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Consent Form for Participation in a Research Study

Pellissippi State Technical Community College

(For Adult Participants 18 Years of Age and Older)

Sample for Investigator:

· Insert content for your study.
· Delete instructions and additional elements on last page upon completion of the consent document to assure appropriate page numbering.

· Prepare and attach the Recorded Media Addendum to Informed Consent if appropriate.
(Insert title of study,

matching the title of the research protocol submitted to the IRB)

Description of the research and your participation

You are invited to participate in a research study conducted by (insert the investigator’s name here, along with the student’s name if the research is being performed by a student under the direction of the investigator). The purpose of this research is (explain the purpose of the study in easily understood language).

Your participation will involve (describe the procedures to be followed in easily understood language).

The amount of time required for your participation will be (provide an estimate of the expected duration of the participant’s participation in the study).

Risks and discomforts

There are no known risks associated with this research. OR There are certain risks or discomforts associated with this research. They include (describe any reasonably foreseeable risks or discomforts to the participant. You may also describe the measures you will take to minimize these risks and discomforts.)

Potential benefits

(Describe any benefits to the participant and to others that may reasonably be expected from the research.) OR There are no known benefits to you that would result from your participation in this research. If appropriate, add: This research may help us to understand (limit to a brief statement).

Protection of confidentiality

(Describe the extent to which confidentiality of records identifying the participant will be maintained. State: Your information will be confidential and reported in aggregated format. If appropriate, follow this description with: Your identity will not be revealed in any publication that might result from this study.)

Voluntary participation

Your participation in this research study is voluntary. You may choose not to participate and you may withdraw your consent to participate at any time. You will not be penalized in any way should you decide not to participate or to withdraw from this study.

Contact information

If you have any questions or concerns about this study or if any problems arise, please contact (insert the investigator’s name here) at Pellissippi State Technical Community College at (insert investigator’s telephone number with area code and investigator’s email address). If you have any questions or concerns about your rights as a research participant, please contact Dr. Sharon Yarbrough, Director of Institutional Effectiveness, Research and Planning, and Chair of the Pellissippi State Institutional Review Board, by phone at 865.694.6526 or by email at slyarbrough@pstcc.edu.

***********************************************************************

Consent

I have read this consent form and have been given the opportunity to ask questions. I am 18 years of age or older and I agree to participate.

Participant’s Name (please print)____________________________________________

Participant’s signature: 
   Date: 


A copy of this consent form should be given to you.

************************************************************************

Investigator's signature _____________________________ 
Date _____________






Co-investigator’s signature ___________________________ 
Date _____________



(delete or add as needed for number of co-investigators)

(When appropriate, the consent document should include the following additional information. Delete the material on this page upon completion of the consent document to assure appropriate page numbering.
1. Experimental procedures: Identification of any procedures which are experimental.

2. Alternative procedures or treatments: A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant.

3. Research-related injury: For research involving more than minimal risk, identification of the person to contact in the event of a research-related injury, an explanation as to whether any compensation and any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained.

4. Unforeseeable risks: A statement that the particular treatment or procedure may involve risks to the participant (or to the embryo or fetus, if the participant is or may become pregnant) which are currently unforeseeable.

5. Termination of participation by the investigator: Anticipated circumstances under which the participant’s participation may be terminated by the investigator without regard to the participant’s consent.

6. Additional costs: Any additional costs to the participant that may result from participation in this research.

7. Consequences of discontinuing research participation: The consequences of a participant’s decision to withdraw from the research and procedures for orderly termination of participation by the participant.

8. Notification of significant new findings: A statement that significant new findings developed during the course of the research that may relate to the participant’s willingness to continue participation will be provided to the participant.

9. Approximate number of participants: The approximate number of participants involved in the study.

10. Exclusion requirements: Any pre-existing conditions (e.g., pregnancy) or other factors (e.g., age) that might exclude a potential participant from participation in the study.
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[image: image2.png]PELLISSIPPI STATE

PELLISSIPPI STATE TECHNICAL COMMUNITY COLLEGE




Parental Permission Form for Participation of a Child in a Research Study

Pellissippi State Technical Community College

Sample for Investigator:

· Insert content for your study.
· Delete instructions and additional elements on last page upon completion of the consent document to assure appropriate page numbering.

· Prepare and attach the Recorded Media Addendum to Informed Consent if appropriate.
(Insert title of study, matching the title of the research protocol submitted to the IRB)

Description of the research and your child’s participation

Your child has been invited to participate in a research study conducted by (insert the investigator’s name here, along with the student’s name if the research is being performed by a student under the direction of the investigator). The purpose of this research is (explain the purpose of the study in easily understood language).

Your child’s participation will involve (describe the procedures to be followed in easily understood language).

The amount of time required for your child’s participation will be (provide an estimate of the expected duration of the child’s participation in the study).

Risks and discomforts

There are no known risks associated with this research. OR There are certain risks or discomforts associated with this research. They include (describe any reasonably foreseeable risks or discomforts to the child. You may also describe the measures you will take to minimize these risks and discomforts.)

