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_________
(Assigned by IRB Office)

	
	IRB Use Only

	
	
	

	Form Directions:  Form is protected (user has limited access to the fill-in fields).  Use the tab key or mouse  to navigate the fill-in fields.  Formatting is limited in the text fields (no bulleted lists, numbering, etc). In the event that the user is unable to navigate through the protected document or would like to format a document, the user can disable the “protected” feature (select “Tools” and “Unprotect Document”).


Louis Stokes Cleveland Department of Veterans Affairs Medical Center

Request for Study Staff Change

Instructions:  Please submit this completed form to the Louis Stokes Cleveland Department of Veterans Affairs Medical Center (LSCDVAMC) IRB Office. Please contact the Louis Stokes VAMC IRB office if you have any questions at (216) 791-3800 ext. 4658.

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

THE RESEARCH EDUCATION REQUIREMENTS AND THE RESEARCH CREDENTIALING PROCESS MUST BE COMPLETED FOR EACH INDIVIDUAL PRIOR TO SUBMITTING THIS FORM.

VA Appointments: All investigators and study personnel listed on this application who work at this facility and/or have contact with VA subjects at this facility and/or have access to VA information systems must have a VA appointment.

Co-Investigators:    A Co-I is an individual who, under the direction of the PI, is involved in some or all aspects of the research project, including the: design of the study, conduct of the study, analysis and interpretation of identifiable data, and writing of manuscripts resulting from the project.  Co-Investigators who are based at an affiliate or other outside institution, who do not perform the research activities at this facility, or do not have access to identifiable data do not need a VA appointment.

Study Staff:  Study staff includes all personnel who will obtain subjects’ informed consent, interact with subjects in person and/or on the telephone, have access to and/or collect and analyze protected health information (PHI), have access to individually identifiable data, e.g., lab data or samples).

VA Annual Research Education:  All study personnel involved in the conduct of the study must complete the required research education requirements. 

NOTE:  To change a PI or RI for a study, complete Request for Change in Principal Investigator and/or Responsible Investigator Form.

Section 1 – General Information

1.  Date:       
2.  Title of Project:      
3.  Principal Investigator (name):      




E-mail:      


Telephone Number:      
Pager Number/Cell Phone Number:      
Signature:  


Date:      

4.  Responsible Investigator (name):      




E-mail:      

Telephone Number:      
Pager Number/Cell Phone Number:      
5.  Research Coordinator (name):      





E-mail:      





Telephone Number:      
Pager Number/Cell Phone Number:      
Section 2 – Type of Change

6.  Please check applicable change and complete corresponding section(s) below: 

 FORMCHECKBOX 

Removal of Study Staff (Section 3)

 FORMCHECKBOX 
 
Addition of Study Staff (Section 4)


Section 4 – Removal of Study Staff

7.  Removal of Study Staff (please list below)
	Name 

(Use the enter key in this column to insert additional names and information)
	
	Role in Study

	     
	
	     


Section 4 – Addition of Study Staff

When modifying a previously approved Research Plan or Informed Consent, work from the most recent approved copy. Submit a “bolded” copy with additions identified as bolded text and deletions identified as strikethrough text.  A clean copy that incorporates your revisions must also be submitted.  

	Name, Degrees

(Use the enter key in this column to insert additional names and information)
	Role in Study 
	Telephone Number
	E-mail Address
	Perform research activities at LSCVAMC?
	Interact with VA research subjects?
	Access to identifiable subject information and/or data?
	VA Annual Research Education 
Date Completed
	For IRB Use Only

	
	
	
	
	
	
	
	
	HSP/GCP
	VA Data Security
	Credentialing



	
	     
	     
	     
	     
	     
	     
	     
	
	
	


8.  Addition of Study Staff

9.  Attach the following for each individual listed above:

· Signed Conflict of Interest Statement

10.  Please check all that apply and attach copies of all relevant documents

 FORMCHECKBOX 
 Revised Research Plan reflecting study staff change (Attach Request for Modification Form if changes other than study staff changes are included)
 FORMCHECKBOX 
 Revised Informed Consent Form(s) reflecting study staff change and contact information (Attach Request for Modification Form if changes other than study staff changes are included)
 FORMCHECKBOX 

Revised VA Form 10-9012 Investigational Drug Information Record reflecting change in study staff that have prescriptive authority (Attach Request for Modification Form if changes other than study staff changes are included)

 FORMCHECKBOX 
 Other study documents reflecting the change in study staff (please list below)

      
11.  Co-Investigator and Study Staff Agreement

I acknowledge my role in this research study and I agree to adhere to applicable federal research regulations and LSCDVAMC policies and procedures relative to the protection of the rights and welfare of the subjects enrolled in this study.   

	Name (typed)
	
	Date
	
	Role in Study
	
	Signature

	     
	
	     
	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	

	     
	
	     

 FORMTEXT 

	
	     

 FORMTEXT 

	
	


	IRB #:      
	


2.  Title of Project:      
	FOR IRB USE ONLY
 FORMCHECKBOX 
  Approved by Expedited Review as minor changes in previously approved research 45 CFR 46.110(b)(2)
 FORMCHECKBOX 
  Approved by Convened (Full) IRB

 FORMCHECKBOX 
  Not Approved, Resubmission Required

Comments:       
As a reviewer, are you an investigator, consultant, collaborator, or study personnel on the proposed study; do you have a financial interest in the study; or do you have any other conflict of interest with this study?  
 FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No
**If yes, please do not perform the review and contact the IRB Office at (216) 791-3800 ext. 4658.


	Signature of IRB Chairperson or Designee

Name:      
	
	Date
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