
Continuing Review - Application To 

Involve Human Subjects In Research
Federal policy requires that all research involving human subjects be reviewed by the Central Beryllium Institutional Review Board (CBeIRB) within 12 months or less of the previous approval.  Continuing review must be substantive and meaningful to protect the rights and welfare of research subjects.

The CBeIRB must review ongoing Be-related research with respect to potential benefits, risks, adequacy of consent forms and other criteria for safeguarding human subjects.  Comprehensive review is mandatory at the time of continuing review as well as the initial application.  New subjects may not be enrolled and research activities may be suspended if a continuing review approval is not issued before the expiration date of the most current approval. 

-------------------------------------------------------------------------------

Checklist

 Required Documentation for Continuing Review Application


 FORMCHECKBOX 

Continuing Review Application (signed by PI)



 FORMCHECKBOX 

Current Statement of Work, if applicable 



 FORMCHECKBOX 

Revisions, amendments, appendices to previously approved protocol



 FORMCHECKBOX 

All Informed Consent Forms currently approved for use



 FORMCHECKBOX 

Documentation of PI or project’s primary staffs’ human subjects training



 FORMCHECKBOX 

 Publications within current reporting period



 FORMCHECKBOX 

Any other information that will support the review



 FORMCHECKBOX 

A list of documents submitted, individually identified (i.e, recruitment letters, 




advertisements, publications, questionnaires, informed consent forms, etc.)


If Applicable, provide current:



 FORMCHECKBOX 

IRB Review from other involved Institutions, documentation of approval


 FORMCHECKBOX 

 Advertisement, flyers, brochures, or other solicitation for volunteers


 FORMCHECKBOX 

Questionnaires/surveys.



 FORMCHECKBOX 
 
Other documents associated with the program

APPLICATION FOR CONTINUING REVIEW 
	CBe IRB No. 
     
	FWA #00005031

	Project/TaskTitle:       
 
	

	Names, project ID numbers, and Expiration date(s) of approvals from other IRB’s reviewing this document:       
	


Principal Investigator




Co-Principal Investigator or Alternate Contact

	Name:       
	Name:       

	Phone/Fax/e-mail:       
	Phone/Fax/e-mail:       

	Address:       
	Address:       

	Date Submitted:       
	


Investigator Assurance
I certify that the information provided in this application is complete and correct.  As Principal Investigator, I acknowledge that 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 CBe Institutional Review Board in accordance with applicable Federal, State, and Institutional policies and procedures.  I will:  

· Conduct this project using only qualified personnel in accordance with the approved protocol.

· Obtain CBeIRB approval before implementing any changes to the approved protocol, consent form, or supporting documents (except in an emergency, if necessary, to safeguard the immediate well being of human subjects.

· Secure legally effective Informed Consent from subjects or their responsible representative, using only the currently approved consent form.

· Immediately report significant or untoward adverse effects to the CBeIRB. 

· Provide documentation of human subjects training for key project staff  

· Report any potential conflict of interest for investigator staff or collaborating institutions.

     


   

          







Principal Investigator  (Printed)                     Signature                   


    Date Submitted

This Section to be completed by the CBe Institutional Review Board
Review conducted under:  Full Board _______ Expedited _______ Exempt_______ procedures in accordance with

Federal Regulation 45 CFR 46, DOE 10 CFR 745, and 10 CFR 850                       
Approved for Continuation:  Yes ______ 

No______ Resubmit Application. This project                                                               





may not continue without CBeIRB approval 

Conditions of Approval:  

Approval Valid through__________________, unless otherwise revised before that date.
  



















___________________________________________  _______________________________________   

__________
  Name
(printed and signed)


        Title                                     

Date



Project Start Date:       


Anticipated End Date:       


A.
Research Project Current Status:

1.
What is the present status of your research project?


 FORMCHECKBOX 

Awaiting funding.  Anticipated start date:      

 FORMCHECKBOX 

Anticipate enrolling new subjects and/or approaching prospective subjects during this



approval period.  


 FORMCHECKBOX 

No human subject involvement expected during this approval period.


 FORMCHECKBOX 

Human subject contact will begin during the next approval period.


 FORMCHECKBOX 

Follow up on previously enrolled subjects. 


 FORMCHECKBOX 

Follow up on previously enrolled subjects and no new subjects will be involved.


 FORMCHECKBOX 

Analyzing data only - no further human subjects involvement. 


 FORMCHECKBOX 

Project completed?  Submit Final Report.  Your study will be closed in the CBeIRB files.


 FORMCHECKBOX 

Other:       

2.  
Are you requesting, or planning, any modifications to the previously approved protocol, consent form, or other supporting documents?    FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

a. Explain the modifications and provide an updated protocol and supporting documents.       
b. Explain the effects of the requested modifications on risks, benefits to subjects, including any changes to the consent procedures.       

3.
Project Progress Report :  Brief summary of major progress or significant changes to protocol since last reporting period:       


In addition, please answer the following questions:
a. Number of human subjects enrolled in the project to date (total)       
b. Number of human research subjects enrolled this report period          

c. Number of  new research subjects to be enrolled next report period        (planned)

d. Has there been any difficulty obtaining/retaining subjects or obtaining informed consent during the previous approval period?   FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No  If yes, please describe.      



Approximately how many potential subjects have refused participation?      



How many subjects have withdrawn participation at theirown request?      



How many subjects have withdrawn participation at the project’s request?      
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.       

4.
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)?   FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No  If yes, please describe.       

5.  
Have there been any significant new findings (positive or negative) that should be disclosed to subjects who have participated in the study?  



 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  If yes, please describe.       
6. 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?
     
B.
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?       

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

C.
Involvement of Other Institutions

If applicable, documentation of current IRB approval must be provided for collaborating institutions. 

     
D.  
Health Insurance and Portability Accounting Act (HIPAA)
If applicable, confirm that institutions involved in this research are in compliance with the requirements of the DHHS Health Insurance Portability and Accountability Act (45 CFR Parts 160 and 164).

     
E.
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 CBeIRB Office:  FORMCHECKBOX 

Administrative Requirements:

· All contact documents (consent forms, letters, etc.) must 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.

· Names of ALL signatories on the Application, consents, etc., must be printed or typed.

· ALL signatures must be dated.

· 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.
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Oak Ridge Associated Universities
P.O. Box 117, MS-44 
Oak Ridge, TN 37831-0117

(P):  865-576-1725 
 (F):  865-576-9557
e-mail:  Becky.Hawkins@orise.orau.gov

