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Louisiana State University Health Sciences Center - New Orleans

Institutional Review Board

FWA 00002762
Re-approval Application or Closure Notification
Principal Investigator:      
Person to Contact:      
E-mail address:      
IRB #     
Title:      
The following information is required to maintain IRB approval of this study. Complete this form, and submit with complete copies of the stamped “Approved” current consent and HIPAA Authorization form(s), if applicable to your study. We also require redacted (names blacked out) copies of the 3 most recently-enrolled subjects’ Consent, HIPAA, Assent & Privacy Practices Acknowledgement forms from this current approval period only, if applicable to your study.

Any new or revised materials must be submitted separately.
1.
Provide a brief description of the study to include rationale, design, and questions being addressed.

     
2.
Is the study still in progress?  Mark all that apply:

      Not yet begun;         awaiting funds

      Yes.  The study is  


      (a) actively accruing; 


      (b) closed to accrual; 
      (c) in treatment follow-up;         (d) in survival follow-up;
      (e) data analysis only
      No.   The study is completed and should be closed. Complete this form to provide closure

information, including any closure correspondence from the sponsor. 
Please note: accrual numbers for #3 below must also include any subjects withdrawn from the study.
3.
Number enrolled during this past approval period:      
Total number of subjects enrolled since the beginning of the study:      
4.
Number deceased during this past approval period:       
Total number of subjects deceased since the beginning of the study:      
5.
Number withdrawn voluntarily during this past approval period:       
Total number of subjects withdrawn voluntarily since the beginning of the study:      
6.
Number withdrawn by the Principal Investigator during this past approval period:      
Total number of subjects withdrawn by the Principal Investigator since the beginning of the study:
     
7.
Number of subjects approved by the IRB for this study, if applicable:      
8.
Age range of subjects:         Is assent of minors required?         If so, include a copy with your application.
9.
Have any amendments to the study been submitted during this past approval period (protocol revisions, advertisements, consent form revisions, etc.)? If so, please list them.
     
10.
Serious Adverse Events (SAEs) or Unanticipated Problems submitted during this past approval period:

Provide a list of these incidents reported to the IRB, along with the date reviewed by the IRB.

     
11.
Results of the study thus far. Is there any updated literature that might impact continuation of the study or the risk/benefit determination? Justify continuation of your study.
     
12.
Have any changes in the risk/benefit ratio occurred, based on study results, amendments, or SAEs? If so, explain.

     
13.
If any team members’ CoI Attestation has changed in any way during the past approval period, they must report the changes through the CM 35 process. Provide the name(s) of the person(s) to whom this applies.
     
14.
IRB re-approval is contingent upon Institutional Biosafety Committee (IBC) submission, unless the study initially received exemption from IBC coverage. Indicate the submission date of your IBC application or annual review:      
(IBC forms are available on the Office of Research Services website. The web address is http://www.lsuhsc.edu/no/administration/rs/IBC_Biosafety/default.htm.)
____________________________________

_________________

Principal Investigator





Date

For IRB Use Only


Re-approval Period:  From: _________________ To: _________________
This protocol was reviewed under 45CFR46,  Subpart(s)    ____ B;    ____ C;    ____ D.  

There have been no changes to the protocol which would impact approval under these Subparts:

 ____ Yes   ____ No.

Other vulnerable populations included in the study: _________________________________________. 

________________________________
Kenneth E. Kratz, Ph.D.
Chair, LSUHSC IRB






Full Board Review Date: _________________

________________________________
Barry J. Potter, Ph.D.



Expedited Review Date:  _________________
Vice-Chair, LSUHSC IRB
Revised 4/13/2012
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