Potential benefits

(Describe any benefits to the child and to others that may reasonably be expected from the research.) OR There are no known benefits to your child that would result from the child’s participation in this research. If appropriate, add: This research may help us to understand (limit to a brief statement).

Protection of confidentiality

(Describe the extent to which confidentiality of records identifying the child will be maintained. If appropriate, follow this description with: Your child’s identity will not be revealed in any publication that might result from this study.)

Voluntary participation

Participation in this research study is voluntary. You may refuse to allow your child to participate or withdraw your child from the study at any time.   Your child will not be penalized in any way should you decide not to allow your child to participate or withdraw your child from this study.

Contact information

If you have any questions or concerns about this study or if any problems arise, please contact (insert the investigator’s name here) at Pellissippi State Technical Community College at (insert investigator’s telephone number with area code and investigator’s email address). If you have any questions or concerns about your rights as a research participant, please contact Dr. Sharon Yarbrough, Director of Institutional Effectiveness, Research and Planning, and Chair of the Pellissippi State Institutional Review Board, by phone at 865.694.6526 or by email at slyarbrough@pstcc.edu.

************************************************************************

Consent

I have read this parental permission form and have been given the opportunity to ask questions. I give my permission for my child to participate in this study.

Parent’s Name (please print): 
   Date: 


Parent’s signature: 
   Date: 


Child’s Name: _________________________________________

A copy of this parental permission form should be given to you.

************************************************************************

Investigator's signature _____________________________ Date __________






Co-investigator’s signature ___________________________ Date __________



(delete or add as needed for number of investigators)

(When appropriate, the parental permission form should include the following additional information. Delete the material on this page upon completion of the permission form to assure appropriate page numbering.
1. Experimental procedures: Identification of any procedures which are experimental.

2. Alternative procedures or treatments: A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant.

3. Research-related injury: For research involving more than minimal risk, identification of the person to contact in the event of a research-related injury, an explanation as to whether any compensation and any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained.

4. Unforeseeable risks: A statement that the particular treatment or procedure may involve risks to the participant (or to the embryo or fetus, if the participant is or may become pregnant) which are currently unforeseeable.

5. Termination of participation by the investigator: Anticipated circumstances under which the participant’s participation may be terminated by the investigator without regard to the participant’s consent.

6. Additional costs: Any additional costs to the participant that may result from participation in this research.

7. Consequences of discontinuing research participation: The consequences of a participant’s decision to withdraw from the research and procedures for orderly termination of participation by the participant.

8. Notification of significant new findings: A statement that significant new findings developed during the course of the research that may relate to the participant’s willingness to continue participation will be provided to the participant.

9. Approximate number of participants: The approximate number of participants involved in the study.

10. Exclusion requirements: Any pre-existing conditions (e.g., pregnancy) or other factors (e.g., age) that might exclude a potential participant from participation in the study.

STUDENT ASSENT TO PARTICIPATE IN A RESEARCH STUDY

Form for investigator to complete.

· Replace bullets with content for your study

· Add a section on how you will use recorded media, if appropriate to your study.

· Delete instructions
Title of the Research

You are being invited to participate in a research study.  Below you will find answers to some of the questions that you may have.

What is it for?

· Include a brief explanation why the study is being conducted

Why me?

· Include a brief explanation why the participant is being selected to participate in the research.

· If appropriate, include a sentence that participation will not have a negative impact on participants

What Will I Have to Do?

· Include a brief explanation of the procedure and the duration of participation
· If appropriate, include a sentence if the procedure will be painful and the level of discomfort anticipated
Did My Parents Say It Was Okay?

· Include a sentence that indicates that the child's parent has already signed a consent form for their participation
· If appropriate, include a sentence that indicates if the child's parent will be present during their participation in the research.
Who Will Be Helped By This Research?

· Include a brief description of the anticipated benefits of the research, both to the participant (if appropriate) or to other children or to society in general

· If appropriate, include a sentence(s) that indicates if the child can expect any direct benefit at the end of participation.

What If I Want to Stop?  Will I Get In Trouble?

· Include a brief discussion that participation is voluntary and that the child may stop at any time

· Include a brief discussion that the research would not be used to positively or negatively impact grades, participation in programs, etc.

Are There Any Other Choices?

· Include a discussion if there is an alternative method for treatment or participation (other than the procedure described)
By signing below, I am saying that I have read this form and have asked any questions that I may have.  All of my questions have been answered so that I understand what I am being asked to do.  By signing, I am saying that I am willing and would like to participate in this study.  I also have received a copy of this form to keep.

________________________________

___________________

Signature of Child/Student



Date
Please print your full name here:________________________________

*************************************************************
Investigator's name _____________________________ 
Investigator's signature __________________________ Date __________
Investigator’s telephone number (with area code) _________________

Investigator’s email address __________________________________
(Add name, signature, and contact information for co-investigator, if any.)
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