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An IRB Continuing Review form is required to support the continuation of a project beyond the current exportation date.  In conformance with federal guidelines concerning the protection of human subjects, 45 CFR 46.109(e), the DCF IRB must “ conduct continuing review of research at intervals appropriate to the degree and risk, but not less often than once a year.”  In conducting continuing review of research, the DCF IRB will, at a minimum, receive and review a protocol summary, status report on the progress of the research, currently approved or newly proposed consent and assent documents.  A copy of the complete protocol, including any modifications previously approved by the DCF IRB must also be submitted with this form.


SECTION I:  GENERAL INFORMATION
1. Date:       


2. Principal Investigator Information

First Name:       
    Last Name:       

Academic Degree(s):      
Phone:       
Fax:      
Email:       
Mailing Address
Organization/Agency:       
Street:       
City:       

State:       
Zip:       
3. Project Title:       
IRB Application No.:      
4. Current Approval Period:      
5. Have the IRBs from your university, agency, facility or other applicable entity, reviewed and approved this research?      FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No

 If yes, please provide documentation of the most recent IRB approval for that other body.  If no, please explain why the approval has not been obtained from these other sites:       
NOTE:  The DCF IRB will not formally review nor make a final disposition on any application that has not been reviewed and approved by other applicable Institutional Review Boards (e.g., sponsoring university, etc.)

SECTION II:  PROJECT SUMMARY
1. Is this study still ongoing?     FORMCHECKBOX 
 yes- actively enrolling             FORMCHECKBOX 
 yes- closed for subjects entry but open for follow-up    

2. 

	Approximate total number of subjects who will be enrolled?
	     

	Total Number of subjects actually enrolled to date
	     

	Number of subjects presently active in the study, or still requiring follow-up
	     

	Total number of subjects who completed the study
	     

	Total number of subjects withdrawn voluntarily
	     

	Total number of subjects withdrawn by the investigator
	     


3. Please set forth the demographic information for the total number of subjects enrolled by age range.  

	Age:   0 - 3
	     

	Age:   4-7
	     

	Age:   8-12
	     

	Age:   13 - 17
	     

	Age:  18 +
	     

	Age: Unknown
	     

	     TOTAL
	     


4a. Please set forth the demographic information for the total number of subjects enrolled by race.  

	
	American Indian or Alaska Native
	Asian
	Black or African American
	Native Hawaiian or Other Pacific Islander
	White
	More Than One Race Reported
	Race Not Available
	TOTAL

	Female
	     
	     
	     
	     
	     
	     
	     
	     

	Male
	     
	     
	     
	     
	     
	     
	     
	     

	Unknown
	     
	     
	     
	     
	     
	     
	     
	     

	TOTAL
	     
	     
	     
	     
	     
	     
	     
	     


4b.  Please set forth the number of subjects from the total above who identify themselves as Hispanic/Latino?      
5. Please include a separate sheet that summarizes any results, preliminary or final, that have been obtained in the study.   

SECTION III:  WITHDRAWALS and ADVERSE REACTIONS
1. Describe the reason(s) for any and all subject withdrawals.      
2.  Have any unanticipated problems involving risk to subjects or others occurred?

If yes, please detail









yes  FORMCHECKBOX 


no  FORMCHECKBOX 

     
3. Have any adverse events occurred?  If yes, please detail 




yes  FORMCHECKBOX 


no  FORMCHECKBOX 

     
4. Have any complaints about the research been received?  If yes, please detail


 yes  FORMCHECKBOX 


no  FORMCHECKBOX 

     
5.Has subject enrollment or any research activity been stopped, for any reason, since the last review?
If yes, please detail









yes  FORMCHECKBOX 


no  FORMCHECKBOX 

     
SECTION IV:  PROTOCOL/CONSENT and ASSENT MODIFICATIONS:

1. Are there any changes to the protocol requested?

If yes, please complete and submit the IRB Protocol Revision and Amendment Form and its required documentation.  If no, please submit a copy of your last approved application







yes  FORMCHECKBOX 


no FORMCHECKBOX 

2. Have all protocol/study design modifications been submitted to and approved by the DCF IRB?

 FORMCHECKBOX 
Yes, all modifications have been submitted and approved     FORMCHECKBOX 
No, all modifications have been or will be submitted for review and approval        

