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	IRB #:      

	
	IRB Use Only

	
	
	


Louis Stokes Cleveland DVA Medical Center

Request for Modification of IRB Approved Research – IRB Form 5

Instructions:  Please submit this completed form to the CVAMC IRB Office. Please contact the CVAMC IRB office if you have any questions at (216) 791-3800 ext. 4658.

Prospective Approval Required:  Modifications must receive prospective approval by the IRB.  

Section 1 – General Information
1. Date:       
2. Title of Project:      
3. Principal Investigator (name):      
Signature:  

Date:       

4. Responsible Investigator (name):      
5. Research Coordinator (name):      
Section 2 – Type of Change
6. Please check all applicable changes and complete corresponding section(s) below: 

 FORMCHECKBOX 
 
Personnel (Section 3)
 FORMCHECKBOX 
 
Informed Consent (Section 6)

 FORMCHECKBOX 

Status (Section 4)
 FORMCHECKBOX 
 
Recruitment Materials (Section 7)

 FORMCHECKBOX 
 
Protocol (Section 5)
 FORMCHECKBOX 
 
Other Change (Section 8)

Section 3 – Personnel Changes
7. Please check all that apply and complete as indicated: 

 FORMCHECKBOX 
  Change in Principal Investigator

	Principal Investigator (PI) (name, degrees):      
 FORMCHECKBOX 
 Curriculum Vitae attached if not currently on file with the IRB

Service/Department:      
Telephone Number:      
E-mail:      
Business Address/Routing Symbol or Location Code:      
Human Subject Protection Education:
 FORMCHECKBOX 
  Good Clinical Practices completed on:      
 FORMCHECKBOX 
  Human Subject Protections completed on:      
 FORMCHECKBOX 
  Other (specify course and date completed):      

	Assurance and Signature of Principal Investigator 

I understand that as Principal Investigator, I have ultimate responsibility for the protection of the rights and welfare of human subjects, conduct of the study and the ethical performance of the project.  I agree to accept responsibility for the conduct and supervision of this research and the protection of human subjects as required by (i) state and federal law and regulation, including VA regulations at 38 CFR Part 16, FDA regulations at 21 CFR Part 50 & Part 56 and DHHS regulations at 45 CFR Part 46, and (ii) CVAMC IRB policies and the CVAMC Federalwide Assurance (FWA), such that:

· The protocol will be performed by qualified personnel according to the CVAMC IRB approved protocol,

· All changes in the protocol and consent form will be approved by the CVAMC IRB before they are initiated, 

· Legally effective informed consent will be obtained from human subjects if applicable, and

· Adverse events will be reported to the CVAMC IRB in a timely manner.

· If I leave the VA, I will assure that all appropriate documents, constituting a final report, are submitted to the IRB for review.
· I will complete the required educational program on ethical principles and regulatory requirements in a timely manner.



     
Signature of Principal Investigator




Date




 FORMCHECKBOX 
  Change in Responsible Investigator

	Responsible Investigator (PI) (name, degrees):      
 FORMCHECKBOX 
 Curriculum Vitae attached if not currently on file with the IRB

Service/Department:      
Telephone Number:      
E-mail:      
Business Address/Routing Symbol or Location Code:      
Human Subject Protection Education:
 FORMCHECKBOX 
  Good Clinical Practices completed on:      
 FORMCHECKBOX 
  Human Subject Protections completed on:      
 FORMCHECKBOX 
  Other (specify course and date completed):      

	By my signature as responsible investigator on this research application, I certify that the student or guest investigator is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular study in accord with the approved protocol.

In addition,

· I agree to meet with the investigator on a regular basis to monitor study progress,

· Should problems arise during the course of the study, I agree to be available, personally, to supervise the investigator in solving them,

· I insure that the investigator will promptly report significant or untoward adverse effects to the CVAMC IRB in a timely manner,

· If I will be unavailable, as when on sabbatical leave or vacation, I will arrange for an alternate CVAMC staff member to assume responsibility during my absence and I will advise the CVAMC IRB by letter of such arrangements, and

· I ensure that the investigator will complete the required educational program on ethical principles and regulatory requirements in a timely manner.



     
Signature of Responsible Investigator




Date



 FORMCHECKBOX 
  Addition of Personnel (Please list and complete Assurance below):
	Assurance and Signature of New Personnel

I acknowledge my role in this research study and I agree to adhere to applicable federal research regulations and CVAMC policies relative to the protection of the rights and welfare of the subjects enrolled in this study.  Please refer to the CVAMC IRB website for applicable regulations and policies: http://www.cleveland.med.va.gov/res/irb.htm.


	Name, Degrees
	
	Date
	
	Role in Study
	
	Completed Required Education*
	
	Signature

	     
	
	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	     
	
	


(*including as applicable: Human Subject Protection Education, Good Clinical Practices, HIPAA Training)
	 FORMCHECKBOX 
  Removal of Personnel (Please list below) 

	Name
	
	Role in Study

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     


Section 4 – Status Change
8. Please check applicable status change: 

 FORMCHECKBOX 
 
Full Closure – Subjects have completed all study participation, including followup; data analysis at CVAMC is complete; and all data for all subjects have been submitted to the sponsor. (Please attach brief summary of result.)  
Total number of subjects enrolled at CVAMC:      
 FORMCHECKBOX 
 
Closure to Accrual – The sponsor no longer allows subject enrollment or the required/approved number of subjects have been enrolled, but protocol interventions/activities with enrolled subjects, subject followup, or data analysis at CVAMC continue. 

Total number of subjects enrolled at CVAMC:      
 FORMCHECKBOX 
 
Reopen Enrollment (Please attach supporting documentation.)  
Total number of additional subjects to be enrolled at CVAMC:      
Section 5 – Protocol Changes
9. Please check all applicable protocol changes: 

 FORMCHECKBOX 
 
Sponsor Amendment Requiring Change in Consent Form (list number & date, and complete Section 6 below):      


 FORMCHECKBOX 
 
Sponsor Amendment Not Requiring Change in Consent Form (list number & date):      
 FORMCHECKBOX 
 
Administrative or Editorial Change

 FORMCHECKBOX 
 
Eligibility Change


 FORMCHECKBOX 

Substantive Change in Procedure

 FORMCHECKBOX 

Minor Change in Procedure 


 FORMCHECKBOX 
 
Other Protocol Change 

10. Please describe the protocol changes and attach relevant documentation:

     
Section 6 – Informed Consent Changes
11. Please concisely describe the proposed informed consent changes and attach revised informed consent document (attach one (1) copy with changes identified by bolded text and strike-throughs and one (1) clean copy): 
     
Section 7 – Change in Recruitment Practices
12. Please check all that apply and attach copies of all relevant materials: 

 FORMCHECKBOX 
 Other patients

 FORMCHECKBOX 

Letters to Physicians

 FORMCHECKBOX 
Bulletin Boards, etc (please list below)
 FORMCHECKBOX 
 Media/Internet Ads, Press Releases

 FORMCHECKBOX 
 Other (please describe below)
     
Section 8 – Other Changes
13. Please concisely describe any other changes and attach related documentation: 

     
	IRB #:      
	


Title of Project:      
	FOR IRB USE ONLY
 FORMCHECKBOX 
  Approved by Expedited Review under Category:       
 FORMCHECKBOX 
  Approved by Convened (Full) IRB

 FORMCHECKBOX 
  Not Approved, Resubmission Required

Comments:       


	Signature of IRB Chair or Designee

Name:      
	
	Date
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