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Request to Renew a Protocol
	
 Institutional Review Board

 315 Administration Bldg.
 Memphis, TN 38152-3370
 Office: 901.678.2533
 Fax: 901.678.2199
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Directions for Submission:

· Please submit this form and any attachments as a single WORD file with a table of contents, page numbers, and line numbers to irbforms@memphis.edu for pre-review by the IRB staff.  
· Students must forward to advisor first for review and have advisor forward to IRBforms@memphis.edu.
· This form and the appropriate attachments need to be submitted no less than 30 days prior to the approval expiration date listed on your approval letter.  If IRB approval is allowed to expire, the researcher must STOP research activity on the expired protocol until IRB approval is secured unless there will be harm to subjects by stopping research.  The investigator must inform IRB in writing of these circumstances. 


Protocol No. ___________________

Project Title: ______________________________________________________________
Name(s) of Investigator(s): ___________________________________________________
UID# of Primary Investigator:  U_________________________
E-mail Address: ______________________@memphis.edu (all official IRB correspondence will go to this address)

Faculty Advisor Name (if student):  _________________________________________________________

Faculty Advisor E-mail:  ____________________________@memphis.edu


DESCRIPTION OF FORM:  

1. The form asks you to check a box that describes the research you plan to conduct during the upcoming renewal period.  Based on the box checked, you will complete either Section 1, 2, or 3 of the form.  Section 4 provides instructions for requesting approval of anticipated changes in the research. Be sure to include a copy of the previously approved protocol and approval letter labeled as attached A &B respectively. (Note: Effective 10/31/11, approval will not be provided unless CITI certification to conduct research with human subjects is current for the investigator(s))


Please check one of the following:

 [  ]     I will be collecting data from human subjects during the upcoming renewal period. (Complete Section 1)
 [  ] 	The research covered by this renewal will be limited to the analysis of data I collected under this protocol. (Complete Section 2)
 [  ] 	The research covered by this renewal will be limited to the secondary analysis of data collected by someone else. (Complete Section 3)

SECTION 1:

If you will collect data from research subjects during the upcoming renewal period, please provide the following:

· The total number of subjects accrued prior to this renewal: __________
· A copy of the consent form(s) used during the last renewal period.
· A response to one of the following, as appropriate:

[  ]  The assessment of potential risks to subjects, as described in the approved protocol, has not changed.
[  ]  Findings in this research, or research carried out by others, alter the risk assessment as described in the approved protocol.  If new risks have been identified, please modify the protocol as described in Section 4.

· If an unanticipated problem involving risk to subjects occurred during the last renewal period, provide the date the problem was reported to the IRB: ___/___/___
· If either of the following events occurred during the last 12 months, please (1) check the box, and (2) provide information about the event without divulging private identifiable information about research subjects.

[  ] Complaints from subjects
[  ] Reports of suspected child abuse or neglect to TN authorities


SECTION 2:

If the research covered by this renewal will be limited to data analysis, please provide the following:

· The total number of subjects accrued prior to this renewal (if applicable): _________
· A copy of the consent form(s) used during the last renewal period (if applicable).
· If an unanticipated problem involving risk to subjects occurred during the last renewal period, provide the date the problem was reported to the IRB: ___/___/___
· If either of the following events occurred during the last 12 months, please (1) check the box, and (2) provide information about the event without divulging private identifiable information about research subjects.

[  ] Complaints from subjects
[  ] Reports of suspected child abuse or neglect to TN authorities


SECTION 3: 

If your research is limited to the secondary analysis of existing data collected by someone else, please provide the following information:  

· If an unanticipated problem involving risks to subjects occurred during the last renewal period, such as an inadvertent disclosure of private identifiable information, provide the date the problem was reported to the IRB: ___/___/___

· If any of the following events occurred during the last renewal period, please (1) check the box, and (2) provide information about the event without divulging private identifiable information.

[  ] Any deviations from the approved confidentiality procedures 
[  ] Unanticipated identification of subjects 

 
SECTION 4:  Requesting Approval of Anticipated Changes

To request approval of changes to the currently approved protocol, in addition to providing the materials described in Section 1, 2, or 3 above, attach: 

1. A memo describing the proposed changes.
2. A copy of the most recently approved protocol with changes in bold-face type with tracked changes.  Note: Do not delete any portions of the protocol.  Annotate the protocol as needed so that it will be clear to the reviewers if activities described in the protocol will no longer be conducted.



INVESTIGATOR'S SIGNATURE
Please check one and supply the appropriate information:

[   ]	I (We) hereby affirm that the research will be conducted in accordance with the currently approved protocol, including approved amendments. 

[   ]	I am (We are) submitting changes to the currently approved protocol.  

______________________________________________   Date: ___________ 
Signature of Principal Investigator (or UID#)
(Add more signature lines if needed.)

______________________________________________    Date: ___________ 
Signature of Faculty Advisor (or UID#) (if applicable)
(Add more signature lines if needed.)



__________________________________________________________________________________________________
 FOR IRB USE ONLY:

Approval date:________________________
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