT, GRADUATE STUDENT] in the Division of [INSERT DIVISION NAME].  

WHY IS THIS STUDY BEING DONE?

This study is being done to ___________________.  
HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?

There will be _______ people in this study.  
WHAT IS INVOLVED IN THE STUDY?

If you agree to be in this study, you will be asked to sign this consent form and [INSERT STUDY SPECIFICS – DO THEY NEED TO CONTACT YOU?, ATTEND ANYTHING?, DO ANYTHING AT HOME?, FOLLOW-UP APPOINTMENTS?].    
HOW LONG WILL I BE IN THIS STUDY?

Your participation in this study is expected to last __________. 
WHAT ARE THE RISKS OF THE STUDY?

[INSERT A SENTENCE ABOUT THE STUDY AND THEN LIST ANY SIDE EFFECTS OR POSSIBLE RISKS SUBJECTS MAY EXPERIENCE].  Every effort will be made to maintain your privacy; however, this cannot be guaranteed.
[IF THE RESEARCH INVOLVES CLINICAL RESEARCH RESULTS YOU MUST ADD A SENTENCE HERE STATING IF THE SUBJECT WILL RECEIVE HIS/HER HEALTH RESULTS OR IF THE RESULTS WILL ONLY BE KNOWN BY THE RESEARCHER(S).]
ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

[NOTE ANY PERSONAL BENEFITS THAT MAY BE EXPERIENCED].
WHAT ARE THE COSTS?

There are no costs associated with participation in this research study. [DETAIL ANY INCENTIVE TO BE RECEIVED].

[IF REMUNERATION IS INVOLVED YOU MUST INSERT: “To receive payment you must agree to complete a W-9 form which requires you to provide an address and social security number to the accounting department.  This payment to you may be considered taxable income by the IRS. You will be issued a 1099-Misc form only if payment exceeds $600 from all studies in which you are participating, in a fiscal year”.]  

ANY ADDITIONAL INFORMATION?
[IF COMMERCIALIZATION IS POSSIBLE YOU MUST DISCLOSE THIS TO THE SUBJECT AND ALSO SPECIFICALLY STATE IF HE/SHE MAY RECEIVE ANY COMPENSATION IN THE PROCESS (COULD GO UNDER BENEFITS ABOVE AS WELL)]

[IF THE RESEARCH INVOLVES WHOLE GENOME SEQUECING IT MUST BE DISCLOSED]

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 Walsh University. For records disclosed outside of Walsh University, you will be assigned a unique code number. The key to the code will be kept in a locked file in [STATE LOCATION].
Your records may be reviewed in order to meet federal or state regulations.  Reviewers may include representatives of Walsh University’s Institution Review Board (IRB) for the Protection of Human Subjects. If this information is disclosed to outside reviewers for audit purposes, it may be further disclosed by them and may not be covered by the federal privacy regulations. The study results will be retained for at least three years after the study is completed.  At that time either the research information will be destroyed or information identifying you will be removed from such study results at Walsh University.  The researcher may continue to use the information collected for future use once your identifying information has been removed. 
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.
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.  If you withdraw from the study you will still receive the benefit(s) outlined above.  If you do decide to withdraw, you may do so by [EXPLAIN HOW THE SUBJECT CAN WITHDRAW. I.E., CONTACT THE INVESTIGATOR, STOP THE SURVEY, ETC].   

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

For questions about the study, or if you have complaints, concerns or suggestions about the research, contact [PRINCIPAL INVESTIGATOR NAME AND CONTACT INFORMATION].
For questions about your rights as a research participant, or to discuss problems, concerns or suggestions related to the research, or to obtain information or offer input about the research, contact Walsh University’s IRB office at (330) 490-7443 or irb@walsh.edu.  
STATEMENT OF CONSENT
"The purpose of this study, procedures to be followed, risks and benefits have been explained to me. I have been allowed to ask questions, and my questions have been answered to my satisfaction. I have been told that I may contact the Walsh University’s IRB Office at (330) 490-7443 or irb@walsh.edu if I have questions about my rights as a research subject, to discuss problems, concerns, or suggestions related to the research, or to obtain information or offer input about the research. I have read this consent form and agree to be in this study, with the understanding that I may withdraw at any time."

[DELETE SIGNATURE LINES AS APPROPRIATE]
______________________________________________
___________
Consent Signature of Subject (if 18 or older)


Date

______________________________________________
___________

Assent Signature of Subject (if 12 – 17 years of age)

Date

______________________________________________
___________

Signature of Parent or Guardian (if Subject is < 18)

Date
_____________________________________________

___________

Signature of Person Obtaining Consent



Date
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