
Oak Ridge Site-wide Institutional Review Board

Application for Continuing Review or Study Closure
Please complete ALL sections of this form whether applying for Continuing Review or Study Closure.

Note: This form is locked and will accept inputs only in check boxes and text boxes indicated by      , which will expand as necessary to accommodate text. The completed form should be saved with a unique file name and submitted with your study documents in IRBNet (www.IRBNet.com) 
IRB #:      
Date of IRB Expiration:      

Principal Investigator:       
Study Title:       
1. STATUS OF THE RESEARCH


Check the one choice that best describes the current state of this research study: 


 FORMCHECKBOX 

Project funded, but no participants have been enrolled to date.


 FORMCHECKBOX 

Protocol approved, but no funding and no human participants to date

 FORMCHECKBOX 
 Study is not currently enrolling subjects or enrollment of participants is currently suspended;  may resume in the future.


 FORMCHECKBOX 
 Recruitment and/or enrollment of new participants or review of records/specimens continue.


 FORMCHECKBOX 

Study is no longer enrolling, but participants still receive research-related interventions, (e.g., still receiving treatment, obtaining blood draws), or interactions (surveys, questionnaires).


 FORMCHECKBOX 

Study is no longer enrolling and participants have completed research-related interventions. The study remains active only for long-term follow-up.  


 FORMCHECKBOX 

Study enrollment is permanently closed, participants have completed all research-related interventions, and long-term follow-up has been completed.  The remaining research activities are limited only to data analysis that may require contact with records or specimens. 


 FORMCHECKBOX 
 Current study is completed.


 FORMCHECKBOX 
 Study protocol is inactive.

2. CLOSE THE STUDY

Please provide final study report, progress reports, and publications to the IRB as they become available. 
 FORMCHECKBOX 
 Close the study. Enrollment and follow-up are complete and no further contact with participants/records/specimens is anticipated.  Describe the reason for closure (i.e., enrollment goals achieved, reason for early termination).       
3. SUMMARY OF PROGRESS SINCE THE PREVIOUS IRB CONTINUING REVIEW APPROVAL 

Summarize research activities since last reporting period.       

In addition, please answer the following questions (human subjects means a living individual about whom an investigator conducting research obtains data through interaction with the individual or identifiable private information which includes  medical records or specimens):
a. Number of human subjects enrolled (or records/specimens reviewed) in the project to date (total)      
b. Number of human research subjects enrolled  (or records reviewed) this report period        
c. Number of  new research subjects to be enrolled (or records reviewed) next report period       (planned)

d. Has there been any difficulty obtaining/retaining subjects or obtaining informed consent during the previous approval period?  Yes FORMCHECKBOX 
   No  FORMCHECKBOX 
 If yes, please describe.     
Approximately how many potential subjects have refused participation?   FORMCHECKBOX 
 None or         (Number of Subjects)
How many subjects have withdrawn participation at their own request?  FORMCHECKBOX 
 None  or       (Number of Subjects)

How many subjects have withdrawn participation at the project’s request?  FORMCHECKBOX 
 None or       (Number of Subjects)

e. Were there any adverse effects, unanticipated risks, or complaints related to the involvement of research subjects?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No.   If yes, was an Adverse Event Report filed? Describe the circumstances and corrective actions taken.       
Is there any new information since previous report that might affect the risk/benefit ratio for new subjects or subjects already participating in the research, or their willingness to participate in the research (e.g., information or adverse effects resulting from other research)? Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
    If yes, please describe.       
Have there been any significant new findings (positive or negative) that should be disclosed to subjects who have participated in the study?  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
 If yes, please describe.      
Has any change been made since the previous review that might constitute a conflict of interest, such as a change in collaborating institutions or principal investigators that might have a financial interest in the outcome of this research?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

If yes, please describe.      
Have any changes occurred in the professional personnel participating in the study?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, explain (i.e., name of new Principal Investigator, etc.)      
Informed Consent:  Please review your most recently approved informed consent forms currently in use for this project. 


Based on your experience in the conduct of this study, are the actual risks and benefits still adequately addressed at all stages in the informed consent process?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


The consent form must include the basic elements of informed consent as outlined in 45 CFR 46 and 10 CFR 745. 

Involvement of Other Institutions:  If applicable, documentation of current IRB approval must be provided for collaborating institutions.  Attach any other IRB approvals.
Health Insurance and Portability Accounting Act (HIPAA):  Are institutions involved in this research in compliance with the requirements of the DHHS Health Insurance Portability and Accountability Act (45 CFR Parts 160 and 164).   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 NA
(IF no, please explain)      
Future Activities:  Summarize the scope of activities planned for the next review period that involve human subjects.  If other institutions are involved, describe activities that will take place at those institutions, as well.       
Human Subjects Training:  Documentation of human subjects training for all key project staff must be completed before this application will be accepted for review.  

Documentation of human subjects training for all key project staff is:



Attached to this application   FORMCHECKBOX 

   

Current and on File in the ORSIRB Office:  FORMCHECKBOX 

Administrative Requirements:

· All currently approved documents (consent forms, letters, recruitment materials, etc.) must be attached and should be paginated in a footer in the style of “1 of n,” where “n” is the total number of pages in the document.  Dates should be included in this footer adequately identify each document and include its most recent revision date.

· All contact documents (consents, letters, informational materials) must be in size 10 font or greater.

· Double-sided printing is recommended for all final versions of contact documents, consents, and letters; however single-sided copies should be attached to this application.

I certify that the information provided is complete and correct.  I understand that as Principal Investigator, I am responsible for the ethical conduct and performance of this project, for protecting the rights and welfare of human subjects, and for strict adherence to any stipulations imposed by the ORSIRB Review Board in accordance with applicable Federal, State, and Institutional policies and procedures. 

     










          
Principal Investigator (typed)





Date


     




         
Co-Principal Investigator (typed)

Date
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