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Institutional Review Board

EXEMPT PROTOCOL PROGRESS REPORT

Stratton VAMC Research Department

Principal Investigator:      
Co-Principal Investigator (if applicable):      
Research Protocol Title:      
(include all RDIS numbers/designations)

Initial Approval Date:      

Expiration date of current approval:      


Status of Protocol: (check one)

 FORMCHECKBOX 
  Active

Research activities or recruitment on-going, pending, or delayed

 FORMCHECKBOX 
  Terminated
All research activities, recruitment, and data analysis are completed


1. Have you revised the protocol since the last time the IRB

approved the protocol?





 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No   FORMCHECKBOX 
  N/A

2. If you answered yes to (1): Have all revisions been

submitted to the IRB for review?  If NO, explain in summary report.
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No   FORMCHECKBOX 
  N/A

3. Has grant funding or the budget changed since the last progress 

report?  If YES, attach a copy of the grant or budget.


 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No   FORMCHECKBOX 
  N/A

4. Have there been any changes in the Financial Conflict of 

Interest Disclosure forms filed for any research staff member 

involved in this study?  If YES, please submit an updated form with 

this report.







 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No   FORMCHECKBOX 
  N/A



	SUMMARY REPORT

IRB: Please provide a summary (MAXIMUM 1 PAGE) to date of the results of your research, including the 

research methodology and procedures used. The summary should also include the plans for the 

continuation of the study. A progress report to another agency may be included with this report.  

Include the following information, as applicable:

a. List of all co-PI’s, co- and/or sub-investigators involved with the research

b. Any new information such as interim findings or recent study literature

c. Summary from the sponsor and a newsletter if available

A report must be submitted even if no participants were enrolled or you are requesting protocol 

termination.


IMPORTANT INFORMATION FOR THE PRINCIPAL INVESTIGATOR

· You acknowledge that you have been provided with the Stratton VA Medical Center’s Federal Wide Assurance (FWA).

· You must conduct the research in compliance with the policies and procedures of the Stratton VA Medical Center’s FWA and all local, state and federal laws and regulations.

· You must comply with the Research & Development Committee (R&D), Institutional Review Board (IRB), Institutional Animal Care and Use Committee (IACUC) and Subcommittee on Research Safety and Biosafety (SRS&B) training policies.   
· You are responsible for providing a copy of the approved and signed consent form/HIPAA authorization form to each participant unless the IRB waives this requirement.  The original copy of the consent form/HIPAA authorization form must be filed in the participant’s medical record, copies must be submitted to the Research Office within 5 days and copies must be retained in your research files. 
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· You must promptly report all changes in previously approved protocols to the appropriate subcommittee. The proposed changes must not be initiated without review and approval except where necessary to eliminate apparent immediate hazards to subjects.
· You must submit progress reports and receive continuing approval at periods specified by the appropriate subcommittee. If you do not submit these reports by the deadlines your protocol may be suspended and sponsors, funding agencies and other regulatory agencies may be notified.

· You must notify the VA IRB and Performance Management in writing within 5 days if any subject dies either while on study or within 30 days after ending participation including discontinuation of study drugs and removal of implanted devices.  You must notify the VA IRB and Performance Management regardless of whether or not the event was related to the study.

· You must notify the VA IRB and Performance Management in writing within 5 days of all serious and unexpected adverse events.  This applies regardless of whether or not the event was related to the study.                  

· You are responsible for the conduct of the study including the protocol activities of those designated and supervised by you.

All records from this study must be maintained for at least 5 years and be available for inspection by representatives of the VAMC Research Department and other applicable regulatory agencies.

· You must notify the R&D and the RSO, if applicable, before terminating employment or resigning as 

Principal/Co-Principal Investigator.

I realize that my standing in the VA will be affected if I conduct research without IRB and R&D approval. I will be

held responsible for ethical and procedural breaches of research conduct, which could affect my ability to conduct

research with the VA in the future and result in administrative action.  I agree to abide by the above requirements

and acknowledge the above investigator responsibilities.
_________________________________________

______________________

Principal Investigator




      Date

_________________________________________

______________________

Care-Line Leader



      
      Date
_________________________________________

______________________

Co-Principal Investigator



      Date

_________________________________________

______________________

Care-Line Leader (Co-PI, if applicable)

      
     
      Date

Return the completed Exempt Progress Report, and a copy of the RDIS formatted progress report on disk to Rm. 604A, Research Office (151).  If you have any questions, contact the Research Office at 626-5624 or 626-5626.
	For Use By The Research Office




· Full Committee

· Expedited Review

(  the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects;
( no subjects have been enrolled and no additional risks have been identified

( the remaining research activities are limited to data analysis
( the research originally qualified for review under expedited review and no additional risks have been identified.

(          Terminated

__________________________________     _______________

            Signature of staff reviewer    

  Date
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