Cabinet for Health and Family Services
Institutional Review Board

Continuation Review Form
Approval Ends:      
CHFS IRB Number:      
TO:
     



     




     

     

     

     
FROM:
Bob Blackburn, Administrator

Cabinet for Health and Family Services Institutional Review Board (CHFS IRB)
SUBJECT:
Continuation Review Request
DATE:
     
In accordance with federal regulations, the CHFS IRB conducts periodic continuing review of all currently approved projects.  This review involves your protocol titled:      
If this form is not returned in a timely manner, CHFS IRB approval will expire, effective at the end of your current approval period.  Materials should be submitted to:

Bob Blackburn

CHFS IRB Administrator

Office of the Ombudsman  

275 East Main Street 1E-B

Frankfort, Kentucky 40621
Phone:  (502) 564-5497 x4102

Fax:      (502) 564-9523

E-mail:  bob.blackburn@ky.gov

If you have any questions, please contact Bob Blackburn via phone, fax, mail, or e-mail.

==============================================
REVIEW THE ITEMS BELOW.

PLEASE MAKE APPROPRIATE CORRECTIONS ON THIS FORM.
Name of Principal Investigator (PI):      



Degree:      
Telephone #:      





PI's Dept:      
DOCUMENTS REQUIRED
1. One copy of this completed form.
2. One copy of any attachments or cover memorandum, if applicable.
3.
One copy of consent document, if current consent document is different from consent document previously approved by the CHFS IRB.

4. 
Are changes requested in consent/assent document submitted?    YES  FORMCHECKBOX 
 
NO  FORMCHECKBOX 
  
If you are making changes to the consent document(s), underline the changes on the copy submitted and provide an explanation of how the changes differ from the currently approved consent form.
5.  
One copy of the complete protocol, if current protocol is different from protocol previously approved by the CHFS IRB.
6.
Have changes been made to protocol/research description?       YES  FORMCHECKBOX 
  
NO  FORMCHECKBOX 
  
If you are making changes to the protocol/research description, underline the changes on the copy submitted and provide an explanation of how the changes differ from the currently approved protocol.
7.  
A protocol summary and a status report on the progress of the research.  Submit a copy approximately one page in length of a protocol summary and a status report on the progress of the research.
If your research involves extramural funding, you may use the most recent Progress Report Summary or project summary submitted to your funding agency to meet this requirement.
8. 
If you are closing the study, summarize the results of your study and state that this is a final abstract.   
______________________________________________________________________________
COMPLETE THE FOLLOWING ITEMS 
9. Check all that apply:
a) 
The study remains open.




 FORMCHECKBOX 

b)
The study is permanently closed to enrollment of new subjects.
 FORMCHECKBOX 

c)
All subjects have completed all research-related interventions.
 FORMCHECKBOX 

d)
The study remains active for long-term follow-up of subjects.
 FORMCHECKBOX 

e)
The only remaining activity for this study is data analysis.
 FORMCHECKBOX 

f) 
The only remaining activities are financial transactions.

 FORMCHECKBOX 

10. a) 
Do you need your CHFS IRB approval to continue past the end of your current approval 
period of      
?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 
  
b)  The estimated project end date you provided to the CHFS IRB is      .  If you have a new estimated project end date, provide it here:       

If no change, check here:  FORMCHECKBOX 

11. a) 
Total # of subjects enrolled since activation of the study (update # to include subjects not previously reported):      
b) 
Our records show the CHFS IRB approved estimate for # of subjects by completion is:        Please update this estimate if necessary.  New estimate, if necessary:      
12. 
Age Level of Subject: (Youngest):       to (Oldest):      
13.
If the CHFS IRB approval required a copy of an approved informed consent/assent form to be signed by each of the subjects in the study, has this requirement been met?       YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

14. Have there been any changes in study personnel (SP) that have not been previously reported to and approved by the CHFS IRB?   YES  FORMCHECKBOX 
    NO  FORMCHECKBOX 
 
If YES, please attach a copy of a current list of all study personnel, denoting the changes, and include the following information for each person: Name, Rank/Degree and, Responsibility in Project (including whether the person is authorized to obtain informed consent).
15. If substantive changes need to be made to the original protocol, briefly describe the changes and explain why they are essential on a separate sheet of paper.
    
NOTE:  No changes in the research procedures should have occurred without previous CHFS IRB review. Approval from the CHFS IRB must be obtained before implementing any changes.
16.  Were there any unanticipated problems (UP) involving risks to subjects or others or any adverse events (AE) during the last 12 months (internal or external)?  YES  FORMCHECKBOX 
     NO  FORMCHECKBOX 
   
If yes, complete #17.
17.  Provide a written summary of all unanticipated problems or adverse events that occurred since the study was initiated and the PI assessment whether the problems/events warrant changes for the protocol, consent process, or risk/benefit ratio.  The summary should include both a qualitative and quantitative assessment of the severity of the events and the outcome of the events. (Attach summary) 
18. 
Have any subjects withdrawn from the research?     YES  FORMCHECKBOX 


NO  FORMCHECKBOX 

    
If yes, attach a detailed explanation.

19. 
Have there been any complaints about the research? YES  FORMCHECKBOX 


NO  FORMCHECKBOX 

    
If yes, attach a detailed explanation.
20. 
Have any significant new findings or recent relevant literature been developed during the course 

    
of the research which may relate to the subject's willingness to continue to participate? 

    
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 
 
If yes, on additional sheets describe the new findings and discuss their implications for subject participation.   

21.
Specify where the records containing the signed consent/assent forms are/will be located (address, bldg. & room #):      
22.  Select and use appropriate statement below:

 FORMCHECKBOX 
  
I have reviewed all the investigational data from this study, including a compilation of all internal and external adverse event/unanticipated problems and conclude that the human subject risk benefit relationship is not altered and that it is not necessary to modify the protocol or the informed consent process.

OR

 FORMCHECKBOX 
  
I have reviewed all the investigational data from this study, including a compilation of all internal and externally generated adverse event/unanticipated problems and conclude that the risk/benefit relationship has been altered.  We have previously, or are in the process of, submitting requests with this report, for modification of the research protocol and informed consent process.

Principal Investigator:
Signature: _________________________________________  
Date:  FORMTEXT 

     
