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This form is used by an investigator to submit amendments or modifications in approved projects to the VA IRB for review and approval prior to implementing the changes, except where necessary to eliminate apparent immediate hazard to human participants.

I.  Project General Information: 
	MIRB # and Title of Project:       

	[bookmark: Text128]Principal Investigator Name:       



II.   Type of Amendment or Modification Request
	Please check each type of change submitted with this amendment.  Attach clean and tracked copies of each revised document unless indicated.  More than one box may be checked.

	[bookmark: Check37]|_| Study design or procedures

	|_| Study population(s) or vulnerable population safeguards

	|_| Investigator’s brochure, package insert or other product safety information 

	|_| Recruitment methods/materials or participant payment

	|_| Informed consent document, consent process or waiver form

	|_| HIPAA authorization or process

	|_| Questionnaires and/or surveys administered for research purposes

	|_| Change(s) affecting privacy or information/data security

	|_| Change in previously reported conflict of interest

	|_| Change in Scope of Research Practice for current research personnel

	[bookmark: Check23]|_| New PI/Co-PI:      
The following items are required if not submitted previously for this study:
· Investigator Agreement
· Research Financial Conflict of Interest Statement

If the individual is new to Stratton VAMC, he/she must also submit the additional items listed under “Addition of Staff” below. 
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	|_| Addition of staff:      
The following items are required for all staff newly added to a study:
· Research Financial Conflict of Interest Statement
· Scope of Research Practice

Submit the following additional items if the staff member is new to Stratton VAMC:
· CV/resume
· VetPro or WOC appointment letter 
· Verification of required CITI training:
· VA Human Subjects Protection and Good Clinical Practices
· VA ORD Biosecurity Training (if applicable)
· Verification of required VA training for research:
· Chemical Hygiene Plan Orientation (if applicable)
· Ethics Most Wanted
· Verification of mandatory VA training
· Updated 10-9012 forms (if applicable - drug studies ONLY)

	|_| Removal of staff:      
If the former staff member is leaving the Stratton VAMC Research Service, include a description of steps taken to secure VA research records and/or areas to which they previously had access.

	|_| Other
Please describe in detail in the next section. 



III.  Description and Rationale 
	Please provide a brief description and rationale for the amendment or modification.


	
[bookmark: Text22]     










	Do any of the changes affect biosafety or radiation safety?


	
|_|  Yes    |_|   No

If yes, approval must be obtained from the appropriate committee prior to IRB review and approval.



IV.  Impact on Participants
	Please answer the following questions.


	
1. [bookmark: Check41][bookmark: Check42]Will the above changes have any impact on the research participants?   |_|  Yes    |_|   No

If no, skip to Section V. If yes, please complete the following:

2. Describe the impact the proposed amendment or modification will have on participants: 

[bookmark: Text27]     

3. Are you currently enrolling participants?  |_|   Yes    |_|   No

If yes, how many participants have been enrolled to date at this site?      

4. [bookmark: Check43][bookmark: Check44]Will these changes affect the willingness of participants to continue in the project?  |_|   Yes    |_|   No

If yes, what is your plan for informing the participants of the changes? Please check the most appropriate option below.

[bookmark: Check45]    |_|  Participants will be re-consented. Explain below whether this will include all subjects consented, those still receiving research intervention(s) and/or those actively monitored but no longer receiving research intervention(s). Attach revised informed consent documents.

     

[bookmark: Check46]    |_|  Participants will be informed via letter. Attach proposed letter(s) to participants.

[bookmark: Check47]    |_|  Other - please describe below:

[bookmark: Text28]     





V.  Investigator Risk Assessment
		The Principal Investigator must check the appropriate block and sign below. Only one of the following should be selected.





	|_|
	There is no change in risks to participants enrolled or to be enrolled in the project.

	[bookmark: Check10]|_|
	There is an increase in risks to participants enrolled or to be enrolled in the project.

	[bookmark: Check20]|_|
	There is a decrease in risks to participants enrolled or to be enrolled in the project.



I certify that all changes to be made in this approved project have been reported on this form and the attached documents.  I attest that the project continues to be scientifically and ethically sound.  I and my study team will continue to meet the ethical standards for research involving human participants and will comply with all VA IRB requirements for approval of this amendment.




	
	Signature                                                                                 Date





	




