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Western Reserve Health Education
INSTITUTIONAL REVIEW BOARD

PROGRESS REPORT / RENEWAL SUMMARY
Western Reserve Health Education Protocol No.: 
Protocol Title:  

Principal Investigator: 
Sponsor: 
Institution(s) where records are obtained from, or study is taking place: 
IRB Initial Approval Date:         

IRB Renewal Date:   
Subject information:

Number of subjects enrolled per PI / Subinvestigators to date:   

Number of subjects discontinued from the study to date:   
(Attach page describing summarizing reasons for withdrawal or termination)

Number of subjects completed study to date:   

Number of subjects that continue to be followed to date:   

Subject Enrollment:

Is the rate of subject enrollment as expected?

[  ] No*     [  ] Yes
(*If no, please attach a separate sheet describing any barriers to subject enrollment)

Have there been unanticipated problems?

[  ] No     [  ] Yes*
(*If yes, please attach a summary on a separate sheet describing any unanticipated problems)
Have any subjects complained about the conduct of the research or withdrawn from the research? 

[  ] No     [  ] Yes*

(*If yes, please attach a summary on a separate sheet describing the complaint)

Total adverse events (AE) at this site to date:   

     Number of AE study related:   

    Number of AE non-study related:  
Total serious adverse events (SAE) at this site to date:   

     Number of SAE study related:   

     Number of SAE non-study related:   
Is the rate and pattern of adverse events expected?

 [  ] No*     [  ] Yes

(*If no, please attach a separate sheet describing any unusual pattern or rate)

Have there been unanticipated problems?

[  ] No     [  ] Yes*

(*If yes, please attach a separate sheet describing any unanticipated problems)

All IND Safety Reports that may have been reported by the study sponsor must have been previously submitted to the IRB.  Serious adverse events that may have occurred at our site must also have also been submitted according to the Adverse Event Reporting Policy.
Is the ICF and Protocol the most-current Version?


[  ] No     [  ] Yes
Are there any Proposed Amendments or Modifications to the ICF or Protocol since Initial or Last Review?


[  ] No     [  ] Yes*
(*If yes, please attach a summary on a separate sheet describing the Amendment or Modification)
Change in benefit-risk ratio:
Has there been any change in the benefit-to-risk ratio of study participation as defined in the currently approved research protocol and consent form?

[  ] No     [  ] Yes*

(*If yes, attach a separate sheet describing this change and how it will be conveyed to both current and future research subjects.)
New information:

Has new information been identified (e.g., risks or benefits) which may affect the willingness of current or future research subjects to participate in this research project?

[  ] No     [  ] Yes*

(*If yes, provide copies of recent literature, multi-center reports and/or Data Safety Monitoring Board reports – in addition, attach a separate sheet describing the new information and how it will be conveyed to both current and future research subjects.)

Is there new published or unpublished information that would alter the IRB’s prior determination, particularly with respect to the IRB’s prior evaluation of the potential benefits and risks to the subjects and the informed consent process? 

[  ] No     [  ] Yes*

(*If yes please provide copies of the information)
Research results obtained to date:
An annual summary, the current protocol, and informed consent must be submitted with this report.
This study is progressing as expected and in the judgment of the principal investigator is recommended for renewal.

Principal Investigator _______________________________________     Date ____________

     





Signature
IRB Chairman or Designee _______________________________________    Date ___________






           Signature
This study will not be considered for renewal until this form is completed, signed, and returned to the IRB for review.


    
