OFFICE OF RESEARCH ADMINISTRATION                                            IRB #

BROOKHAVEN NATIONAL LABORATORY 
 



 
REQUEST FOR IRB REVIEW

General Information

Title of Project:                                                                                                                                           ______

Principal Investigator:                                                         Degree(s):  _________________________________                  

Address:  (Dept. and Bldg. No. if at BNL): ________________________________________________________________

Phone: _             _______               Fax:  ___________________  E-Mail: _____________________________

Responsible Physician:   ____________________________________________________________________                                                                                                                           

Participating Physicians:   ___                                                                                                                          ___                                         

Collaborating Institution(s): _________________________________________________________________

Other Investigators:  _______________________________________________________________________                                                          
Funding Source: (attach application)____        _______                       BNL Account Number: _____________                                 
Proposed Start Date:                                            Proposed Project Period:  ________________________                                           
Type of Review Requested

        Initial application

          Addendum



Checklist

· Protocol 

(   Consent Form(s) 

(   Advertisements or flyers (if applicable)

(   Collaborating institution IRB approval and consent form(s) (if applicable)

COMPLETE AND ATTACH APPENDICES ONLY IF APPLICABLE

( Radioactive tracer/External radiation


( N/A



( Investigational New Drug


( Radioactive Drug Research Committee


Complete Appendix I
( Drug administered





( N/A


( Investigational New Drug


( FDA Approved Drug


Complete Appendix II
( Genetic samples obtained




( N/A


Complete Appendix III
Principal Investigator’s Attestation:

I am familiar with the BNL requirement to abide by (a) the ethical principles set forth in “The Belmont Report”, (b) the conduct of research guidelines stated in “E6: Good Clinical Practice: Consolidated Guideline”, (c) HHS's policies on institutional review of experiments involving human subjects and (d) FDA policies on investigational drugs and research involving their use.  This clinical investigation will be carried out in conformance with these policies.  In particular, informed consent statements will be obtained before beginning a study, and the study will be carried out in compliance with the protocol approved by the Institutional Review Board (IRB).  I understand that any changes to this protocol must be approved by the IRB prior to being implemented.

I have read and will comply with BNL’s IRB and Clinical Research Center (CRC) Investigator Manuals.  I understand this protocol will be reviewed no less than annually, and I will be required to submit requested information each year for this protocol.

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 appropriate and up to date.

If this study involves a radioactive substance under the jurisdiction of the Radioactive Drug Research Committee (RDRC), I accept the responsibility for radiation safety throughout this study and agree to contact the Radiation Safety Office and the RDRC Chairman within 24 hours of any excessive radiation exposure, contamination, or adverse reactions.  I agree to provide the RDRC with a fully completed form FD 2915 (Report on Research Use of Radioactive Drug: Study Summary) when any of the following conditions are applicable: 1) studies on 30 subjects have been completed; 2) prior to January 15 following each year during which the study is active; and 3) at the completion of the study.  I understand it is my responsibility to design this study so that the amount of radioactive material administered to the subject gives the lowest radiation dose that experimental results under this protocol have shown to give scientifically meaningful results. 

Principal Investigator  __________________________ Date  _______________________                                                            

Responsible Physician’s Attestation:

I attest that all issues of subject care have been appropriately addressed in this Request for IRB Review: 


 

Responsible Physician  __________________________ Date  _______________________                                                            

Department Chair’s Attestation: (Not required for expedited review)

I attest that the following issues have been appropriately addressed in this Request for IRB Review:


1. Scientific merit

2. Appropriateness of conducting the proposed study at Brookhaven;

3. Adequacy of funding and department resources to support this project;

4. Current approved Experimental Safety Review;

5. Appropriateness of the expertise and experience of the PI and project personnel;

6. Completion by PI and project personnel of all required departmental/facility specific training; 

7. Scientific processes (such as isotope preparation, machine calibration and tissue culture work) related to the protocol are adequately performed and controlled so as to support the level of risk factors listed by the PI; and 

8. R2A2s of the Principal Investigator and/or Responsible Physician contain the required provisions related to conducting research on human subjects.

PI’s Department Chair
   
__          _____
     Date  _______________________                                              

Facility’s Department Chair
   
_______
     Date  _______________________                                              

(If different than above)

CRC Manager’s Attestation:

I attest that the following issues have been appropriately addressed in this Request for IRB Review: 

1. Adequacy of CRC resources and staff to support this protocol; 
 

2. PI and project personnel have completed all required training for research on human subjects and have full credentials; and 

3. The CRC Pharmacist has reviewed and approved the protocol (if required) 

CRC Manager ______________________ Date  _______________________

IRB Form 022: Approved 07/16/02; Revised 07/27/04
GACPRIVATE 

PROTOCOL COVER LETTER

Protocol Number and Title:

Principal Investigator:

1.  CORIHS Approved?

Yes □    No □

     Other IRB approvals:

Yes □    No □

2.  Are the drugs/devices used in this protocol FDA approved?         Yes □ No □

     If not does the Investigator have an IND/IDE?

Yes □    No □

3.  Does this protocol include proper gender, minority and children inclusion?    Yes □    No □

     If not, do they provide justification?    Yes □    No □

4.  If this protocol is funded by industry, is the budget included?   Yes □   No □

5.  Reviewed and approved by biostatistician
Yes □   No □

6. Radiation exposure for protocol _______________________

    Has this protocol been signed off by radiation safety?  Yes □   No □   N/A □

7. GCRC utilization:  # of subjects_____ x  # visits/subject ____ = _____ visits

Stony Brook Site 


      Ancillaries:

      Core Laboratory Assays:


Biostatistics/Informatics Core Requirements:


Financial Implications:

Potential for overnight stay at GCRC: 
   Unlikely/None  FORMCHECKBOX 
    Possible  FORMCHECKBOX 
  








  Likely  FORMCHECKBOX 
      Definite  FORMCHECKBOX 

Brookhaven Site 


PET:


MRI:


Labs:

Funding source(s):

Physician of Record:

(If not SBU physician) credentialing institution:

Can this protocol be categorized as Rare Disease Research? Yes □   No □

Rare disease refers to “any disease or condition that either affects less than 200,000 persons in the US or more than 200,000 persons in the US, for which there is no reasonable expectation that the cost of developing/making available in the US a drug for such a disease or condition will be recovered from sales in the US of such drug or agent”. April 2004 Guidelines

