OFFICE OF RESEARCH ADMINISTRATION

INSTITUTIONAL REVIEW BOARD

BROOKHAVEN NATIONAL LABORATORY


IRB PROTOCOL STATUS MEMO

IRB Protocol:       Title:  

Principal Investigator:  ​​_      ____
Reporting Period:  


In accordance with federal regulations, the Institutional Review Board must review all human subjects research protocols no less than annually.  The study listed above is due for its continuing review. 

The above protocol is approved until                                    .  In order for the IRB to approve this protocol for another year, please return the completed, signed form and any attachments to D. Mallon, Building 475D by                                   .. If the form is returned incomplete and/or required signatures are missing, the form will be returned to you and the protocol will be suspended until the completed form has been reviewed and approved by the IRB.

═══════════════════════════════════════════════════════════════════════════
1. Status of protocol:
____ Active (Choose one of the following and complete questions 2-8)





____ Currently enrolling subjects





____ Closed to enrollment, but subjects being followed or data analysis continues





____  No subjects enrolled to date (please explain)








___________________________________________________________





____ Completed/Terminated (Please complete a Termination Form)

2.  If active, please check one of the following:




_____ This protocol has not changed from that originally approved by the IRB.

_____ This protocol has changed from that originally approved by the IRB.  All changes have been approved by the IRB.

_____ Changes in the protocol and/or consent form are requested as part of this continuing review.  An Addendum Form is attached.

3. Subject data:


a.
Number of study subjects active: _______ male  ________ female 


b.
Number of controls subjects active: _______ male  ________ female 


c.
Number of study subjects completed: _______ male  ________ female 

d
Number of control subjects completed: _______ male  ________ female


e.
Number of study subjects withdrawn: ________ male                female


f.
Number of control subjects withdrawn: ________ male                female

If the number of subjects studied is low, please attach an explanation of the reason and a plan to study more subjects in the next year.  If no subjects have been studied for two years, the protocol will be inactivated unless there is a strong justification for maintaining the protocol as active.

4. Submit any new information developed through this study or reported by others that might affect the risk/benefit of the study, specifically, subject safety or validity of test methods employed in the protocol. 

5.  Attach any new publications that resulted from research under this protocol and a summary of preliminary findings, i.e., progress report to funding agency.

6.  Adverse Events:


a.  Have there been any adverse or unexpected events under this protocol? ____Yes           No.  If yes:


     i.
If the event(s) were related to the protocol, please summarize and, if appropriate, submit an addendum to change the protocol and/or consent form.______________________________

__________________________________________________________________________


     ii.
Do the adverse/unexpected event(s) change the risk/benefit ratio? If yes, please explain:



___________________________________________________________________________

7. Funding:


a. Funding Source(s): _______________________________________________________________


b. Will the funding source supply any material (drug, device, software, etc.)? ___________________


_________________________________________________________________________________


c. Collaborative funding source(s): _ ___________________________________________________

8. Are subjects in this study referrals from or studied at another institution(s)? ___Yes          No.  If yes, please list and attach a current approval and consent form(s) from each collaborating institution.

I am aware that all research outlined in this protocol must be carried out under approved Experimental Safety Review(s) (ESR) and that this protocol must contain the same information as that listed in the approved ESR(s). I am aware that it is my responsibility to ensure that all individuals working on this protocol have been listed on an appropriate ESR and that their training is up to date.

I affirm that if radioactivity is used, the amount of radioactive material to be administered gives the lowest dose that experimental results under this protocol have shown to be useful in obtaining scientifically meaningful results. 

Print or type and sign name.

                                                                                                                                                                              .

 Principal Investigator                                              Date        Responsible Physician                                 Date  

I attest that the following issues have been appropriately addressed: Scientific Merit; Appropriateness of conducting the proposed study at Brookhaven; Adequacy of funding and department resources to support this project; There is a current, approve Experimental Safety Review; Appropriateness of the expertise and experience of the PI and project personnel;  PI and project personnel have completed all required departmental/facility specific training; That the scientific processes (such as isotope preparation, machine calibration, tissue culture work, etc.) related to the protocol are adequately performed and controlled so as to support the risk factors listed by the PI; The R2A2s of the Principal Investigator and/or Responsible Physician contain the required provisions relating to the conduct of human subjects research

Print or type and sign name.

Department Chair
   
_______
                                                     Date  __________________     

Facility Department Chair
   
_______                                   
     Date  __________________ 
(If different than PI Department Chair)

CRC Manager Attestation: I attest that the following issues have been appropriately addressed with respect to this Request for IRB Review: Adequacy of CRC resources and staff to support this protocol; PI and project personnel have completed all required human subjects research training and credentials; The CRC Pharmacist has reviewed and approved the protocol (if required) 
Print or type and sign name.

CRC Manager _____________                                                        _________ Date  _________________
IRB Form 012: Approved 08/04/98; Latest revision 12/19/02

 Study Termination

1. Please indicate the reason for terminating the study: ______________________________________________ __________________________________________________________________________________________

2.  Subject enrollment during _                              _:





 (dates)


a.
Number of subjects approved: _______


b.
Number of control subjects approved: _______


c.
Number of subjects enrolled: _______ male  ________ female 

d
Number of control subjects enrolled: _______ male  ________ female


e.
Number of subjects withdrawn: ________


f.
Number of control subjects withdrawn: ________

3. Were there any adverse or unexpected events? ___Yes          No.  

If yes, were the adverse/unexpected events likely related to the research protocol? ___Yes          No.  

If yes, please summarize the events and indicate if changes were made to the protocol as a result. __________________________________________________________________________________________

__________________________________________________________________________________________

4. Did the adverse/unexpected events change the risk/benefit ratio?  If yes, please describe. ________________

____________________________________________________________________________________________________________________________________________________________________________________

5. Please provide a brief summary of the results of the research.  Have/will the results be published? _________

____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

I affirm that all individuals listed on this protocol, including collaborators from other institutions, have been notified that this protocol is terminated.

Signed                                                                                                                                                                 .

            Principal Investigator                                   Date                   Responsible Physician                       Date  

IRB Form 014; Approved 09/14/99; Revised 02/07/00; Revised 06/20/00

