ETSU/VA and ETSU Institutional Review Board

Assurance Statement
PI:      
Project Title: 
The Thesis/Dissertation Chair and/or Non-Thesis Faculty Advisor must be a faculty member of East Tennessee State University. The faculty member is considered a responsible party for the legal and ethical performance of the project.
By my signature, I certify that the student is knowledgeable about the regulations and policies governing research with human participants and that this proposal has been reviewed for scientific merit and that adequate resources are available to protect participant rights and welfare. In addition, I agree that the following are my responsibilities:
1. I agree to meet with the student investigator on a regular basis to monitor study progress;

2. Should problems arise during the course of the study, I agree to be available, personally, to supervise the student investigator in solving them;
3. I have advised the investigator that he/she and all study personnel must complete the ETSU human subjects training program;

4. I have advised the student investigator that the project must be performed only by approved personnel according to the approved IRB application;

5. I have advised the student investigator not to implement any changes to the approved IRB application before receiving IRB approval for the change(s);
6. I have advised the student investigator to only obtain legally effective informed consent form human participants or their legally responsible representative, (if IRB approved). Furthermore, I have advised the student investigator to only use the currently approved date stamped informed consent documents for human participants; and a copy of the informed consent is provided to the participant unless a Waiver or Alteration of Requirement to Obtain Informed Consent has been granted;

7. I have advised the study investigator to promptly report any unanticipated problems involving risks to participants or others, to the IRB in accordance with ETSU IRB Policies and Procedures;

8. I have advised the student investigator that he/she must assume the responsibility for the accurate documentation, investigation, and follow-up of all possible study-related unanticipated problems involving risk to participants or others;
9. I will advise the student investigator to promptly provide the IRB with any information requested relative to the project including a continuing review application;

10. I have advised the student that regulations require that a change in study status, including study completion, be communicated to the IRB (Form 107). Additional guidance must be obtained from the IRB, if a completed Form 107 closing the study is not submitted prior to graduation.

11. I will ensure that the student investigator obtains continuing review approval prior to the expiration of the study unless the study has been determined to be exempt. Further, I understand that if the student investigator fails to apply for continuing review, approval for the study will automatically expire and I must ensure that all study activity ceases until IRB approval is obtained. 

12. I have advised the student investigator that failure to comply with an IRB request of continuation review is non-compliance. This is true even after graduation. Furthermore, I have advised the student that failure to respond to IRB requests may constitute serious and/or continuing non-compliance which is reportable to the Office for Human Research Protection (OHRP) and other appropriate authorities, as applicable. 
 ________________________________________

_________________________________

            Signature of Thesis/Dissertation Chair and/or 


Date

Non-Thesis Faculty Advisor

I attest that I have read and understand my responsibilities as PI outlined in IRB Policy 3 (available on the IRB website). I agree to comply with all applicable policies regarding human subject research. I have received a signed copy of this assurance statement.

_________________________________________

_________________________________

Signature of Student Principal Investigator


Date
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