 FORMCHECKBOX 
N/A- there no or have not been any modifications 

3a. Has the consent and/ or assent form been modified since being approved by the DCF IRB?  
 yes  FORMCHECKBOX 


no FORMCHECKBOX 
  

3b.  If the consent and/or assent form has been modified, have those modifications been reviewed and approved by the DCF IRB?












yes  FORMCHECKBOX 


no FORMCHECKBOX 
  

3c. Please attach the most recently approved informed consent and assent document(s) for this project  

4a.  Has anything occurred since the last DCF IRB review that may have altered the risk/benefit relationship? If yes, please detail












yes  FORMCHECKBOX 


no  FORMCHECKBOX 

     
4b.   Please specify any literature, reports or studies done elsewhere since your last DCF IRB approval that might have implication on your research, particular as it pertains to the risk/benefit ratio, subjects’ willingness to continue participating in the research and alternatives to participation.  Please provide a summary evaluating how this information is relevant to subject’s participation. Even if no literature, reports or studies have been identified, please include below the search engine(s), search criteria and results from any searches conducted to address this question.

     
5. Has this project resulted in a presentation(s) and/or publication(s).   If yes, please list the presentations and publications.












yes  FORMCHECKBOX 


no FORMCHECKBOX 

     
6. Please feel free to provide, or attach, additional comments, documentation or explanation of any information on the form, you think is necessary to facilitate the DCF IRB’s review of your continuation request.

     
If additional “item 6” information is attached, check here  FORMCHECKBOX 

SECTION V:  CONFLICT OF INTEREST

1. Do you or any of your investigators and immediate family have any financial interest, or other conflict of interest, related to the research?  

If yes please detail.







 

yes  FORMCHECKBOX 


no  FORMCHECKBOX 

     
2. Please indicate whether there has been any change of status in conflict of interest as submitted with the initial review of this research project. If yes, please explain.





                        
yes  FORMCHECKBOX 


no  FORMCHECKBOX 

     
SECTION VI:  ASSURANCES

Assurances:  The original, inked signature of the Principal Investigator is required.  Other investigators are also responsible for this assurance and are encouraged to sign.  In addition, for student protocols that are being continued, that student’s faculty advisor must also sign below.   Neither stamps nor proxy signatures are accepted in this section.

Investigator Assurance:

I certify that the information supplied in this form, with attachments, is complete, accurate and correct, and that no other procedures will be used in this protocol.  The research, if continuing, will be conducted according to the protocol approved by the IRB. I will request approval from the DCF IRB for changes to the study’s protocol and/or consent and assent forms, and will not implement proposed changes until I receive IRB approval.  I will promptly report to the IRB all research related accidents, injuries, complaints, problems, and/ or breaches of confidentiality.  In addition, any significant new findings that may affect the risks and benefits to the subjects and other participants will be reporting in writing to the subjects and the IRB.

Student’s Faculty Advisor Assurance: 

This is to certify that I have reviewed this continuation request and that I attest to the scientific merit of this study and the competency of the investigator(s) is knowledgeable about the regulations and policies governing research with human subjects.  I agree to meet with the investigator on a regular basis to monitor study progress and compliance with DCF IRB approval stipulations and policy for the conduct of ethical research.






     







     
________________________________________________________________
_______________________________________________________________________

Principal Investigator



Date

Investigator





Date







     







     
_______________________________________________________________
_______________________________________________________________________

Investigator




Date                                 Faculty Advisor  (for student protocols) 

                  Date


� EMBED PBrush  ���





NOTE:


Please ensure that this form and any necessary attending material are forwarded to the DCF IRB in sufficient time to meet the required continuing review dates.  It is strongly encouraged that continuing review submissions are received by the IRB at least 60 days before the current approval expires.  If the DCF IRB approval is allowed to lapse, all research activities must cease and currently enrolled subjects must be notified that they may no longer participate.





DCF IRB use only





Approved(               Not Approved(





Continuation Approval Period:__________________		


_________________________________________


IRB Designee Signature                           Date
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