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Answer the following 5 questions. Note there are 2 sections to each question both areas must be filled in. After completing the questions please save and send this form to the following e-mail ResearchCompliance@tamuk.edu. 
 
If you have any questions please contact us at the above e-mail or by phone at (361) 593-2677
At the time of Renewal ALL PIs MUST submit the following documents for review:
1.         Protocol Renewal Form Completed and Signed
2.         Current Consent document(s)
3.         Other supporting documents, as necessary (survey, interview script, phone script, e-mail template, etc.)
1.          Have you contacted any human subjects? If YES, How Many (use boxes below to answer)
2.          How many agreed to participate? (use boxes below to answer)
3.          How much data have you collected? (use boxes below to answer)
4.          Were there any unanticipated event(s)? If YES, How Many, and briefly describe (use boxes below to answer) (if there were any unanticipated events you may be asked to fill out an unanticipated events form)
5.          Do you plan on making any significant changes to the protocol such as a change in the population or scope of work? If YES, briefly describe the proposed changes. Note all changes to an already approved IRB Protocol require the submission of an IRB Amendment Form.  (use boxes below to answer)
6. 	Participant Enrollment Details:
Add/Delete Rows	
Year #
Maximum # Approved
# enrolled since last review
Total enrolled
Screened Out
Completed Study
Balance Left
Investigator Assurance 
 
ALL PIs & PERSONNEL MUST READ THIS STATEMENT PRIOR TO SIGNING THE INVESTIGATOR ASSURANCE. PERSONNEL THAT DO NOT NEED TO SIGN MUST STILL READ THE BELOW STATEMENT PRIOR TO CONDUCTING WORK ON THE PROTOCOL.
 
·         YOU MAY CHOOSE TO APPLY YOUR DIGITAL SIGNATURE OR PRINT THIS PAGE ONLY, SIGN THEN SCAN AND EMAIL WITH THE DIGITAL VERSION OF THE RENEWAL FORM.
·         The application and all supplementary documents must be e-mailed from the Investigator's or Supervising Investigator's TAMU-K e-mail to researchcompliance@TAMUK.edu
·         If the IRB has determined that your protocol is classified as EXPEDITED or FULL BOARD, once approved this protocol will be active for one calendar year, and will need to be renewed prior to the expiration of the protocol. Once a protocol expires it is considered expired and the IRB will need to determine if it can be re-opened or a New IRB will need to be resubmitted.
·         It is the responsibility of the PI to submit the renewal forms for the respective protocols. Failure to do so will result in the IRB EXPEDITED or FULL BOARD protocol being closed.
·         If your protocol will continue for more than three (3) years, the office of Research Compliance and the IRB may require you to resubmit a New IRB Application for review and approval.  Resubmitting will capture the New Application under any New Updates to Federal, State, and Texas A&M University System Polices and Regulations that have been instituted and or amended to remain in compliance. 
·         Any additions to or changes in materials used and or procedures involving human subjects as well as any problems connected with the use of human subjects once the project has begun must be brought to the attention of the IRB. 
·         I agree to provide whatever surveillance is necessary to ensure that the rights and welfare of the human subjects are properly protected. 
·         I understand that I cannot initiate any contact with human subjects before I have received approval and or complied with all contingencies made in connection with that approval.
·         I understand that it is my responsibility to adhere to all Federal, State and other regulatory licensure, permits, and registration of sorts to be in compliance with other entities. Should any such item become expired I agree to notify Research Compliance within 72 hours of expiration to take the proper action in reconciling the matter of expiration.
·         I agree to report any unanticipated event(s) to the Office of Research Compliance within 24 hours or sooner to fulfill the Texas A&M University System requirements for reporting incidents in a timely manner consistent with all regulations set forth. To notify Research Compliance email us at. ResearchCompliance@tamuk.edu and call us at (361) 593-2677 (if no one answers the phone please leave a message, we will contact you as soon as possible).
·         I agree to Notify the Office of Research Compliance within 24 hours or sooner of being inspected by any agency or entity outside of Texas A&M University - Kingsville. To notify Research Compliance email us at ResearchCompliance@tamuk.edu and call us at (361) 593-2677 (if no one answers the phone please leave a message, we will contact you as soon as possible). 
1. *By signing this form, the PI assures compliance with all rules and policies of the IRB* 
     (Certified digital signatures and/or hardcopy/scanned signatures are accepted / Non-Certified 
      digitally typed signatures are NOT accepted)
 
(Note that if you are going to Hand Sign this Form ONLY PRINT THIS PAGE, SIGN AND SCAN, attach to         e-mail and send in the form as well, research compliance will compile the documents.)
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