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Institutional Review Board

Application for Continuing Review

Principal Investigator:___ __________________________________________________

IRB #:_______________
Grant # (if applicable):___________
Date:__

Last approval date (per Approval Notice) ______________________

Study Title___________________________________________________________
Please answer the following questions. Please feel free to attach additional pages as necessary.

1. Summarize any revisions to the protocol or consent form previously reviewed and 

approved in an attached activity report: (An Activity Report Format is attached)

2. Are there any revisions that have not yet been reviewed by the IRB?

Please check one:

 No

 Yes

3. Briefly summarize the research results/findings to date, including the progress of the study as compared to the hypothesis (If the study is a multi-center trial, please describe or attach the reports from other centers or the sponsor.):

4. Have there been any changes to the risks and/or benefits based on the results obtained from the study?

Please check one. 

 No

 Yes: please discuss:

(If you answered yes, please discuss whether changes have been incorporated into the 

consent form, are proposed with this application or are not required)
5. Have unexpected events, toxicity or complications occurred that have or may indicate a need for a change in the protocol or consent?  

Please check one. 

 No

 Yes: please discuss:

6. Has information (publications, presentations, etc.) become available since starting this study that indicate a need to modify the study (protocol or consent)? 

Please check one.

 No

Yes: please discuss:

7.   Have there been any grievances or complaints received from study subjects about this study?

      Please check one.

 No

 Yes: please discuss:


1. If the protocol was terminated, indicate the reason and date, and when work was completed. If the work was not 

completed, please discuss the reason.  Please describe the final results of the study.

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

Recruitment of Subjects:


Physician Referrals


Clinic


Calls to CIS


Advertising


Website


Other (explain)

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

Signature of PI: ____________________________________
Date:__________

Checklist to Include with this Form:

· Application for Continuing Review (including Review Request, Activity Report and Reviewer Evaluation, one copy of newest protocol including all changes)

· Informed Consent Document/Clean Copy

· Data Safety Monitoring Report (if applicable)


Review Request

IRB #: ___________________

Principal Investigator: ________________________________

Study Title: _________________________________________________________________________________
	Study Objectives:
	==ACCRUAL==

	
	
	Projected
	Actual

	
	Total (All Sites)
	
	

	
	Total (FCCC & Network)
	
	

	
	Total (FCCC Only)
	
	

	
	Annual (FCCC Only)
	
	

	
	Months active overall
	
	

	
	Months active from last IRB
	
	

	
	*Note: Actual annual accrual tabulated from last IRB review date


Comments:

There are no additional treatment-related toxicities or safety issues with an impact on study 





Additional treatment-related toxicities and/or safety issues are attached.

Protocol and/or informed consent changes are attached.

This is an NCI-sponsored national cooperative group trial with anticipated low accrual. Prioritization is reviewed at semi-annual group meetings.

Protocol data reviewed by: 


Print Name:




PI Request:

Renew for active patient accrual.




Study is currently suspended, renew for patient accrual if re-activated by sponsor.




Renew for continuing patient evaluation, closed to active accrual, continued review required.





Study approved but not yet opened – continued review required.





Exempt





Do not renew.  Protocol terminated.

Principal Investigator:


Print Name:



DO NOT WRITE BELOW THIS LINE

	RRC Action:
	IRB Action:

	
	Approved for active patient accrual (12 months)
	
	Approved for active patient accrual (12 months)

	
	Approved for active patient accrual (6 months) with warning
	
	Approved for active patient accrual (6 months) with warning

	
	Approved for continuing patient evaluation, closed to active accrual
	
	Approved for continuing patient evaluation, no active accrual

	
	Approved for continuing review but not yet opened
	
	Approved for continuing review but not yet opened

	
	Protocol terminated
	
	Protocol terminated

	
	Tabled pending investigator response
	
	Tabled pending investigator response


Chairperson: _

Chairperson:


 Date: 

Date:


Activity Report
IRB #: ___________________

Principal Investigator:________________________________________ _ 
Study Title: ______________________________________________________________________________________
___________________________________________________________________________________________

Review/Approval and Activity




Summary of Accrual (FCCC Only)

	Date
	Activity*
	Comments
	
	Subject ID**
	Sex
	Race
	Start Date

End Date
	Date of Death

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


*Activities include amendments, withdrawals and reasons, adverse events, changes to the consent form, suspensions, closures and terminations.

**Subject ID should be a code, rather than subject identifiable information.

USE ADDITIONAL PAGES AS NECESSARY


IRB #:___________________

Principal Investigator:____________________________________________ Study Title:__ _________________________________________________________________________
*******************DO NOT WRITE BELOW THIS LINE********FOR IRB USE ONLY *************

	Regulatory Review Requirement
	Reviewed
	Suggested Questions for IRB

	Risk to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of knowledge that may be reasonably expected to result.
	
	

	Frequency and extent of continuing review.
	
	Is there sufficient risk to warrant review of this protocol sooner than the standard 365 days?

	Confirmation of use of approved protocol.
	
	Have all changes in the protocol to be reviewed already been reviewed and approved by the IRB?

	Confirmation of use of approved consent form.
	
	Is the consent form appropriately reflective of the protocol?

Is there a need to request confirmation from someone other than the PI that no changes have been made to the protocol other than those previously reviewed and approved by the IRB?

	Review of progress of the study.
	
	What progress has been made? What changes to the protocol have been necessitated? What have been the experiences of the subjects (adverse events and benefits)?

	Confirmation that the study is conducted in accordance with appropriate guidelines and regulations.
	
	Is this study being conducted in accordance with IRB policies and procedures?

	Discussion of findings to date of this study or existing literature.
	
	Has any new information been discovered that may affect a subject’s decision to participate or continue to participate? If so, how has this information been communicated to currently accrued subjects?

	Terminated study review and notification of subjects.
	
	Have all subjects been notified that the study has been terminated? If so, by what method?


Risk/Benefit Assessment
RISK
Regulatory definition of minimal risk:  Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45 CFR 46.102(h)(I)).

Check appropriate risk category:

1. __________  The research involves no more than minimal risk to subjects.

2. __________  The research involves more than minimal risk to subjects.

a. __________ The risk(s) represents a minor increase over minimal risk, or
b. __________ The risk(s) represents more than a minor increase over minimal risk.

BENEFIT
Definition:  A research benefit is considered to be something of health-related, psychosocial, or other value to an individual research subject, or something that will contribute to the acquisition of generalizable knowledge.  Money or other compensation for participation in research is not considered to be a benefit, but rather compensation for research-related inconveniences.

Check appropriate benefit category:

1.
__________  The research involves no prospect of direct benefit to individual subjects, but is likely to yield generalizable knowledge about the subject's disorder or condition.

2.
__________  The research involves the prospect of direct benefit to individual subjects.

Reviewer Name:


Signature: 

Date:




Page 1 of 5
Rev. 8/28/07ac, 6/6/08

