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Institutional Review Board

Continuing Review Form

CDPHE IRB Protocol Number: 

Today’s Date: 
Title of Project: 
Time Period Covered by Project: 

Principal Investigator (PI) listed on most current Assurance Form 310:

Current PI if changed: 
Project Manager: 



Telephone Number: 
Specify: Grant, Contract, Fellowship, Cooperative Agreement or Other (explain):
Funding Source:
Grant Number:
Date of Last IRB Approval (see most current Assurance Form 310):                                                                                                   

A.  Is the project still active?

 YES   NO  If no, please attach a copy of the final report.

B.  If Active and Originally Approved as Exempt:


Have there been any changes such that the research activities 
would now involve more than minimal risk to human subjects and that are inconsistent with the basis of the exemption identified on the most current Assurance Form 310?

 YES   NO   If yes, the revised study MUST be submitted to the IRB for review and approval prior to implementation.

C.  If Active and Originally Reviewed/Approved by the CDPHE IRB:

1.
Have you followed the last protocol approved by the IRB?    YES   NO


   
If no, please describe the differences in the protocol followed and that approved.

2. Are you planning any substantial modifications to the last protocol approved by the IRB?



   YES   NO           If yes, please describe the changes that you plan to make (please see IRB Summary Form for guidance on details to be addressed).


3.
Do you plan to make any substantive changes in the consent form?   YES   NO   


If yes, please provide a copy of the consent form identifying the proposed changes.


4.
Have there been any minor changes in the conduct of the study this past year?    YES   NO   


If yes, have they been reviewed by the IRB?   YES   NO   If no, please describe on separate a sheet.

5. Has there been any new information, adverse reactions or research findings that would affect the willingness of subjects to continue participating in this project?   YES   NO



 If yes, please describe the new information, adverse reactions or research findings.


If yes, has every subject been informed?   YES   NO 

6. List the number of subjects enrolled by gender and race ethnicity.

________

How many of the above are special populations:
Pregnant women
________








Children

________








Prisoners

________


7.
How many enrolled subjects have withdrawn from the research project?
________


What were the main reasons for withdrawal? 
________________________________________


____________________________________________________________________________


______________________________________________________________________________


8.
How many enrolled subjects has the Principal Investigator withdrawn from the research project?________


What were the main reasons for withdrawal? 
________________________________________





___________________________________________________________________________________


___________________________________________________________________________________


9.
What is the anticipated date of closure for this project?      _______________________________________


10.
Please attach a copy of the most current version of the Informed Consent.


11.
Please submit a copy of any participating institution’s most recent local IRB approval.


_________
Not applicable


_________
Attached


_________
Pending



_____________________________              



________


Signature of current Principal Investigator 




Date

Return this form and supplemental information to:  Carol Stanton (303-692-2621), IRB Chair, CDPHE.
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