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Louis Stokes Cleveland Department of Veterans Affairs Medical Center

Request for Modification of IRB Approved Research

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

 FORMCHECKBOX 
 Request for expedited review as minor changes in previously approved research [45 CFR 46.110(b)(2)

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 Contact/Research Coordinator (name):      



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

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

 FORMCHECKBOX 

Study Status (Section 3)
 FORMCHECKBOX 
 
Data Safety Monitoring Reports (Sec 7)

 FORMCHECKBOX 

Protocol (Section 4)
 FORMCHECKBOX 
 
VA Form 10-9012 (Section 8)
 FORMCHECKBOX 
 
Informed Consent (Section 5)
 FORMCHECKBOX 
 
Conflict of Interest Statement (Sec 9)

 FORMCHECKBOX 
 
Recruitment Materials (Section 6)
 FORMCHECKBOX 
 
Other Change (Section 10)

Section 3 – Study Status Change

7.  Please check applicable status change: 

 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 follow-up, or data analysis at the LSCDVAMC continue. 

Total number of subjects enrolled at the LSCDVAMC:      
 FORMCHECKBOX 
 
Reopen Enrollment (Please attach supporting documentation.)  
Total number of additional subjects to be enrolled at the LSCDVAMC:      
Section 4 – Protocol Changes

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.  

8.  Please check all applicable protocol changes: 

 FORMCHECKBOX 
 
Sponsor Amendment Requiring Change in Consent Form (list number & date, and complete Section 5 below):      


 FORMCHECKBOX 
 
Sponsor Amendment Not Requiring Change in Consent Form (list number & date):      
 FORMCHECKBOX 
 
Sponsor Amendment Requiring Change in Research Plan (attach one (1) copy of the Research Plan with additions identified by bolded text and deletions identified as strikethrough text and one (1) clean copy of the Research Plan)

 FORMCHECKBOX 
 
Amendment Requiring Change in Research Plan (attach one (1) copy of the Research Plan with additions identified by bolded text and deletions identified as strikethrough text and one (1) clean copy of the Research Plan)

 FORMCHECKBOX 
 
Administrative or Editorial Change

 FORMCHECKBOX 
 
Eligibility Change


 FORMCHECKBOX 

Substantive Change in Procedure

 FORMCHECKBOX 

Minor Change in Procedure 


 FORMCHECKBOX 
 
Other Protocol Change 

9.  Please describe and summarize the protocol changes and attach relevant documentation:

     
10. Does the protocol change address an issue related to biosafety or radiation safety?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes**

** If yes, either the Subcommittee on Research Safety and/or the Radiation Safety Committee must first approve the amendment.  Provide information on the applicable committee approval status regarding this protocol change:
     
Section 5 – Informed Consent Changes

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.  

11. Please concisely describe the proposed informed consent changes and attach revised informed consent document (attach one (1) copy with additions identified with bolded text and deletions identified as strikethrough text and one (1) clean copy): 
     
Section 6 – Change in Recruitment Practices

12. Please check all that apply and attach copies of all relevant materials: 

 FORMCHECKBOX 
 Recruiting other Subjects  (please describe below)

 FORMCHECKBOX 
 Bulletin Boards, etc (please list below)


 FORMCHECKBOX 

 Letters to Physicians

 FORMCHECKBOX 
 Media/Internet Ads, Press Releases, etc.

 FORMCHECKBOX 
 Other (please describe below)
     
Section 7 – Data Safety Monitoring Reports

13.  Please summarize the findings of the Data Safety Monitoring Committee and/or Board (please attach the Data Safety Monitoring Report): 

     
14. As the LSCDVAMC investigator, what changes do you think are necessitated by the findings of the data monitoring report:

 FORMCHECKBOX 
 Change in protocol.  (Please describe below and attach a revised research plan, one (1) copy with additions identified by bolded text and deletions identified as strikethrough text and one (1) clean copy)
 FORMCHECKBOX 
 Change in consent document.  (Please describe below and attach a revised consent document one (1) copy with additions identified by bolded text and deletions identified as strikethrough text and one (1) clean copy)
 FORMCHECKBOX 
 Change in study approval period (Please describe below)
 FORMCHECKBOX 
 No changes needed.
     
Section 8 – VA Form 10-9012 Investigational Drug Information Record

	VA Form 10-9012 Investigational Drug Information Record – VA Form 10-9012 must be completed for each drug being evaluated in a research study, regardless of IND status.  In addition, the VA Form 10-9012 provides a listing of all authorized prescribers for the study drug(s).


15.  Please summarize the changes made to VA Form 10-9012 Investigational Drug Information Record and attach the revised VA Form 10-9012 along with other related documentation: 

     
Section 9 – Conflict of Interest Statement Changes

Definition:  Significant Financial Interests are defined as interests valued at greater than $10,000 or an equity ownership of more than 5% held by all study team personnel and their spouse and/or dependent children.

16.  List the name(s) of the study personnel updating their conflict of interest statements.  Include the conflict of interest statement as an attachment to this form.

     
     
     
     
Section 10 – Other Changes

17.  Please concisely describe any other changes and attach related documentation: 

     
	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


Minor Change.  A minor change is one that, in the judgment of the IRB reviewer, makes no substantial alteration in:


the level of risks to subjects. 


the research design or methodology (adding procedures that are not eligible for expedited review would not be considered a minor change).


the number of subjects enrolled in the research. 


the qualifications of the study staff. 


the facilities available to support safe conduct of the research. 


the likelihood of subjects willingness to participate.


any other factor which would warrant review of the proposed changes by the convened IRB.


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.  If applicable, submit a copy of the latest Federal Grant Application, Grant Application, Merit Review Application, or Sponsor Protocol.
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