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Louis Stokes Cleveland Department of Veterans Affairs Medical Center

Request for Change in Principal Investigator and/or Responsible Investigator

Prospective Approval Required:  Modifications must receive prospective IRB approval.

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

Principal Investigators (PI): All PIs must have a VA appointment.  A PI is an individual who conducts a research investigation and is the responsible leader of that team.

Responsible Investigators (RI): All RIs must have a paid VA appointment.  A RI is an investigator that assumes ultimate responsibility for the conduct of the research.  A RI is named in the protocol if the PI (1) has a without compensation (WOC) appointment; (2) is a student, resident, or fellow; (3) is not credentialed to perform and/or supervise the study procedures; and/or (4) is not qualified to be responsible for study related healthcare decisions.  

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

NOTE:  A Request for a change in PI and/or RI does not qualify for expedited review as minor changes to previously approved research.

Section 1 – General Information

1.  Date:       
2.  Title of Project:      
3.  Type of Change:


 FORMCHECKBOX 
  Add


 FORMCHECKBOX 
 Principal Investigator


 FORMCHECKBOX 
  Remove


 FORMCHECKBOX 
  Responsible Investigator

4.  Principal Investigator (name):      




E-mail:      


Telephone Number:      
Pager Number/Cell Phone Number:      
5.  Responsible Investigator (name):      




E-mail:      

Telephone Number:      
Pager Number/Cell Phone Number:      
6.  Signature of Outgoing PI/RI:  


Date:      

Section 2 – Change in Principal and/or Responsible Investigator

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.  

7.  Proposed Principal/Responsible Investigator (PI) (name, degrees):      


Service/Department:      
Telephone Number:      


E-mail:      
Pager Number/Cell Phone Number:      
Business Address/Routing Symbol or Location Code:      
Human Subject Protection/Good Clinical Practices Education:
 FORMCHECKBOX 
  VA Annual Research Education completed on:      
For IRB Use Only

	HSP/GCP
	VA Data Security
	Credentialing

	
	
	


8.  Attach the following

· Current dated curriculum vitae or resume

· Signed Conflict of Interest Statement

· Revised Research Plan reflecting PI/RI change (Attach Request for Modification Form if changes other than PI change are included)
· (If the proposed PI for this study has never acted as a PI at the LSCDVAMC) A New Investigator Packet (available at http://www.cleveland.va.gov/research/forms_research.asp)
9.  Please check all that apply and attach copies of all relevant documents

 FORMCHECKBOX 
 Revised Informed Consent Form(s) reflecting PI/RI change and contact information (Attach Request for Modification Form if changes other than PI change are included)
 FORMCHECKBOX 

Revised VA Form 10-9012 Investigational Drug Information Record reflecting change in PI/RI (Attach Request for Modification Form if changes other than PI change are included)

 FORMCHECKBOX 
 Revised HIPAA Authorization Form reflecting PI/RI change
 FORMCHECKBOX 
 Other study documents reflecting the change in PI/RI (please list below)

      
	Assurance and Signature of Principal Investigator 

I certify that the information provided in this application is complete and correct.

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) Louis Stokes VAMC IRB policies and the Louis Stokes VAMC Federalwide Assurance (FWA), such that:

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

· All changes in the protocol and consent form will be approved by the LSCDVAMC IRB before they are initiated, except when necessary to eliminate immediate hazard(s) to the subject(s),

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

· Unanticipated problems involving risk to subjects or others will be reported to the LSCDVAMC 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 research education requirements in a timely manner and ensure that all study staff involved in this study have completed the research requirements in a timely manner.

I further certify that the proposed research is not currently underway and will not begin until approvals have been obtained by both the R&D Committee and the IRB. 



     
Signature of Principal Investigator




Date





	Responsible Investigator’s Statement of Assurance
By my signature as responsible investigator on this research application, I certify that the Principal 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 unanticipated problems involving risks to subjects or others to the LSCDVAMC IRB in a timely manner,

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

· I ensure that the investigator and study staff will complete the required research education requirements in a timely manner.

I further certify that the proposed research is not currently underway and will not begin until approvals have been obtained by both the R&D Committee and the IRB.



     
Signature of Responsible Investigator




Date

The Responsible Investigator is considered the responsible party for clinical, legal, and ethical performance of the projec


	IRB #:      
	


2.  Title of Project: 
	FOR IRB USE ONLY
 FORMCHECKBOX 
  Approved by Convened (Full) IRB

 FORMCHECKBOX 
  Not Approved, Resubmission Required

Comments:       
PI and/or RI is qualified to conduct the research:
 FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No
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 Chair or Designee

Name:      
	
	Date
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